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Background: As many as 70% of remand prisoners have admitted to being under the influence of
alcohol when committing the crime leading to their imprisonment. Providing support and advice
regarding alcohol consumption can be effective in some groups of people. There is little evidence
regarding this for men on remand in prison.

Objective: To pilot the study measures and evaluation methods to assess the feasibility of conducting a
future definitive multicentre, pragmatic, parallel group, randomised controlled trial.

Design: A two-arm, parallel group, individually randomised pilot study of a self-efficacy-enhancing
psychosocial alcohol intervention to reduce levels of alcohol consumption for males on remand in prison
and on liberation.

Setting: Two purposively selected prisons in Scotland and England.
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ABSTRACT

Participants: Adult men on remand in prison with an Alcohol Use Disorders Identification Test score
of > 8.

Intervention: The APPRAISE intervention delivery comprised four steps: Step 1: 1 x 40-minute face-

to-face session, delivered by a trained practitioner from Change Grow Live in prison. Steps 2, 3 and 4:

20-minute sessions conducted by phone, on or as close as possible to days 3, 7 and 21 post liberation.
Control: assessment, screening and referral onto further alcohol support options.

Main outcome measures: Recruitment and retention rates, completion of follow-ups, outcome
measures at 12 months and interventions delivered. The primary outcome for the pilot study was
alcohol consumed in the 28 days prior to Time Point 2, assessed using the extended Alcohol Use
Disorders Identification Test-C.

Results: Of 182 men on remand approached across two study sites, 132 were randomised (90 in
England; 42 in Scotland) with 46 randomised to intervention and 44 to care as usual in England and

22 randomised to intervention and 20 to care as usual in Scotland. A total of 53 in-prison interventions
were delivered. One day-3 post-liberation intervention was delivered, no day-7 and one day-21. At

12 months, of 132 randomised, 18 (13%) were followed up, 53 (40%) were not liberated; 47 (36%) were
uncontactable and 14 (11%) had been released but could not be located. Data completeness was 96% at
baseline and 8% at 12 months. The process evaluation reported good acceptability of the intervention
with investment in time, capacity and space to support implementation identified. The economic study
produced guidance on how to assess costs associated with implementing the APPRAISE intervention
which could be applied more broadly.

Harms: No adverse events or side effects were noted.

Conclusions: A future definitive trial would be possible, but only if follow-up mechanisms can be
addressed as well as full access to recidivism and health data. Collaboration with the probation service
in future could offer the opportunity to develop a robust process and system to optimise follow-up post
liberation. Dedicated resources to support the intervention delivery both in and out of the prison setting
are recommended.

Limitations: Coronavirus disease discovered in 2019 impacted recruitment and follow-up, with access
to prisons restricted. We were unable to deliver the post-liberation element of the intervention. We did
not include probation services or other agencies in the trial.

Trial registration: This trial is registered as Current Controlled Trials ISRCTN36066.

Funding: This award was funded by the National Institute for Health and Care Research (NIHR) Public
Health Research programme (NIHR award ref: 17/44/11) and is published in full in Public Health
Research; Vol. 12, No. 11. See the NIHR Funding and Awards website for further award information.
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Plain language summary

What was the question?

We know many men on remand report being under the influence of alcohol at the time of their arrest.
Having a short conversation providing alcohol support and advice (known as an ‘intervention’) can be

effective. However, we do not know if an alcohol intervention for men on remand in prison is possible
to deliver or if we can ‘test’ the benefit of it. The aim of the study was to ‘test’ an intervention named

APPRAISE using a small study, for men on remand in one Scottish and one English prison.

What did we do?

We aimed to get 180 men in this study. Men taking part were asked to tell us about their alcohol
drinking. Men reporting ‘risky’ drinking were split into two groups by chance. One group were to be

given the APPRAISE intervention while in prison and once released. The other group did not receive the
intervention. We then set out to measure their drinking levels after 12 months. We interviewed different

people involved in the study to find out what they thought.

What did we find?

We successfully recruited 132 men but had to stop due to coronavirus disease discovered in 2019,

as we were unable to go into the prisons. We delivered 53 out of 68 interventions in prison but not
once men were released; we were only able to contact 18 out of 132 men at 12 months. People we
interviewed stated that having an intervention to reduce risky drinking would be acceptable; however,
this would require investment, time, space, capacity and trust.

What does this mean?

Before we can plan a larger study we need to identify the best way to locate men once released from
prison, to deliver the whole intervention and measure its effect on drinking levels.
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Scientific summary

he prevalence of at-risk drinking, which includes drinking at levels that harm a person’s health, is
far higher amongst those in contact with the criminal justice system (73%). For those on remand in
prison, the prevalence is between 62% and 68%. This compares to 35% in the general population.

Alcohol brief interventions (ABls) are a secondary prevention activity, aimed at those individuals who
are drinking in a pattern that is likely to be harmful to health and/or well-being. Similarly, the theoretical
validity of a self-efficacy-enhancing alcohol intervention in other settings has shown evidence of
potential effect.

Study aims and objectives

Objective 1: to pilot the study measures and evaluation methods to assess the

feasibility of conducting a future definitive multicentre, pragmatic, parallel-group

randomised controlled trial.

1a. Is it feasible to conduct a future multicentre RCT of a self-efficacy-enhancing psychosocial alcohol
intervention for men on remand?

1b. Can we obtain reasonable estimates of the parameters necessary to inform the design and sample
size calculation for a future definitive multicentre RCT? This includes standard deviations of po-
tential continuous primary outcomes and estimates of recruitment met across trial arms and study,
retention and follow-up rates.

1c. How well do participants complete the questionnaires necessary for a future definitive RCT?

1d. Can we collect economic data needed for a future definitive RCT?

le. Can we access recidivism data from the Police National Computer (PNC) databases for trial participants?

1f. Can we access health data from routine National Health Service (NHS) data sources for trial participants?

Objective 2: to assess intervention fidelity.

2a. What proportion of the interventions are delivered as per protocol?

2b. Is there any evidence of contamination between the two conditions and/or between those workers
delivering the intervention?

2c. To what extent was the intervention changing process variables consistent with the underpinning theory?

Objective 3: to qualitatively explore the feasibility and acceptability of a self-efficacy-

enhancing psychosocial alcohol intervention and study measures to staff and for men

on remand and on liberation.

3a. How acceptable are the trial and intervention procedures (including context and any barriers and
facilitators) to the following key stakeholders: men on remand in prison and on liberation; prison
staff (including healthcare staff); commissioners; policy-makers and third-sector partners?

Objective 4: to assess whether operational progression criteria for conducting a future

definitive randomised controlled trial are met across trial arms and study sites and, if

so, develop a protocol for a future definitive trial. (Operational progression criteria are

based on previous research results.)

4a. Do the two prisons invited to the study agree to take part?

4b. Based on knowledge from previous data, do at least 90 eligible participants consent to take part
and be randomised across the trial arms?

4c. Do at least 70% of participants who consent to the trial receive the intervention?

4d. Are at least 60% of those who received the intervention followed up at 12 months across trial arms
and study sites?
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SCIENTIFIC SUMMARY

Objective 5: to ascertain what alcohol services are available in male remand prisons

and how coronavirus disease discovered in 2019 has affected services.

5a. To ascertain what alcohol services are currently provided within male remand prisons.

5b. To explore the prison governors’ understanding of brief interventions.

5c¢. To understand how the coronavirus disease discovered in 2019 pandemic has impacted the services
available in male remand prisons.

5d. To identify whether the impact of the COVID-19 pandemic upon services could be avoided in the
future.

Methods

Phase 1 pilot trial

Phase | was a two-arm, parallel-group, individually randomised pilot study of a self-efficacy-enhancing
psychosocial alcohol intervention for men on remand in prison to provide data, including economic,
recidivism and health data, on feasibility and an assessment of the likely impact of the APPRAISE
intervention to inform the feasibility of a future definitive multicentre RCT.

The Phase | pilot trial was undertaken in two prison settings, one in Scotland and one in England.
Those eligible to participate were adult men detained on remand in either the Scottish study site or
the England study site who had been in prison for 3 months or less and had an Alcohol Use Disorders
Identification Test (AUDIT) screening score of 8 or more. The original recruitment target was 180
participants, 90 at each study site.

The target was reached at the England study site; however, restricted access to the prison estates due
to COVID-19 meant we were unable to recruit any further participants at the Scottish study site. As

a result, we recruited 132 participants (90 in England and 42 in Scotland), who were randomised. In
England, 46 participants were randomised to the intervention and 44 to care as usual. For participants
in Scotland, 22 were randomised to the intervention and 20 to care as usual. Allocation was conducted
at the level of the participants, randomised to the active or control intervention using stratified block
randomisation by site, via sealed envelopes, based on a predetermined random number allocation
carried out by the study Trials Unit.

The APPRAISE intervention focused on enhancing self-efficacy and comprised four steps: Step 1
comprised a 1 x 40-minute face-to-face session in which the nine elements were delivered by an
interventionist in the prison setting. Steps 2, 3 and 4 were 20-minute booster sessions to be delivered
by phone, on or as close as possible to days 3, 7 and 21 post liberation. Interventions were delivered by
Change Grow Live practitioners who had received prior training in intervention delivery. Care as usual
across both sites comprised an alcohol assessment and referral onto further alcohol support options if
requested. Due to COVID-19 restrictions, access to both study sites for the research assistants (RAs)
and research team was halted, resulting in liberation data not being accessible. There was limited
capacity of the interventionists to follow up on liberation data of those in the intervention group or
deliver post-liberation intervention.

Data were collected at TPO before randomisation (baseline), TP1 (6 months) and TP2 (12 months).
Follow-up assessments were attempted where participants had been (a) not liberated, (b) liberated and
in the community or (c) liberated and then re-incarcerated, and were conducted by phone; hard copies
of the follow-up questionnaire were sent by post with an accompanying letter to be completed and
returned to the study team via a pre-paid envelope, or via hard copy in prison. As a result, modifications
were made to the follow-up method to also include contact via text message, WhatsApp, Facebook and
an electronic Qualtrics link to the survey sent by phone or e-mail. The case report forms (CRFs) were
adapted to facilitate self-completion.
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The primary outcome was alcohol consumed in the 28 days prior to TP2 (12-month follow-up), assessed
using the extended AUDIT-C. The following secondary outcome measures were used across the three
time points: Warwick-Edinburgh Mental Well-being Scale (WEMWABS); Drinking Refusal Self-efficacy
Questionnaire - revised (DRSEQ-R); Negative Alcohol Expectancy Questionnaire (NAEQ); EuroQol-5
Dimensions, five-level version; Readiness to Change Ruler; Economic Form 90.

Results

Of 182 men on remand approached across two study sites, 132 were randomised (90 in England; 42 in
Scotland) with 46 randomised to intervention and 44 to care as usual in England, and 22 randomised to
intervention and 20 to care as usual in Scotland.

A total of 53 in-prison interventions were delivered. One day-3 post-liberation intervention was
delivered, no day-7 post-liberation intervention was delivered and one day-21 post-liberation
intervention was delivered. At 12 months out of all 132 randomised, 18 were followed up, 53 (40%)
were not liberated, 47 (36%) were uncontactable and 14 (11%) had been released but could not be
located. Data completeness was 96% at baseline and 8% at 12 months.

Mindful of the very small sample sizes and that as such caution should be applied, provisional indications
suggest that self-efficacy may be a determinant of alcohol consumption and further exploration of
interventions targeting self-efficacy should be considered. We were able to develop a micro-costing
methodology protocol and collect provisional scoping of routine data sources to support future cost-
effectiveness analyses. We were unable to access both PNC and NHS data for participants in either
study prison.

Phase Il process evaluation and survey

In Phase Il, the aim of the process evaluation was threefold: first, to assess how the intervention was
implemented, second, to undertake some preliminary exploration of change mechanisms underpinning
the intervention, and third, to assess the acceptability and context within which the intervention was
delivered through interviews with study participants and key stakeholders involved in supporting the
trial. A survey of prisons in Scotland and England was conducted to ascertain what alcohol services were
available for men on remand in prisons and how COVID-19 had affected these services.

Study records and semistructured interviews provided the data for the process evaluation. Purposive
sampling was used for interviews. Due to COVID-19, the target of 40 interviews was not attainable.
Thematic analyses using a NPT lens to support thematic identification. All interviews were digitally
recorded and transcribed verbatim ahead of analysis.

High levels of practitioner behaviour change skills were identified from the Behaviour Change
Counselling Index (BECCI) scores of the four intervention delivery sessions recorded at the Scotland
site. Differences in median dose delivered between study sites were noted. CGL intervention training
evaluation was positive. From the data available evidence of contamination was limited.

Fifteen semistructured interviews were conducted with three participant groups [remand participants,
Change Grow Live (CGL) team and wider stakeholders] from across the two study sites. The themes
generated suggested a strong acceptability of the intervention with investment in time, capacity and
space identified to support implementation, as well as the buy-in from all stakeholders, development of
trust and relationships as key facilitators to supporting behaviour change.

From 59 prisons in Scotland and England, successful e-mails were sent to 55 prison governors.
Seventeen (31%) were completed. The findings confirmed that the COVID-19 pandemic had
undoubtedly impacted upon alcohol and wider prison services available to men on remand.
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Strengths of the study

e The APPRAISE study is, to the best of our knowledge, the first pilot trial of an alcohol-focused self-
efficacy-enhancing intervention for men on remand.

e The study provides significant insight into the feasibility and acceptability of pilot trials for this
particular population.

e The ethical approval process for the prison setting across devolved countries provided useful insights
into how to navigate the submission and approvals process across a range of ethics committees.

e The study provided good evidence of the feasibility of recruitment, training interventionists and
subsequent in-prison delivery of the APPRAISE intervention to 73% of men on remand, randomised
to the intervention, within a highly complex prison setting.

e The economic findings provide valuable insights, as we believe this to be the first of its kind for this
type of intervention in this setting.

e Useful insight was gained regarding the access to PNC and NHS Service Use Data.

e The process evaluation provided insights into the perspectives of the remand participants,
the intervention delivery team and wider stakeholders on the acceptability and feasibility of
intervention implementation.

e Our patient and public involvement (PPI) colleague, a co-applicant on the study, provided unique
insights and guidance throughout the study.

Limitations of the study

e Protracted multiple ethical approvals across devolved countries and processes meant a significant
delay in recruitment commencing, particularly for the Scotland site.

e We were unable to deliver the post-liberation elements of the intervention.

e The onset of the COVID-19 pandemic resulted in prison restrictions and no access to the prison site,
meaning we were unable to identify if participants had been released or not at 6 months, with no
access at the England site at 12 months and very limited access at the Scotland site at 12 months.

e Although the COVID-19 pandemic was undoubtedly a factor in the low percentage followed up, only
13% (18/132) of those who received the intervention were followed up at 12 months.

e Changes to the study protocol to include self-completion of follow-up data may have made it difficult
for participants to complete the survey, resulting in larger proportions of missing data as compared to
RA survey completion at baseline, where missing data were minimal.

e We did not include probation services in the trial, which on reflection would have strengthened our
post-liberation follow-up process.

Recommendations regarding a definitive randomised trial
From the study progression criteria for a full RCT, we have identified the following recommendations:

1. Buy-in for a research trial of this nature in prison requires significant pre-study trust and
relationship development, buy-in from the prison estate, governor, prison officers, peer mentors
and embedded third-sector services.

2. Recruitment and randomisation of men on remand to a future APPRAISE RCT are possible, with
trust in the research team an important factor.

3. Training team members of existing alcohol services to deliver APPRAISE as per protocol is possible.

4. Delivery of the in-prison APPRAISE intervention is possible and would require appropriate space,
time and team member capacity.

5. Economic evaluation is possible.

6. Post-liberation intervention delivery and follow-up would only be possible if there was a robust
follow-up process identified and in place.

7. Further exploration of the inclusion of and collaboration with the probation service in the service
delivery and implementation of the APPRAISE intervention, and that of voluntary groups and
agencies at local community levels engaged specifically in post-discharge support services, may
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offer higher success rates of post-liberation intervention delivery and a more robust follow-up
process.

8. PPl membership should be strengthened to reflect the complexity of the prison setting and the
range of stakeholders within the criminal justice system.

Conclusion

Addressing alcohol harm in prisons, at what can be considered a ‘teachable moment’, can provide men
with an opportunity for reflection on their risky drinking and their current position.

Many men on remand do not have the opportunity to access mainstream prison health or public health
services. An intervention such as APPRAISE offers an opportunity to provide an extended behavioural-
based alcohol intervention to men on remand. The APPRAISE study has identified that despite the
complexities of ethical approval and the time taken to build relationships and trust, it is possible to
undertake key elements of a future RCT, but not all, namely follow-up. Further focused research needs
to be undertaken to explore, identify and develop a robust process and system to optimise follow-up
post liberation.

The evidence base to meet the needs of men on remand in relation to risky drinking remains weak.
However, there are opportunities to build on the work of APPRAISE to ensure equal access to
interventions that have the potential to positively impact their relationship with and use of alcohol.

Trial registration

This trial is registered as Current Controlled Trials ISRCTN36066.

Funding

This award was funded by the National Institute for Health and Care Research (NIHR) Public Health
Research programme (NIHR award ref. 17/44/11) and is published in full in Public Health Research; Vol.
12, No. 11. See the NIHR Funding and Awards website for further award information.
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Chapter 1 Introduction and background

ections of this chapter have been reproduced from Holloway et al.! This is an Open Access article

distributed in accordance with the terms of the Creative Commons Attribution (CC BY 4.0) licence,
which permits others to distribute, remix, adapt and build upon this work, for commercial use, provided
the original work is properly cited. See: https://creativecommons.org/licenses/by/4.0/. The text below
includes minor additions and formatting changes to the original text.

For individuals in contact with the criminal justice system, the prevalence of at-risk drinking is far
higher than in the general population. There is very little evidence of efficacy or effectiveness of alcohol
interventions in reducing risky drinking amongst those in the criminal justice system and in particular
men on remand in prison. This is compounded by the limited evidence for the optimum timing of
delivery, recommended length, content, implementation and economic benefit of an extended alcohol
intervention in the prison setting. APPRAISE (A two-arm parallel group individually randomised Prison
Pilot study of a male Remand Alcohol Intervention for Self-efficacy Enhancement) will therefore provide
vital evidence to inform a future definitive randomised controlled trial (RCT) of an extended alcohol
intervention for men on remand in prison. The remainder of this chapter provides the background
research and rationale for APPRAISE, presents the study aims and objectives, and concludes by
describing the structure of the remaining chapters of this report.

Prevalence of at-risk drinking in the United Kingdom criminal justice system

Hazardous drinking is defined as a repeated pattern of drinking that increases the risk of psychological
or physical problems,? whereas harmful drinking is defined by the presence of these problems.? Drinking
at hazardous or harmful levels is categorised as risky or at-risk drinking.

The prevalence of at-risk drinking, which includes drinking at levels that harm a person’s health, is far
higher amongst those in contact with the criminal justice system (73%).4? In the UK, between 51%
and 83% of incarcerated people are classified as risky drinkers.'® For those on remand in prison, the
prevalence is between 62% and 68%.8 This compares to 35% in the general population.!! Furthermore,
rates of alcohol dependence among those who are incarcerated (43%) are 10 times higher than for the
general population.®

Interventions

Parts of this section have been reproduced from Newbury-Birch et al.,® This is an Open Access article
distributed in accordance with the terms of the Creative Commons Attribution (CC BY 4.0) licence,
which permits others to distribute, remix, adapt and build upon this work, for commercial use, provided
the original work is properly cited. See: https://creativecommons.org/licenses/by/4.0/. The text below
includes minor additions and formatting changes to the original text.

Alcohol brief interventions (ABIs) are a secondary prevention activity, which is aimed at people who are
drinking in a pattern that is likely to be harmful to health and/or well-being. They have been frequently
shown to be effective in primary health care,'?2 but they are typically delivered by practitioners who are
not addiction specialists, to non-treatment, opportunistic populations.'#

ABIs largely consist of two different approaches: simple structured advice, which after screening raises
awareness through provision of personalised feedback and advice on steps to reduce drinking behaviour
and its adverse consequences; and an extended brief intervention, which generally involves behaviour-
change counselling. Extended brief intervention introduces and evokes change by giving the participant
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INTRODUCTION AND BACKGROUND

the opportunity to explore their alcohol use, as well as their motivations and strategies for change. Both
forms share the common aim of helping people to change drinking behaviour to promote health.'*

There is a wide variation in the duration and frequency of ABls. However, typically they consist of
between one and four sessions and are very short in nature (between 5 and 60 minutes).*> They
generally include personalised feedback on alcohol intake in relation to what the recommended limits
are and discussion of both health and social risks, and may include setting personal targets which

can include psychological and motivational interviewing.*> One example of this is using the FRAMES
(Feedback, Responsibility, Advice, Menus, Empathy, Self-efficacy) approach.*

Due to the established links between risky drinking and crime and the costs to society, in both

health and social care, it is important to find interventions that are effective. It has been shown that
interventions that capitalise on the ‘teachable moment’ are conducive to behaviour change, for example
where individuals consider their alcohol use within the context of their offending behaviour and its
punitive consequences.¢'”

There is robust evidence from systematic reviews and meta-analyses to indicate that short alcohol
interventions are effective in reducing alcohol consumption amongst risky drinkers in healthcare
settings.’®? There is very little evidence of efficacy or effectiveness of alcohol interventions in reducing
risky drinking amongst those in the criminal justice system, including the prison system,?°?! and in
particular remand prisoners. However, there has recently been evidence in the UK that alcohol (and
drug) interventions can have an effect in reducing recidivism.?? Furthermore, short alcohol interventions
have been shown to reduce recidivism in the probation setting.” Nevertheless, there is limited evidence
for the optimum timing of delivery, recommended length, content, implementation and economic
benefit of an extended alcohol intervention in the prison setting. Likewise, there are weaknesses within
the current evidence base with regard to the theoretical underpinnings of such interventions. This risks
an intervention with a weak theoretical base and poorly specified ‘active’ ingredients, and which is less
likely to deliver the desired outcomes.

Current evidence of alcohol interventions for those in the criminal justice system

A recent systematic review of the efficacy of psychosocial alcohol interventions for incarcerated people
found that interventions in the prison setting have the potential to positively impact their relationship
with and use of alcohol;?* however, because of small numbers and the use of different outcome
measures it was not possible to conduct a meta-analysis or generalise findings. Notably, none of the
studies focused on men on remand, as compared with other subgroups within prisons. Remand refers
to those who are either unconvicted or convicted and unsentenced, held in custody awaiting trial and/
or sentencing.

Rationale for APPRAISE

In 2021, 16% of the prison population in England and Wales, and 19% in Scotland, were remand
prisoners.?®?* This equated to around 12,750 in England and Wales and 1700 in Scotland. Approximately
25% of individuals will not receive a custodial sentence.?® People spend on average 10 weeks in custody
while on remand.?¢ During this time, many do not have the opportunity to access mainstream prison
health or public health services.?”

It has been shown that there is a complex interplay between individual and contextual factors and
risky drinking behaviours and alcohol-related crime.?® Addressing alcohol harm in prisons, at what

can be considered a ‘teachable moment’, where there is an opportunity for people to reflect on their
risky drinking and their current position, could potentially reduce the risk of re-offending and costs to
society, and help to address health inequalities.?” While there is an inevitable uncertainty in estimating
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the costs of alcohol-related crime and disorder, most estimates suggest they represent a considerable
economic burden.

A recent Cabinet Office estimate reported that alcohol-related crime in England cost society

£21.5 billion.?® However, this estimate is outdated and there are concerns regarding the assumptions
and methodological judgements used in deriving this estimate.’! Better-quality estimates from four
high-income countries placed the total costs of alcohol at 2.6% of gross domestic product (GDP) in
2007, of which 3.5% was made up of law-enforcement costs.’2% It has been shown that intervening
to reduce alcohol use is cost-effective, generating both long- and short-term savings. Public Health
England (PHE) estimated that every £1 invested in effective alcohol treatment brings a social return
of £5. Evidence estimates that health savings of £4.3 m and crime savings of £100 m per year can
be made as a result of appropriate alcohol interventions.?* It has also been suggested that providing
effective treatment is likely to significantly reduce the costs relating to alcohol as well as increase
individual social welfare.?>

In 2017, the Scottish Parliament Health and Sports Committee held an inquiry into prisoner health

care to consider how health and social care and medicines in prison are accessed and the effectiveness
of health and social care in prison. The Inquiry report set out recommendations for the Scottish
government to prepare a strategic plan to address prison social and health care.®® Furthermore, National
Institute for Health and Care Excellence (NICE) Guidelines [NG57]% for people in prison acknowledge
that adequate healthcare provision for prisoners would reduce pressure on community services later.

Theoretical background

The intervention in this study (the APPRAISE study) builds on previous research which has explored the
theoretical validity of a self-efficacy-enhancing alcohol intervention,®®3 and was originally tested as part
of a pilot cluster RCT in a general hospital setting with evidence of a potential effect.®® In our recently
completed Medical Research Council Public Health Intervention Development (MRC-PHIND) funded
PRISM-A (Alcohol Brief Interventions for Male Remand Prisoners) study, we undertook development
and refinement of this self-efficacy-enhancing alcohol intervention within the prison setting, working
with men on remand to include a synthesis of their views, with reviews of the evidence base and
theoretical underpinnings.*°

This current study worked solely with men on remand. We acknowledge that there are also women
prisoners who have alcohol-use disorders. There is evidence that women face different issues when
imprisoned, and different barriers to services, which are important to note.*4?

The PRISM-A study with men on remand, carried out in two prisons in the UK, showed a high
prevalence of risky drinking [82% scored more than 8 on the Alcohol Use Disorders Test (AUDIT)]. These
numbers are comparable to other findings in the prison system in the UK,4-® but more than three times
as high as in primary care settings.!! In the PRISM-A study, we were able to access, recruit, consent and
identify those who were risky drinkers. We also found high levels of willingness of staff and participants
to engage with the self-efficacy-enhancing intervention we tested for acceptability, and a willingness to
participate in a trial that would involve follow-up at 6 and 12 months. Analysis of 24 in-depth interviews
with male remand participants demonstrated strong substantiation that the intervention could help
men on remand to develop skills and strategies that would be particularly useful on liberation. We also
identified through the interviews a stronger preference amongst the participants for interventions of
longer duration and that such interventions should incorporate a post-liberation component.

This is an under-researched area with large gaps in knowledge. A systematic review of alcohol
interventions for offenders in the criminal justice setting identified a lack of evidence-based intervention
strategies and highlighted the paucity of knowledge in this area, and in particular the lack of UK-based
studies and the absence of rigorous studies focusing on men on remand.®2!
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Given the limited evidence on the effectiveness of psychosocial alcohol interventions for men on
remand, we aimed to address this gap by carrying out a two-armed individually randomised pilot study
to assess the feasibility and acceptability of a self-efficacy-enhancing intervention that had been
developed during the PRISM-A study.*® The results from this study will enable us to undertake a future
definitive RCT evaluating its effectiveness and cost-effectiveness.

The study aligns to the MRC framework,* using mixed methods with two linked phases conducted in
two sites in the UK: Scotland and England.

Phase | involves a two-arm, parallel-group, individually randomised pilot study. The pilot evaluation
provides data on feasibility and an assessment of the likely impact of the APPRAISE intervention to
inform the feasibility of a future definitive multicentre RCT.

Phase Il comprises a process evaluation. We have drawn on the MRC framework for process evaluation
to guide the planning, design and proposed conduct of the process evaluation.* The aim of the process
evaluation is threefold: first, to assess how the intervention was implemented, second, to undertake
some preliminary exploration of change mechanisms underpinning the intervention and third, to assess
the context within which the intervention is delivered.

An additional element was added to the study, as part of the study extension, during and in response
to the COVID-19 pandemic. Following approval from National Institute for Health and Care Research
(NIHR), we carried out a survey of prisons in Scotland, England and Wales to ascertain what alcohol
services are available in male remand prisons and how coronavirus disease discovered in 2019
(COVID-19) has affected these services.

Study aims and objectives

APPRAISE comprised a two-arm, parallel-group, individually randomised, pilot study of a self-efficacy-
enhancing psychosocial alcohol intervention for men on remand in prison. It aimed to provide the
evidence to support the design of a future definitive multicentre RCT for which new funding would be
sought. APPRAISE had the following objectives and questions.

Objective 1: to pilot the study measures and evaluation methods to assess the feasibility of conducting a
future definitive multicentre, pragmatic, parallel-group RCT.

e Is it feasible to conduct a future multicentre RCT of a self-efficacy-enhancing psychosocial alcohol
intervention for men on remand?

e Can we obtain reasonable estimates of the parameters necessary to inform the design and sample
size calculation for a future definitive multicentre RCT? This includes standard deviations of potential
continuous primary outcomes and estimates of recruitment, retention and follow-up rates.

e How well do participants complete the questionnaires necessary for a future definitive RCT?

e Can we collect economic data needed for a future definitive RCT?

e Can we access recidivism data from the Police National Computer (PNC) databases for
trial participants?

e Can we access health data from routine NHS data sources for trial participants?

Objective 2: to assess intervention fidelity.

2a. What proportion of the interventions are delivered as per protocol?

2b. Is there any evidence of contamination between the two conditions and/or between those workers
delivering the intervention.

2c. To what extent was the intervention changing process variables consistent with the underpinning
theory?
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Objective 3: to qualitatively explore the feasibility and acceptability of a self-efficacy-enhancing
psychosocial alcohol intervention and study measures to staff and for men on remand and on liberation.

3a. How acceptable are the trial and intervention procedures (including context and any barriers and
facilitators) to the following key stakeholders: men on remand in prison and on liberation; prison
staff (including healthcare staff); commissioners; policy-makers and third-sector partners?

Objective 4: to assess whether operational progression criteria for conducting a future definitive
RCT are met across trial arms and study sites and, if so, develop a protocol for a future definitive trial.
Operational progression criteria are based on previous research results.”

4a. Do the two prisons invited to the study agree to take part?

4b. Based on knowledge from previous data, do at least 90 eligible participants consent to take part
and be randomised across the trial arms?

4c. Do at least 70% of participants who consent to the trial receive the intervention?

4d. Are at least 60% of those who received the intervention followed up at 12 months across trial arms
and study sites?

Obijective 5: to carry out a survey to ascertain what alcohol services are available in male remand prisons
and how COVID-19 has affected services.

Structure of the report

The report comprises nine chapters, providing details of the background to the study, the rationale for
the study, and an account of the research design, methods and findings. Reporting of public patient
involvement (PPI) involvement and on equality diversity and inclusion is included. The report concludes
by answering whether the study met its aims and objectives, learning from the study, strengths and
limitations, while reflecting on the impact of COVID-19 and details of the recommendations for a future
definitive trial.

This first chapter has provided the background research and rationale for the study and presented

the study aims and objectives. Chapter 2 details the development of the intervention, presents the
various elements of the intervention and theoretical underpinnings, and aligns itself to the Template for
Intervention Description and Replication (TIDieR) framework.**> delivery mechanisms as well as the logic
model. Intervention training is also described. Chapter 3 reports the pilot trial methods including the
management of the study, governance as well as ethics and research clearance. Chapter 4 presents the
pilot trial findings, addressing Objectives 1 and 4. Chapter 5 reports the qualitative process evaluation
methods. Chapter 6 presents the qualitative process evaluation findings, addressing Objectives 2 and 3.
Chapter 7 details the results of the collection and access of economic data and recidivism data for trial
participants, addressing Objective 1. Chapter 8 presents the APPRAISE COVID-19 survey methods and
results. This was an additional piece of work we agreed with NIHR to carry out during COVID-19 and as
part of the study extension period. Chapter 9 presents the discussion, PPl overview, strengths and
limitations, recommendations for future RCT and conclusion. The aim of PPl was to provide meaningful
engagement with stakeholders who had direct experience of the prison system, ranging from those
who have experience of incarceration to those who run third-sector organisations supporting people on
release from prison. Our PPI co-applicant was present to contribute in all PMG meetings. The Guidance
for Reporting Instrument of Patients and the Public - short form (GRIPP2) form*¢ identifies the PPI
study engagement (see Appendix 1). Finally, recommendations for a future definitive trial are presented.
Due to COVID-19, we faced unavoidable modifications to the APPRAISE study. These are reported
across chapters at the relevant points. To support completeness of reporting these unavoidable and
important modifications to the trial due to COVID-19 (extenuating circumstances), we also completed
the CONSERVE checklist? (see Appendix 2).
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Chapter 2 Intervention development

ections of this chapter have been reproduced from Holloway et al.! This is an Open Access article

distributed in accordance with the terms of the Creative Commons Attribution (CC BY 4.0) licence,
which permits others to distribute, remix, adapt and build upon this work, for commercial use, provided
the original work is properly cited. See: https://creativecommons.org/licenses/by/4.0/. The text below
includes minor additions and formatting changes to the original text.

This chapter reports on the origins of the APPRAISE intervention and its theoretical underpinnings, and
provides a detailed description of the study intervention itself and the nature of the training for those
delivering it. For completeness of the APPRAISE intervention reporting and replicability, the TIDieR
checklist is used to support the structure of the chapter (see Appendix 3).4>

Origins and development of the APPRAISE intervention

The APPRAISE intervention is an extended self-efficacy-enhancing alcohol intervention developed for
men on remand with self-reported drinking that is harmful or hazardous. The APPRAISE intervention is
based on previous ABI research focusing on self-efficacy as an appropriate basis for a single-session ABI
intervention to enhance drinking refusal self-efficacy in a general hospital population.3®??

From this original work, additional intervention modification was undertaken as part of the PRISM-A
study on the basis of our learning from interviews with men on remand (n = 24).4° The aim of these
interviews was to explore the acceptability of a self-efficacy-enhancing ABI,*° including listening to
feedback regarding the nine elements of the intervention: (1) preliminary discussion, (2) acquiring

and providing information, (3) self-monitoring, (4) increasing awareness, (5) situation appraisal and
appropriate coping strategies, (6) goal-setting, (7) relapse, (8) self-evaluation/self-reinforcement and (9)
culmination.3740

The nine intervention elements of the single-session delivery were found to be acceptable to men

on remand who were interviewed as part of the PRISM-A study. Feedback regarding frequency and
intensity of contact identified a preference for more than one session, with a desire for additional
sessions being delivered in the community following liberation. The participants reported that this
would provide the opportunity to put the skills gained as a result of the single-session intervention into
practice, once liberated, in real-world situations in which alcohol is widely available to them.

This evidence subsequently informed the development and refinement of the single-session ABI to an
extended four-session ABI, incorporating a single session to be delivered in the prison setting with the
remaining three additional booster sessions to be delivered following liberation.

APPRAISE intervention: theory, elements and logic model

The APPRAISE intervention is based on Social Cognitive Theory and designed to increase self-efficacy
and other self-regulatory skills to reduce alcohol consumption. Figure 1 illustrates this process in

the APPRAISE logic model. According to the theory, self-efficacy is a central determinant of health
behaviour change.*” Primary sources of self-efficacy that can be targeted through interventions are
mastery experience, verbal persuasion, vicarious experience and physiological state.?”4%4” All these
sources of self-efficacy were addressed in the intervention (see Table 1 for all elements of the APPRAISE
intervention). Mastery experiences should become more likely due to intervention elements addressing
feedback, goal-setting, planning for release, including plans for coping responses, and self-monitoring

of the intervention. Verbal persuasion was delivered by the interventionist, as were ways to achieve a
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FIGURE 1 APPRAISE logic model.

calmer physiological state during high-risk situations. The intervention was designed to also increase
outcome expectations by delivering arguments and elaborations and seeking social support. The
intervention aimed to develop better self-regulation skills, thus enabling individuals to address their
alcohol consumption behaviour. Liberation then offered participants the opportunity to implement
and act on the targeted behaviours learned in the intervention in their ‘real life’ social context. The aim
was for participants to have the ability to develop and build upon these skills and self-belief through
success and mastery, with their efforts leading to the adoption and maintenance of reduced alcohol
consumption. Reducing alcohol consumption can provide a sense of achievement and success, which
should further increase self-efficacy.®

The six proposed mechanisms of change in the logic model are: self-efficacy, outcome expectations,
goals, plans, social support and high-risk situations.

1. Self-efficacy will be measured using: (i) an item on the Readiness to Change Ruler: ‘How confident
are you that you could reduce (or stop) drinking when you are released?’ and separately (ii) the

Drinking Refusal Self-efficacy Questionnaire.

2. Alcohol expectancy will be measured using the Negative Alcohol Expectancy Questionnaire.

3. Goals will be measured using an item on the Readiness to Change Ruler: ‘How much do you want to
reduce (or stop) drinking when you are released?’

4. Plans will be measured using: (i) an item on the Readiness to Change Ruler: ‘How ready are you
to reduce (or stop) drinking when you are released?’ and (ii) ‘| have made a detailed plan regarding

when, where and how to reduce my drinking’.

5. Social support will be measured using the following items: (i) ‘The people who are important to me
support me in reducing my drinking’ and (ii) ‘l have someone | can talk to about reducing my drink-
ing’ in the Readiness to Change Ruler.

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/KNWT4781 Public Health Research 2024 Vol. 12 No. 11

TABLE 1 APPRAISE elements

Opening strategies

Element 1: preliminary discussion Introduction to APPRAISE study
Introduction to APPRAISE
Consent, confidentiality, engagement rules, trust

Element 2: acquiring and providing Feedback on AUDIT score
information

Establish perception of impact of alcohol on health and life

Standard units of alcohol

Recommended drinking levels

Alcohol-related health problems

Legal drink/drive limit

Tips on reducing consumption

Where to obtain information/support (prison and liberation)
Element 3: self-monitoring Diary card - when, where, who, type of drink, why
Element 4: increasing awareness Balance sheet - pros and cons of drinking

Physiological sensations identified

Alternative appraisal of somatic sensations identified

Strategies to reduce

Element 5: situation appraisal and High-risk situations and antecedents of over-drinking identified
appropriate coping strategies

Alternative coping strategies identified

Coping strategies verbalised by participant

Praise provided

Strategies developed further through co-production

Strategies modelled by interventionist

Participant verbalises strategies and visualises them

Plan for exposure to low-risk situations and avoidance of high-risk situations

General control strategies: reduction in rate of drinking, sipping, drinking
low-alcohol drinks and alternating between soft or low-alcohol drinks and
higher-alcohol drinks

Element 6: goal-setting Setting realistic sub-goals (short-term)
Facilitating success and increasing motivation
Element 7: relapse What happens if you relapse
What caused the relapse?
How do | understand relapse?

Element 8: self-evaluation and Using my alcohol diary as a means of self-evaluation and self-reinforcement
self-reinforcement

Self-congratulations and rewarding my success
What do | attribute my success to?

Element 9: culmination Reflections and conclusions. Plans and goals reiterated and confirmed
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6. Barriers and high-risk situations will be measured using the following items: (i) ‘l know in which
situations it will be difficult for me to reduce my drinking’ and separately (ii) the question ‘to what
extent do you consider this to be a high-risk situation for you?' in the Drinking Refusal Self-efficacy
Questionnaire.

APPRAISE intervention materials
The APPRAISE intervention consisted of three documents:

1.  APPRAISE Intervention Tool [V3_200ctober] (see Appendix 4)
2. Intervention Tool Postcard (Unit card) [V2_25Sept19] (see Appendix 5) and
3. Follow-up Manual [V1_25 Sept19] (see Appendix 6).

These documents together supported the delivery of the behaviour-change methods, linked directly to
the determinants/mechanisms of change that focused on the targeted behaviour, in order to achieve the
desired outcomes.

Document 1: the APPRAISE Intervention Tool was an eight-page, double-sided A5 booklet containing
all nine Intervention Elements (Table 1: APPRAISE elements) and was the material used for the first
intervention session.

Document 2: the Intervention Tool Postcard (Unit card) was postcard-sized and provided brief informa-
tion about recommended drinking levels and units that was given to individuals to take away with
them during Element 2 of the first intervention session.

Document 3: the Follow-up Manual was a six-page double-sided A5 booklet for use during all three
post-liberation follow-up intervention sessions (Day 3, Day 7 and Day 21). The manual contained
Element 1 as a way of re-establishing dialogue following on from the first intervention session,
followed by Elements 5-9 of the APPRAISE intervention.

APPRAISE intervention procedures

The APPRAISE intervention was delivered in a safe, non-judgemental environment where engagement
rules and trust were affirmed. This was with the aim of enabling and supporting the intervention
activities. The APPRAISE Intervention Tool booklet contained ‘Things to remember’ - notes for the
interventionist to support the delivery of the intervention elements. This reminded the interventionist
of the key areas within each element to be emphasised during intervention delivery. It also provided

a mechanism of supporting intervention fidelity in relation to delivery of the intervention changing
process variables consistent with the underpinning theory.

While the APPRAISE intervention has specific core elements, the intervention itself was person-centred
in that it became individualised during the course of the participant-interventionist conversation and
subsequent intervention delivery.

The starting point for this approach was assessing participants’ readiness to change by way

of completion of the Readiness to Change Ruler.®® The scoring then provided information and
understanding as to where the participant was in relation to their readiness to change. Similarly high-risk
drinking situations were identified during Element 1 to provide further information that would build
upon all the elements moving forward. This initial discussion was key to ensuring the interventionist was
able to understand, recognise and respond effectively in relation to gauging how participants perceived
their drinking and their motivation to change and how they used alcohol in their lives. Discussing
answers to both the Readiness to Change Ruler and high-risk situations supported the delivery of an
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individual realistic starting point for both participant and interventionist. Depending on the results of
these elements, each element could then be individualised to participants’ particular needs.

The participants AUDIT score, obtained following screening, was shared with them during Element 2
to feedback and provide information on recommended drinking levels, units and the impact alcohol
may have been having on themselves, others and their life on the whole. Giving the Intervention Tool
Postcard (Unit card) to the participant provided an easy-to-carry postcard-size information resource
which could be studied following intervention sessions and post liberation.

In addition, the booklet had a perforated page that was removed at the end of Element 8 and was given
to and kept by the individual receiving the intervention. The page was a takeaway ‘personal planner’
with reinforcement triggers of the key behaviour-change methods and mechanisms.

APPRAISE intervention training

Intervention training was provided at both study sites to members of the Change Grow Live (CGL) team
who were supporting the delivery and which included those practitioners who would be delivering the
APPRAISE intervention itself.

The aims of the training for interventionists were to:

e have an awareness and understanding of the APPRAISE intervention

e understand AUDIT Scores and what they mean

e have an awareness of the Readiness to Change Ruler and Risky Situation Assessments and why we
use them

e be confident working with the APPRAISE booklet; and

e be able to deliver the APPRAISE intervention.

The training material '(APPRAISE training plan1_VG) (see Appendix 7) for the APPRAISE intervention
provides interventionists with:

e awritten brief on the theoretical underpinnings of the intervention

e paper copies of the three APPRAISE intervention documents

e paper copy of the APPRAISE elements

e online narrated review of the three APPRAISE intervention documents
e intervention delivery video

e paper copy of the AUDIT instrument; and

e opportunity to engage in intervention delivery role-play exercises.

On completion of the training, a six-question Likert scale survey (see Appendix 8) as a form of evaluation
of the training undertaken was self-completed by interventionists and CGL team members from both
study sites (see Intervention implementation).

APPRAISE intervention delivery mode and location

Following completion of baseline assessments and randomisation, those allocated to the intervention
arm were invited to attend their first of three intervention sessions. This was delivered face to face

by the identified interventionist at each study site. It was delivered in a quiet room either on the
residential wing, a landing or in one of the CGL designated rooms and was delivered at both sites by CGL
interventionists. Four members of the CGL team from the England study site and two members from the
Scotland study site attended the intervention delivery training.
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At the beginning of data collection, both study sites had allocated two interventionists. Due to resource
capacity and sick leave during the data-collection period, Scotland had one interventionist and England
had two interventionists able to deliver the interventions.

We asked the three interventionists for details of their education and previous training experience. This
request was made during COVID-19 when we were only able to communicate via e-mail. While there
was a willingness to provide the information, due to the incapacity of interventionists to find the time
we were unable to obtain that information.

The APPRAISE intervention comprises nine elements (Table 2) to be delivered in four steps: Step 1
comprises a 1 x 40-minute face-to-face session in which the nine elements are covered and delivered
by a trained practitioner from CGL in the prison setting. Steps 2, 3 and 4 are 20-minute sessions
conducted by phone, on or close to day 3, 7 and 21 post liberation. The post-liberation sessions include
elements 1 (preliminary discussion), 5 (situation appraisal), 6 (goal-setting), 7 (relapse), 8 (self-evaluation/
self-reinforcement) and 9 (culmination). Table 3 provides details of the intervention sessions, duration,
intensity and dose.

TABLE 2 APPRAISE intervention element descriptions

Element Description

Element 1: preliminary Participants re-introduced to study and APPRAISE, made aware of the purpose of

discussion the engagement, emphasising confidentiality, consent and trust. Mirrored aspects
of ‘Opening strategies’*® Readiness to Change Ruler completed and list of high-risk
drinking situations identified on a scale of 0-5.

Element 2: acquiring and Focus on participants reported level of alcohol consumption as per screening AUDIT

providing information score and their perception of the impact of alcohol on their health and life. Six key
pieces of information provided: Standard units of alcohol; Recommended drinking
levels; Alcohol-related health problems; Legal drink/drive limit; Tips on reducing
consumption; Where to obtain information/support. Intervention Tool Postcard (Unit
Card) given to keep.

Element 3: self-monitoring Participant introduced to the idea of keeping a diary post liberation: they are guided
through how they would complete the diary with the support of the interventionist.
They are informed that the diary will encourage them to reflect and record when,
where and with whom, if anyone, they have consumed alcohol, why and what type of
drink to enable self-monitoring on liberation, acting as a source of self-evaluation and
record of progress.*?

Element 4: increasing Pros and cons of drinking recorded on a balance sheet of drinking. Physiological

awareness drinking sensations experienced discussed with strategies to identify and reduce with
alternative appraisal of somatic sensations identified, for example alternative stress-
relieving strategies, such as relaxation techniques rather than alcoholic drink.

Element 5: situation appraisal High-risk situations and antecedents of over-drinking identified and alternative
and appropriate coping coping strategies considered. Situations are identified in order that appropriate coping
strategies and response strategies are practised prior to the situation next occurring. Coping

strategies verbalised by participant, praise provided and strategies developed further
and modelled by interventionist. Participants talk through the strategy and visualise
themselves carrying it out (covert modelling). The better ingrained and more automated
the response is, the higher one’s self-efficacy and the lower the probability of relapse.*°
Avoidance of high-risk situations may be necessary in the first instance (although can
be unrealistic) until mastery with low-risk situations is achieved (progressive mastery).
Core set of general control strategies also discussed: reduction in rate of drinking,
sipping drinks, low-alcohol-content drinks and alternating between soft or low-alcohol
and higher-alcohol drinks.

Element 6: goal-setting Realistic sub-goals set, short-term so that unachievable goals initially avoided. Setting
proximate goals in relation to self-efficacy development can facilitate success promptly
with increase in motivation towards accession to distal goals. This approach likened to
a stepladder approach of focusing on the few rungs in front of you. For example, goal
may be to reduce quantity of alcohol consumption on certain days of the week.
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TABLE 2 APPRAISE intervention element descriptions (continued)

Element Description

Element 7: relapse Likelihood of relapse discussed and importance of identifying the events that resulted
in the relapse, not attributing relapse to stable causes, such as ability or uncontrollable
causes as this can result in lowering of self-efficacy and expectation of future success.
Attribution to relapse discussed and focus on appraisal due to unstable causes and not
to a personal failure/ability. Majority of relapses occur as a result of emotional distress,
social pressure and interpersonal conflicts, therefore appropriate relapse strategies are
discussed and practised.

Element 8: self-evaluation and Reward for success through affective self-reaction, for example, self-congratulations.
self-reinforcement The alcohol diary is a means of self-evaluation and self-reinforcement, success is
attributed to their ability and skill, resulting in feelings of pride.

Reflection of preceding discussion, conclusions drawn, praise given on progress and
decisions made. Plans and goals reiterated and confirmed. Agreement regarding mobile
phone follow-up on liberation.

Element 9: culmination

TABLE 3 Outline of APPRAISE intervention - sessions, duration, intensity, dose

Enhancing Delivery mode and Number of sessions

Element Elements of intervention self-efficacy location and location

1 Preliminary discussion Verbal persuasion Face-to-face (P) 1(P)

Mobile phone (L) 3(L)
2 Acquiring and providing information Verbal persuasion Face-to-face (P) 1(P)
3 Self-monitoring Verbal persuasion Face-to-face (P) 1(P)
4 Increasing awareness Physiological state Face-to-face (P) 1(P)
5 Situation appraisal and appropriate Vicarious experience  Face-to-face (P) 1(P)

coping strategies? Mobile phone (L) 3(L)

6 Goal-setting? Verbal persuasion Face-to-face (P) 1(P)
Mobile phone (L) 3(L)

7 Relapse? Performance Face-to-face (P) 1(P)
attainment Mobile phone (L) 3(L)

8 Self-evaluation/self-reinforcement? Performance Face-to-face (P) 1(P)
attainment Mobile phone (L) 3(L)

9 Culmination Performance Face-to-face (P) 1(P)
attainment Mobile phone (L) 3(L)

P, prison; L, liberation.
a Elements 5-8 highly rated by participants in the intervention and feasibility study (PRISM-A) form key focus of
intervention delivery by mobile phone on liberation.

APPRAISE post-liberation intervention modifications due to coronavirus disease
discovered in 2019

The outbreak of the COVID-19 pandemic had a significant impact on the project. Due to COVID-
19 restrictions, access to both study sites for the RAs and research team was halted. It became
clear quite quickly that the impact of the pandemic resulted in there being limited or no capacity
for the interventionists to follow up on liberation data of those in the intervention group or deliver
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post-liberation intervention. Prison staff were also unable to provide us with liberation data, as their
focus was rightly on the COVID-19 response in prisons. Similarly, RAs were unable to go into the prisons
and access liberation data.

Modifications on timing of the post-liberation intervention delivery were made in an attempt to

provide flexibility, if there was an opportunity to deliver the post-release interventions. This meant that
post-release intervention sessions could still be attempted where possible with the originally intended
interval between them maintained to the extent possible (4 days between sessions 2 and 3, and 14 days
between sessions 3 and 4).
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Chapter 3 Pilot trial methods

ections of this chapter have been reproduced from Holloway et al.,* This is an Open Access article

distributed in accordance with the terms of the Creative Commons Attribution (CC BY 4.0) licence,
which permits others to distribute, remix, adapt and build upon this work, for commercial use, provided
the original work is properly cited. See: https://creativecommons.org/licenses/by/4.0/. The text below
includes minor additions and formatting changes to the original text.

APPRAISE was a two-arm, parallel-group, individually randomised pilot study of a self-efficacy-
enhancing psychosocial alcohol intervention for men on remand in prison.! It was intended to provide
the evidence to support the design of a future definitive multicentre RCT, for which new funding would
be sought.

The study aligned to the MRC framework,* using mixed methods with two linked phases.

e Phase | involved a two-arm, parallel-group, individually randomised pilot study. The pilot evaluation
provides data to inform the feasibility of a future definitive multicentre RCT.

e Phase Il comprised an embedded process evaluation. The MRC framework for process evaluation
guided the planning, design and proposed conduct of the process evaluation.**

This chapter presents the methods of the Phase | pilot trial with the pilot trial findings presented in
Chapter 4, and relates to research Objectives 1 and 4 in our protocol. Objectives 2 and 3 are discussed in
later chapters.

The primary research objectives of the Phase | pilot study were:

Objective 1: to pilot the study measures and evaluation methods to assess the feasibility of conducting a
future definitive multicentre, pragmatic, parallel-group RCT.

1la. Is it feasible to conduct a future multicentre RCT of a self-efficacy-enhancing psychosocial alcohol
intervention for men on remand?

1b. Can we obtain reasonable estimates of the parameters necessary to inform the design and sample
size calculation for a future definitive multicentre RCT? This includes standard deviations of poten-
tial continuous primary outcomes and estimates of recruitment, retention and follow-up rates.

1c. How well do participants complete the questionnaires necessary for a future definitive RCT?

1d. Can we collect economic data needed for a future definitive RCT?

le. Can we access recidivism data from the PNC databases for trial participants?

1f. Can we access health data from routine NHS data sources for trial participants?

Objective 4: to assess whether operational progression criteria for conducting a future definitive
RCT are met across trial arms and study sites and, if so, develop a protocol for a future definitive trial.
Operational progression criteria are based on previous research results.”

4a. Do the two prisons invited to the study agree to take part?

4b. Based on knowledge from previous data, do at least 90 eligible participants consent to take part
and be randomised across the trial arms?

4c. Do at least 70% of participants who consent to the trial receive the intervention?

4d. Do at least 60% of those who received the intervention get followed up at 12 months across trial
arms and study sites?
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Setting and site selection

The study occurred in two study sites hosting men on remand within the prison estate of the Scottish
Prison Service (SPS) and His Majesty’s Prison and Probation Service (HMPPS), one in Scotland and one
in England respectively.

The complexity of the prison estate cannot be overestimated. Our learning from previous work had
highlighted how essential it was to engage with our colleagues within the prison system with regard to
the study. Prison governors and associated personnel at both prison sites were involved in discussions
regarding the study while we were developing the initial funding application. We had built good
operational knowledge as well as relationships with key personnel over the course of securing funding.

The prison governor at each site was the primary gatekeeper and contact for the study team. This
proved vital in previous prison research work and again for this study. In the months leading up to data
collection commencing, while waiting for ethics approval, we had several meetings with the governors at
both study sites and also with appointed research study contacts for day-to-day operations. Visits were
made to both prison sites to share details of the study with prison officers, health professionals and

CGL over several months. The strong relationships formed were essential to our understanding of the
complexities of the prison estates and the day-to-day work carried out there, providing insight into how
we could undertake the research study with minimal disruption to the estate operations.

Eligibility criteria
Men detained on remand had to meet the following criteria:

e Inclusion criteria
o detained in either the SPS Scottish study site or His Majesty’s Prison Service (HMPS) North East
England study site
have been in the prison setting for 3 months or less
aged 18 years and over
informed consent given
> 8 on the AUDIT screening tool>!
e Exclusion criteria
o previously recruited to the study
o unable to give informed consent or deemed incompetent/unable to make an informed decision
regarding consent
identified as a risk to self and/or others by prison staff
judged to be under the influence of an illicit substance by prison or research staff
currently taking Antabuse
on a segregative rule under the prison rules
not able to understand the documents, which are in the English language, or agree to the research
assistant (RA) working with them to understand them.
Prison and/or research staff were responsible for making a subjective judgement as to whether or not a
remand person was under the influence of an illicit substance and whether the level of intoxication was
likely to have an influence on risk or capacity to understand/consent.

O 0O 0 o

O 0O 0 o o

Participant selection and recruitment
The prison staff were key to facilitating the selection and recruitment of study participants at both

sites. At the England study site, peer induction workers were also key to this process. The RAs spent
time developing good working relationships with prison staff and peer induction workers on the wing.
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Information regarding males on remand entering the estate was made available to the RA with the
selection and recruitment process across both study sites, as outlined in Table 4.

Consent

The RA at each site reviewed the Participant Information Sheet (PIS) with men on remand who met the
eligibility criteria, provided a written and verbal description of the study, answered any questions or
queries and then invited them to consider participating. The RA obtained informed consent from those
willing to participate. Those who did not wish to participate at this point were thanked for their time and

received no further interaction with regard to participating in the study.

We were aware that freedom of consent can easily be undermined for prisoners and those in the
criminal justice system, which means these individuals may be more vulnerable to exploitation or
abuse by researchers: learning disabilities, illiteracy and language barriers are prevalent within these
populations. The prevalence of these characteristics alongside the power differential between
researcher and potential participant meant that particular care was needed to ensure that valid, freely
given and fully informed consent was achieved. For the purposes of this research, we considered valid

TABLE 4 Participant selection and recruitment at each study site

Scotland England

Men on remand were given PIS by reception staff as part of

their admittance.

Review new arrival list sheet daily.
Highlight initial eligibility of potential participants (< 3
months, high risk, Rule 952).

Arrive on wing with list and checked with prison officers
any on the list eligible who may be at high risk/excluded/
Rule 95. Prison officers would also identify to RA anyone
who had expressed an interest to them about participating
in the study. RA informed prison officer whom they wished
to approach.

If approval given, cell number identified and potential
participant approached via door hatch. If they agreed to
speak with RA, prison officer would open pad door and
escort potential participant and RA to the interview room.

Interview room on landing with window. RA would sit on
seat nearest the door and potential participant on the
other side of the table. RA reaffirmed study information,
confirms exclusion and inclusion criteria and consents as
appropriate. Following completion prison officer would
escort participant back to the cell. If potential participant

Men on remand were held on the Induction wing. During
the first 3 weeks, men on remand who were eligible were
given PIS by the RA where possible. Thereafter, the RA
was able to join the daily Induction session and provide
the PIS and talk about the research with all new men on
remand.

Drug and Alcohol Recovery Team (DART) provided list of
new arrivals daily. RA reviewed the list.

Highlighted initial eligibility of potential participants (< 3
months, high risk).

Arrive on wing with list and checked with prison officers
any on the list eligible who may be at high risk/excluded.
Prison officers and Peer Induction would also identify to
RA anyone who has expressed an interest to them about
participating in the study. RA informed prison officer
whom they wished to approach.

If approval given, cell number identified and potential
participant approached via door hatch. If they agreed to
speak with RA, prison officer would open pad door and
escort potential participant and RA to the interview room.

Interview room glass room in middle of wing. RA
reaffirmed study information, confirms exclusion and
inclusion criteria and consents as appropriate. Following
completion prison officer would escort participant back to
the cell. If potential participant did not wish to participate,
prison officer would escort them back to the cell.

did not wish to participate, prison officer would escort them
back to the cell.

a Rule 95 - the Governor may order in writing that a prisoner must be removed from association with other prisoners,
either generally or to prevent participation in a prescribed activity or activities.*?
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consent as underpinned by adequate information being provided to the potential study participants and
that they had the capacity to decide for themselves. A capable person would:

e understand the purpose and nature of the research

e understand what the research involves, its benefits (or lack of benefits), risks and burdens
e understand the alternatives to taking part

e be able to retain the information long enough to make an effective decision

e be able to make a free choice; and

e be capable of making this particular decision at the time it needs to be made.

Participants were asked to consent to their data being used for the present study as well as consenting
to long-term follow-up (beyond this study) and for appropriate linkage to be conducted.

Stopping rule/discontinuation/withdrawal criteria

Participants were reminded during the trial that they were free to withdraw at any time without

having to give a reason and without it affecting their care in the prison setting or on liberation. Where
a participant wished to withdraw, we honoured their wish. We also made attempts to ascertain and
document the reason for withdrawal, recording this within the case report form (CRF). Participants
who requested withdrawal from the study intervention were asked if they would be willing to remain in
the study for the purposes of follow-up data collection. Data provided at the point of withdrawal were
retained and used in the study analysis, where the patient consented to this.

Potential reasons for participants being withdrawn from the study were: participant withdrawal of
consent; RA discretion in the best interest of the participant to withdraw; the RA was informed by
Prison, NHS or service staff that it was in the best interests of the participant to withdraw; an adverse
event required discontinuation of participation in the trial; or termination of the trial by the sponsor.

Sample size

The aim was to recruit at least 180 participants in total comprising 90 participants per study arm
across the two study sites. From prison data obtained from correspondence with SPS and the Ministry
of Justice (MoJ), we had estimated that approximately 50% of participants would be liberated while
the rest would remain incarcerated, leaving 45 participants per study arm (90 in total) across the two
study sites.

The target sample size

1.  would enable us to calculate two-sided 95% confidence intervals around proportions recruited,
liberated, and dropping out in each study arm with half-widths of < 0.15

2. exceeds the 30 per group recommendation of Lancaster et al.,>® and the 35 participants per group
recommendation of Teare et al.,> for estimating key unknown design parameters, for example
standard deviation with sufficient precision when the primary outcome is continuous; and

3. would ensure that within each study arm within each site we were satisfying the minimum 12 per
group rule of thumb of Julious for pilot trials.>>

Participant screening

The AUDIT tool*! is considered the ‘gold standard’ alcohol screening instrument and was developed
by the World Health Organization (WHO). It is a 10-item screening tool designed to assess alcohol
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consumption, drinking behaviours and alcohol-related harms. The score is the total sum derived from
the 10 questions. Scores range from O to 40. A score of 8-15 indicates hazardous/increasing-risk
alcohol use, 16-19 indicates harmful/high-risk alcohol use and 20-40 indicates likely dependence.
The AUDIT has been used previously in the criminal justice system,” and was found to be feasible and
acceptable with men on remand in the PRISM-A study.*°

After obtaining informed consent, the RAs screened all study participants using the AUDIT. Those with
a score of = 8 were considered eligible for the study. Those scoring < 8 on AUDIT were thanked for their
time and took no further part in the study. Those with an AUDIT score of 2 8 completed the baseline
assessment and measures and were then randomised.

Randomisation and blinding

The randomisation process was supported by the Edinburgh Clinical Trials Unit (ECTU). Due to the
restriction of the use of electronic equipment and no access to mobile phones by the research team and
RAs while in the prison setting, we were unable to use a randomisation system, such as an interactive
voice response telephone system or one accessed over the web. Allocation was conducted at the level
of the participants, randomised to the active or control intervention using stratified block randomisation
by site, via opaque sealed envelopes, based on a predetermined random number allocation carried out
by the ECTU. Allocation was conducted by researchers opening the next sequential sealed opaque
envelope after consent had been provided and the baseline assessment completed. Therefore, RAs were
blind to group allocation at baseline.

The RAs were not involved in the delivery of the active and control interventions but were aware of
study allocation of participants as the trial progressed. Allocation concealment was used whereby
neither the person delivering the interventions nor the participant was aware of the study allocation
until they were irrevocably entered into the trial. Both the trial statistician (RP) and health economists
(AS, JB) were blind to group allocation prior to the final analysis and only had details of study
participants by study number.

The trial statistician and health economists were only to be unblinded if requested to do so by the Data
Monitoring and Ethics Committee Project Steering Group (DMEC), due to safety concerns. This was not
necessary during the study and unblinding took place at the final analysis stage.

Self-report primary outcome measure

The proposed primary outcome measure for a future definitive study was total alcohol consumed (in
units) in a 28-day period. This can be ascertained using the 28-day timeline followback questionnaire
(TLFB-28).# Three other variables can be derived from the data: per cent days abstinent, drinks per
drinking day (secondary outcome measures) and total number of days where alcoholic drinks are
consumed. The TLFB-28 was to be conducted by the RA at time points (TP) 1 and 2.

Self-report secondary outcome measures

Secondary outcomes measures were to be completed at TPO (baseline), TP1 (6 months) and TP2
(12 months).

Alcohol use frequency, quantity (on a typical occasion) and binge drinking were assessed using the
AUDIT.?* In order to assess the utility of using Average Drinks per Day derived from the AUDIT at
12 months as a primary outcome measure we planned to randomise the order of presentation of
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TLFB-28 and AUDIT and conduct a levels-of-agreement analysis, using TLFB-28 as a gold standard,
to explore whether AUDIT is an acceptable proxy for TLFB-28. The order of presentation of TLFB
and AUDIT was to be randomised in advance by a secure remote randomisation service. (See section
‘Follow-up plans post-COVID 19’ for changes to the use of AUDIT and TLFB-28 at TP1 and TP2.)

The following study measures were to be used across the three time points.

Warwick-Edinburgh Mental Well-being Scale

Warwick-Edinburgh Mental Well-being Scale> comprises 14 items with five response categories,
ranging from ‘None of the time’ to ‘All of the time’. The items are all worded positively and cover both
feeling and functioning aspects of mental well-being. Iltems are scored on a range from 1 to 5, providing
a total score between 14 and 70.

Drinking Refusal Self-efficacy Questionnaire - revised

This revised version of the DRSEQ?>” assesses a person’s belief in his/her ability to resist alcohol. There
are 19 items, each scored on a five-point Likert scale. Responses range from 1 (I am very sure | could
NOT resist) to 6 (I am very sure | could resist), providing a total score between 19 and 114. A lower score
indicates less self-efficacy.

Three subscales can also be calculated: Social Pressure (SP) (score range 5-30), Emotional Relief (ER)
(score range 7-42) and Opportunistic (OP) (score range 7-42).

Negative Alcohol Expectancy Questionnaire

The NAEQ?® assesses the extent to which people expect negative consequences to occur if they drink.
There are 60 items in the questionnaire. Responses are measured on a five-point Likert scale ranging
from 1, which is ‘highly unlikely’, to 5, which is ‘highly likely’, providing a total score between 60 and 300.
A lower score indicates more negative expectancies.

The items, themselves, are grouped onto three dimensions (same-day, next-day and continued-drinking
expectations). The next-day and continued-drinking dimensions are combined to form the distal
expectancy subscale (score range 39-195) and the same-day, the proximal subscale (score range
21-105).

EuroQol-5 Dimensions, five-level version

The EQ-5D-5L% comprises two parts. The first is a visual analogue scale and the second is a descriptive
system. There are five dimensions within the descriptive system: mobility, self-care, usual activities,
pain/discomfort, anxiety/depression. Each has five levels: no problems, slight problems, moderate
problems, severe problems, and extreme problems. Participants convey their health state by identifying
the most appropriate statement in each of the five dimensions. Each dimension score is combined to
describe health state. An X is used for the visual analogue score to identify the health of the participant
on that particular day.

Readiness to Change Ruler

The Readiness to Change Ruler is used to assess a person’s readiness to change their alcohol use.!°
There are six readiness to change rulers on the assessment form. Each ruler represents a linear scale
from 1 to 10, and the participant marks on the ruler their current position in the change process.

The Readiness to Change Ruler was completed immediately prior to and immediately following
the initial intervention session. This was carried out by the interventionist as part of the initial
intervention delivery.

Economic Form 90

We adapted the terminology of the Economic Form 90¢° (the Economic Form 90 was originally designed
for American context) (see Chapter 7, Methods) to produce a service user questionnaire to determine
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social costs including in the domains of health and social care use, criminal justice involvement,
unemployment, and welfare (see Appendix 9).

Baseline data collection and assessment of outcomes

Baseline data (TPO) collection was conducted prior to randomisation to prevent observer or respondent
bias to questions asked or answered at baseline by knowledge of the randomisation group, with
follow-up data collected at TP1 (6 months) and TP2 (12 months).

The baseline assessment data were collected via researcher-led completion of hard-copy questionnaires
embedded within the Baseline CRF (TPO). Due to restrictions on the use of electronic equipment in the
prison estate, we were unable to use electronic devices to record study data on site. The RA was able to
answer any questions and offered clarification as needed. The baseline assessment took approximately
35 to 60 minutes. Participants also completed the Participant Locator Form (see Appendix 10). The
Locator Form was used to collect information from participants about a range of methods, modes and
formats of contacting them at follow-up if they were liberated. Immediately after, participants were
randomised, informed of their allocation,®* and thanked for their time.

The baseline CRF recorded demographic data on age, known court dates, ethnicity, postcode [Scottish
Index of Multiple Deprivation (SIMD)], relationship status, and educational achievement. In addition,
baseline data on proposed secondary outcome measures were recorded via the Readiness to Change
Ruler,* the EQ-5D-5L,*° the Warwick-Edinburgh Mental Well-being Scale,*® the Drinking Refusal
Self-efficacy Questionnaire - revised,’” the Negative Alcohol Expectancy Questionnaire,*® and a revised
version of the Economic Form 90,° which recorded data relating to hospital and or A/E visits, general
practitioner (GP) registration and visits, engagement with Community Psychiatric Nurse, engagement
with any addiction services, emergency ambulance use, engagement with social worker, current living
arrangements, ever been homeless, employment status, number of arrests and number of court visits.

Control condition (care as usual)
The control condition (care as usual) consisted of similar components at both study sites.

England control condition

All men held on remand are screened by a reception nurse on reception. If a substance misuse need
is identified in the screening, they are referred to the Drug and Alcohol Recovery Team (DART) and
the team then sees them the following day to complete the triage and comprehensive assessment.
Those men who decline the offer of the DART service are then revisited to be given harm-reduction
information and a point of contact if they need to self-refer further into their sentence. Posters are
displayed around all of the establishment and anyone or any service can refer an individual to DART.

They refer to the relevant community substance misuse treatment service for an individual’s release and
ensure the service user understands when and where their appointment is. They also offer additional
support through the gate with their Reconnect Navigators, who will support those individuals who are
more complex and struggle to engage to their first appointment.

Scotland control condition

For those service users who expressed that they are looking for alcohol support, the support is person-
centred and based on the person’s needs. Following assessment, individuals would agree a recovery

plan with their worker, the recovery coordinator, and support Scotland Mental Well-Being Scalemay be
alcohol awareness, harm reduction, motivational support and relapse prevention. The frequency of this
would be dependent on the individuals’ needs and would not be time-limited. People with alcohol issues
could be referred to the relevant region’s alcohol service for counselling support if they wanted this. If
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the individual was returning to the region where the prison was, they would be offered through-care
support from a recovery support service. This would include practical support as well as substance
misuse support to help them reintegrate back into the community.

Intervention condition

Following completion of baseline assessments and randomisation, those allocated to the intervention
arm were invited to attend their first of three intervention sessions. This was delivered face to face by the
identified interventionist at each study site. The APPRAISE intervention was delivered at both sites by CGL.

The in-prison and post-liberation elements of the APPRAISE intervention are described in full detail in
Chapter 2.

Follow-up data collection

We worked with our PPI co-applicant and former community justice mentor, who mentored men

in prison and on liberation, to advise on the strategies to maximise retention and follow-up. These
strategies were based on her own experiences of following up her mentees on liberation and were also
strategies used by CGL community justice workers. Each study participant provided their preferred
method of follow-up by completing the Locator Form at baseline.

Follow-up assessments were to be attempted at 6 months (TP1) and 12 months (TP2) post-
randomisation where the participant had been (a) not liberated, (b) liberated and in the community, or (c)
liberated and then re-incarcerated. An 8-week window was in place for the follow-up to be completed
for both of the time points. If a participant was not contacted at 6 months they were still approached
again at 12 months. Follow-up was to be conducted by the RA at each study site. However, due to
changes in personnel at both study sites during the study, all follow-ups for both study sites were not
conducted by the RA who undertook recruitment and baseline measurements. Feedback from all RAs
noted that participants responded to follow-up more positively when it was the RA they knew and
remembered from recruitment and baseline. There was a sense of trust that had been built which was
less evident when the new RAs were undertaking the follow-ups.

Follow-up plans pre-coronavirus disease discovered in 2019
Participants were initially followed up using one of the following methods, determined by the
information they provided at baseline interview as part of the Locator Form completion:

e by phone call (at varying times and days of the week)

¢ via hard copies of the follow-up questionnaire sent by post with an accompanying letter to be
completed and returned to the study team via a pre-paid envelope; two reminders were sent; or

e via hard copy in prison for completion with the RA.

Follow-up plans post-coronavirus disease discovered in 2019

As a result of the impact of COVID-19 on the planned follow-up strategy, modifications were made to
the follow-up method, procedures, data collection format, measures, and CRFs. These were discussed by
the project management group (PMG) and then at the Trial Steering Committee (TSC). Ethical approval
for these amendments was sought and gained.

Additional follow-up approaches were added: text message, WhatsApp, Facebook and an electronic

Qualtrics link to the survey sent by phone or e-mail. Follow-ups were to be conducted over the phone
by the RA. Where study participants were identified as being incarcerated at follow-up, we would
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attempt to make appropriate arrangements with the relevant prison to establish if it was possible to visit
and undertake the follow-up assessment. Due to the duration of the COVID-19 pandemic, access to the
England study site was still not possible and for the Scotland site, although access had started to return,
it was restricted and was only possible in a few instances, by which time the study had concluded.

Participants who had given permission to use social media were also sought on Facebook and
one attempt to contact them was carried out (we were limited to one attempt as per ethics
committee stipulation).

COVID-19 restrictions meant that we were unable to undertake face-to-face interviews. We therefore
developed alternative formats of CRFs for participants to complete at 6- and 12-month follow-ups. Our
amendment allowed us to send electronic copies via Qualtrics link to participants (if they had consented
to us contacting them in this way) and would allow for self-completion using hard copies. We simplified
the CRFs to accommodate this and removed the TLFB-28, which required in-person administration. We
therefore replaced the AUDIT and TLFB-28 with the extended-item AUDIT-C questionnaire. Previous
studies have shown AUDIT-C and the TLFB-28 demonstrating excellent levels of agreement on alcohol
consumption.* An overall total score of > 5 is deemed as AUDIT-C positive, and indicates increasing or
higher-risk drinking.6?

The NAEQ includes three sub-sections. The final sub-section was removed as it was considered as
having potential to cause distress when self-completed. This was discussed at length by the PMG and
with particular input from our PPI co-applicant. The layout of the Health Econ Form was also simplified
to support self-completion.

Statistical methods/analysis plan

The progress of participants through the APPRAISE pilot trial is presented in accordance with
CONSORT (Consolidated Standards of Reporting Trials) guidelines*® to allow descriptions of key
parameters required for a future RCT: eligibility rates, consent, adherence, retention at follow-up and
data completeness of outcome measures.

Overall statistical principles

Analyses were based on a modified intention-to-treat (ITT) population unless otherwise stated. The
modified ITT population included all participants who were randomised into the APPRAISE study, if they
had provided valid non-missing data for each outcome at the relevant time points. Participants were
analysed according to the trial arm they were randomised to, irrespective of the treatment they received,
continuing study eligibility, or compliance post randomisation. Participants who discontinued with the
intervention, withdrew, or were non-compliant with the protocol were included in the ITT population,
provided that valid outcome data were recorded for them.

It was assumed that any missing data were missing-completely-at-random (MCAR). Although a multiple
imputation analysis was specified in the protocol paper, this approach is only valid when the proportion
of missing data lies between 5% and 40%.¢3 Very high amounts of missing data at follow-up meant that
no multiple imputation was performed and all missing data were left as missing.

Lancaster et al.>® recommend that the analysis of a pilot study should be mainly descriptive and focus

on confidence intervals. Therefore, the analyses focused on calculating descriptive statistics and two-
sided 95% confidence intervals rather than on hypothesis tests or p-values in general. Outliers were
identified by viewing boxplots and/or histograms of the outcome variables of interest and were queried
at the data-checking stage where an error had been suspected. All analyses included outliers as standard
unless otherwise stated.
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Primary outcome measure

The primary outcome was to be collected at TPO, TP1 and TP2. The primary outcome for the pilot

study was alcohol consumed in the 28 days prior to TP2, assessed using the extendedAlcohol Use
Disorders Identification Test - Consumption (AUDIT-C). This was calculated using questions 1 and

2 of the AUDIT-C, which address frequency and quantity of alcohol consumed.¢*¢> Responses to
question 1 were recoded; Never = O, Monthly or less = 0.25, 2-4 times per month = 0.75, 2-3 times

per week 2.5, 4-5 times per week = 4.5, 6 or more times per week = 7. Question 2 was recoded; 1-2
drinks =1.5,3-4=3.5,5-6=5.5,7-9=8,10-12 =11, 12-14 = 13 and more than 14 = 16. The weekly
consumption was derived by multiplying the recoded values for question 1 and question 2 together and
then multiplying the product by 4 to derive 28-day consumption.

The original AUDIT-C measure is known for right censoring quantity of consumption and as a
consequence being less responsive to change in heavy drinkers. Extending the AUDIT-C response
categories we aimed to have a trade-off between minimal completion burden and granular data. We
initially tested our assumptions about categorisation of consumption in data sets that contained the
extended AUDIT-C and TLFB and found minimal benefit of allocating a daily consumption value over 16
units per drinking day, something that has been further confirmed in other studies using the extended
AUDIT-C to assess weekly consumption.®¢

Secondary outcome measures

The secondary outcome measures are the Readiness to Change Ruler,° the EQ-5D-5L,* the Warwick-
Edinburgh Mental Well-being Scale,®” the Drinking Refusal Self-efficacy Questionnaire - revised,””

the Negative Alcohol Expectancy Questionnaire,*® and a revised version of the Economic Form 90.¢°
Measurements were recorded at baseline (TPO) using a combination of self-completion and researcher-
led completion of a hard-copy questionnaire. These measures were to be collected again at 6 months
(TP1) and 12 months (TP2) post randomisation where participants were (a) not liberated, (b) liberated
and in the community or (c) liberated but back in prison.

Recruitment, adherence and follow-up retention analyses

Trial management data, the Intervention Delivery Logs, and follow-up questionnaires were used to
assess recruitment, eligibility, adherence, and retention at follow-up. For recruitment and eligibility,
the following trial management data (recorded from the initiation of the trial until full recruitment is
reached) were considered by each study site where possible:

e number entering on remand

e number given information sheet

e number approached

e number consented

e number randomised and

e number followed up at each time point.

These numbers were used to calculate appropriate proportions, which are reported for the entire study
and by site. Exact 95% confidence intervals were calculated for key overall proportions relating to
recruitment, adherence and retention.

Descriptive summaries
Descriptive statistics were calculated for the following variables:

e baseline characteristics

e numbers receiving the in-prison and post-liberation intervention
e duration of the in-prison intervention sessions

e reasons why the in-prison intervention was not delivered

e numbers followed-up
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reasons for being unable to follow-up

information on data completeness at baseline and follow-up time points
the primary outcome (28-day alcohol consumption)

secondary outcomes.

In general, categorical variables were presented as counts and percentages. Discrete and continuous
variables were presented using the mean, median, standard deviation (SD), minimum, maximum, and
number of responses, split by randomisation group for the entire study and by study site.

A side-by-side boxplot was produced to show the age distribution of participants randomised to each site.

Primary outcome analyses
Means and 95% confidence intervals were calculated for 28-day alcohol consumption in each
randomised group and site.

For the primary analysis, the mean difference in alcohol consumption at 12 months post randomisation
(TP2) between the two randomisation groups was calculated (with 95% confidence intervals), both overall
and stratified by site. Linear regression was used, adjusting for baseline alcohol consumption (TPO).

The mean difference was calculated assuming that any missing outcome data were missing-at-random
(MAR) and only patients with AUDIT-C data collected at TPO and TP2 were included (i.e. we performed
a complete-cases analysis).

Secondary outcome analyses
The psychometric measurements were treated as secondary outcomes, and descriptive statistics were
calculated based on these, stratified by site and randomised group.

Table 5 contains information on the number and type of measurements for each psychometric tool.

Information on the derivation of the psychometric outcome measures is provided below, along with
details of how missing individual item scores were accounted for in the calculation of total scores.

1. AUDIT-C: the primary outcome is alcohol consumed in the 28 days prior to TP2, assessed using
the extended AUDIT-C. This is calculated using questions 1 and 2 of the AUDIT-C, which address
frequency and quantity of alcohol consumed. Responses to question 1 were recoded; Never = 0,
Monthly or less = 0.25, 2-4 times per month = 0.75, 2-3 times per week = 2.5, 4-5 times per
week = 4.5, 6 or more times per week = 7. Question 2 was recoded; 1-2 drinks = 1.5, 3-4 = 3.5,

TABLE 5 Overview of the psychometric outcome measurements recorded in the baseline and follow-up questionnaires

Tool Abbreviation Number and type of measurements

Alcohol Use Disorders Identification Test AUDIT-C 1 score (0-12) treated as discrete and categorical

for consumption

Readiness to Change Ruler - 6 scores (1-10) treated as discrete

EQ-5D-5L - 5 categorical variables and 1 score (0-100) treated as
discrete

Warwick-Edinburgh Mental Well-being Scale WEMWABS 1 score (14-70) treated as discrete

Drinking Refusal Self-efficacy DRSEQ-R 1 score (19-114) treated as discrete

Questionnaire - revised

Negative Alcohol Expectancy Questionnaire NAEQ 2 separate scores (21-105; 18-90) treated as discrete
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5-6=5.5,7-9=8,10-12 =11, 12-14 = 13 and more than 14 = 16. The weekly consumption

was derived by multiplying the recoded values for question 1 and question 2 together and then
multiplying the product by 4 to derive 28-day consumption. The AUDIT-C was also used to
calculate a total score, which was calculated as the sum of the first three questions of the AUDIT
questionnaire. The first question was scored as O (never), 1 (monthly or less), 2 (2-4 times a month),
3 (2-3 times a week), 4 (4-5 times a week, or 6 or more times a week); the second question scored
as0(1to2),1(3to4),2(5t06),3(7to9),4(10to 12, 12 to 14, or more than 14); and the third
question scored as 0 (never), 1 (less than monthly), 2 (monthly), 3 (weekly), 4 (daily or almost daily).
If any participants answered ‘Never’ to AUDIT-C Q1 then their overall score was 0. Otherwise, if
any of the first three questions were missing then the AUDIT-C was also missing.

2. The Readiness to Change Ruler is used to assess a person’s readiness to change their alcohol use.
There are six readiness to change rulers on the assessment form. Each ruler represents a linear scale
from 1 to 10, and the participant marks on the ruler their current position in the change process.
The score for each question was regarded as the integer value closest to the mark made by the
participant on the ruler. No missing-value imputation was performed.

3. EQ-5D-5L consists of five descriptive dimensions (mobility, self-care, usual activities, pain/
discomfort, anxiety/depression) and a question on how the respondent would rate their health.
Each descriptive dimension has a score of 1-5 with levels: no problems (1), slight problems (2),
moderate problems (3), severe problems (4), and unable to or extreme problems (5). The visual
analogue score consists of a scale numbered from O (‘best health you can imagine’) to 100 (‘worst
health you can imagine’). No missing-value imputation was performed.

4. The WEMWABS consists of 14 items with five response categories. Each item was scored on a range
from 1 to 5, and a total score was calculated with a possible range of 14 to 70. A higher WEMWBS
score indicates a higher level of mental well-being. The total score was treated as missing if 50% or
more of the individual items were missing. If fewer than 50% of the items were missing, then each
of the missing individual item scores was imputed using the mean of the remaining non-missing
questions before calculation of the total score.

5. The DRSEQ-R consists of 19 items with five response categories following a Likert scale. Each
item is scored on a range from 1 to 6, providing a total score between 19 and 114. A lower score
indicates less self-efficacy to resist alcohol. The total score was treated as missing if 50% or more
of the questions were missing. If fewer than 50% of the items are missing, then each of the missing
individual item scores was imputed using the mean of the remaining non-missing questions before
calculation of the total score.

6. The NAEQ at baseline consists of 60 items with five response categories following a Likert scale.
Each item is scored on a range from 1 to 5, with 1 indicating ‘highly unlikely’ and 5 indicating ‘highly
likely’. The NAEQ was used to generate two expectancy scores: same day (sum of items 1-21) and
next day (sum of items 22-39).%® Each expectancy score was treated as missing if 50% or more of
the questions were missing. If fewer than 50% of the items were missing, then each of the missing
individual item scores was imputed using the mean of the remaining non-missing questions before
calculation of the expectancy score. A higher score indicates more negative expectancies of drinking
alcohol.

Logic model analyses

An exploratory analysis was performed to explore key behavioural markers (mediators) of change and
how these may influence the effect of the delivered intervention. The six proposed mechanisms of
change were: self-efficacy, outcome expectations, goals, plans, social support and high-risk situations.

In exploratory analysis, Kendall's tau correlation coefficients were calculated to assess the correlation
between each of the mechanisms of change and the primary outcome (AUDIT-C) at 12 months.

Software

Statistical Product and Service Solutions (SPSS) version 27 (IBM Corp. Released 2020. IBM SPSS
Statistics for Windows, Version 27.0. Armonk, NY: IBM Corp) was used to produce the side-by-side
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boxplot of age. RStudio version 1.4.1103 [RStudio Team (2021). RStudio: Integrated Development
Environment for R. RStudio, PBC, Boston, MA. www.rstudio.com/] was used to analyse the screening
and recruitment data and produce the recruitment graph. All other tables and analyses were produced
using statistical analysis system (SAS) software version 9.4 (SAS Institute Inc., Cary, NC, USA).

Ethics approval
Ethics approval for the study was sought and secured from five different organisations:

1. Integrated Research Application System (IRAS) (East of Scotland Research Ethics Service) REC
reference 19/ES/0068, IRAS project ID 261003

2. HMPPS Ministry of Justice, National Research Committee reference 2019240

SPS Research Access and Ethics Committee (RAEC) approval letter dated 13 June 2019

4. the University of Scotland School of Health in Social Science Nursing Studies Research Panel ap-
proval letter dated 26 September 2019

5. NHS R&D in Scotland (R&D No. 2019/0268).

w

The University of Edinburgh acted as trial sponsor (CAHSS 18/2/02). A model non-commercial
agreement (MNCA) was in place for the England study site but not for the Scotland study site following
discussions with Health Research Authority (HRA). The mNCA is strongly recommended as the
agreement between sites for clinical trials/investigations; it is not mandatory for a non-commercial
study. For the Scotland study site it was not considered the appropriate mechanism for agreement and
therefore a site agreement between the Sponsor and the SPS site was drawn up and put in place. The
agreement for this took many months of discussion with stakeholders and was a long protracted process
causing delays to the start of recruitment at the Scotland study site.

Management of the study

Two groups were in place to support the research management of the study. The PMG was convened
and comprised the chief investigator (Cl), co-applicants, our PPl member who was also a co-applicant,
the Project Manager and researchers from both study sites working on the project. Professor Jeremy
Bray chaired the PMG. The frequency of the PMG meetings was determined by the needs of the project.
The PMG's responsibility was to ensure appropriate and timely study implementation. The constitution
and composition of the PMG and TSC were in line with NIHR research governance guidelines.

The TSC was appointed to provide independent assessment of the study progress, adherence to

the protocol, patient safety and well-being of study participants, consideration of new information

of relevance to the progress of the study and support of decision-making on the merits of a future
definitive trial. A subcommittee DMEC was also convened following approval from NIHR-PH as this

was a pilot feasibility study. It was agreed that because the study was a feasibility study rather that a
definitive trial, it was sufficient to have the group as a subcommittee rather than having it sealed off as a
separate entity. The terms of reference (ToR) for the TSC with the ToR for the subcommittee added were
agreed (see Appendix 11).

Research governance

The study was managed and conducted in accordance with the Medical Research Council’s Guidelines
on Good Clinical Practice in Clinical Trials (www.mrc.ac.uk), which included compliance with national
and international regulations on the ethical involvement of patients in clinical research (including the
Declaration of Helsinki). Before the study commenced, all required approvals were obtained and all
conditions of approvals were met. All staff assisting with the study were adequately informed about the
protocol and their trial-related duties.
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The study was conducted at each site in compliance with the study protocol and all protocol
amendments. All forms, reports, and other records were designed to maintain participant confidentiality.
All data were held in a secure environment with participants’ information identified by a unique
participant identification code. All records were kept in a secure storage area in compliance with

the Data Protection Act (2018) and the General Data Protection Regulation (GDPR) 2019 regarding
collection, storage, processing and disclosure of personal information. Trial management support was
provided by the Clinical Trials Unit we were working with.

Changes to the original study protocol

During the course of the study, a number of amendments were made to the study protocol, the majority
as a result of the impact of the COVID-19 pandemic. Several of these changes have been discussed
above, but this section provides a comprehensive catalogue of substantial changes. All proposed
amendments to the study were discussed by the Cl, PMG and TSC. Once agreed, the process involved
discussion with the study sponsor, whose responsibility it was to determine if an amendment was
substantial or not.

Substantial amendments were submitted to the East of Scotland Research Ethics Service Committee by

the Cl, on behalf of the sponsor. Once approval was obtained, changes to the study protocol were then
implemented. (Table 6 provides details of the substantial protocol changes approved and made.)

TABLE 6 Substantial APPRAISE protocol changes

Original aim Changes to protocol

Changes to Our original aim was to recruit As a result of COVID-19, recruitment at HMP Scotland was halted
recruitment 180 participants across two on 13 March and a decision to stop any further recruitment was
prison sites, Scotland (N = 90) and made on 12 June.
England (N = 90). Total consented: 134.

Recruitment began in England Total included: 132 (90 in England, 42 in Scotland).
on 2 December 2019 and was This change was approved on 16 July 2020.
completed on 28 February 2020

(N = 90). Recruitment began in

Scotland on 15 January 2020 and

was halted due to COVID- 19

restrictions on 13 March 2020

(N = 44).
Changes to Our original aim was to deliver Unfortunately, due to COVID-19 restrictions, outstanding inter-
intervention a face-to-face intervention ventions in Scotland (N = 5) were not possible and post-release
delivery session within the prison to all intervention sessions at both sites were halted.

participants in the intervention Post-release intervention sessions had to be halted because we

condition. It was also our aimto  were unable to access release data in the prisons.

deliver 3 x 20-minute telephone  This meant that intervention sessions could not be delivered on
sessions to those who received or as close as possible to days 3 (session 2), 7 (session 3) and 21
the first intervention session and  (session 4) post-release.

were subsequently released from It was agreed that post-release intervention sessions should still
prison. Our aim was to deliver be attempted where possible and that the originally intended
the post-release sessions on or as interval between them should be maintained (4 days between
close as possible to day 3, 7and  sessions 2 and 3, and 14 days between sessions 3 and 4).

21 post release.

Changes to Due to the impact of COVID-19, we extended the possible

6- and follow-up window from 8 weeks to 12 weeks.

12-month This was to allow for both post-release intervention delivery and
follow up timing 6- and 12-month data collection.

This change was approved on 21 September 2020.
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TABLE 6 Substantial APPRAISE protocol changes (continued)

Original aim Changes to protocol

Changes to Due to the impact of COVID-19, face-to-face follow-ups were

6- and no longer appropriate. Therefore, an amendment was sought to
12-month allow hard copies and electronic copies of the survey to be sent to
follow-up participants.

procedures This change was approved on 21 September 2020.

Changes to To allow for the self-completion of questionnaires, a number of

6- and changes were required.

12-month CRFs

These changes were approved on 21 September 2020.

e The timeline followback-28 (TLFB-28) was removed from
the follow-up CRFs. This is because this is not an appropriate
self-completion tool.

e The Negative Alcohol Expectancy Questionnaire includes three
sub-sections. The final sub-section was removed as the project
management group identified it as having the potential to cause
distress.

e The layout of the Service Use Questionnaire was simplified to
support self-completion.

Changes to To explore the unique impact of COVID-19 on the feasibility of
interview this and any future project, additional questions have been added
schedules to our interview guides. The questions will allow us to identify

whether changes to service utilisation and delivery have occurred
as a result of COVID-19 and establish whether there are likely to
be long-term impacts and changes as a result. This will help inform
the feasibility of any future trial.

This change was approved on 4 September 2020.

Inclusion of a We have proposed designing and distributing a short survey to

survey all UK prisons with a male remand population to ask what their
current ABI delivery process is, how this has been impacted by
COVID-19, and whether they would be willing to work with us on
a potential future RCT to explore the efficacy of a self-efficacy-
enhancing psychosocial alcohol intervention. This information
would inform the feasibility of a future RCT.

Changes to We requested a 9-month extension which changed the end date
proposed end from 31 March to 31 December 2020.
date This change was approved on 4 September 2020.
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Chapter 4 Pilot trial results

Data regarding the number of participants consented, recruited and randomised to the study are
presented. In addition, we present data on baseline characteristics and primary and secondary
outcome measures. Information on data completeness across the three time points is provided.
Numbers receiving the intervention and numbers followed up are also shown.

Overall study recruitment

Both study sites agreed to take part with the necessary organisation approvals and ethics approvals
were secured. Recruitment opened at the England site on 2 December 2019 and closed on 28 February
2020, as the required sample size of 90 participants had been met. The Scotland site opened to
recruitment on 15 January 2020 and was halted due to COVID-19 restrictions on 13 March 2020,

with 42 individuals recruited to the study. Following discussions with the site governor and the head of
research at the Scottish Prison Service, HMP Scotland was closed to any further recruitment on 12 June
2020. Differences in start date between study sites were due to difficulties caused by the model non-
commercial agreement (MNCA) requested by the Health Research Authority (see Ethics approval).

Table 7 provides an overview of the screening and recruitment data at the two sites.

Recruitment methods varied between the two sites as the prison profiles, regimes and access were
different. As such, the screening and recruitment data for the two sites are considered in more

detail separately.

England study site recruitment

Table 8 summarises the screening and recruitment data for England by week number. Unlike the
Scotland site, where all individuals on remand were given an information sheet about the trial, not all of
the individuals entering HMP England received an information sheet.

The number of prisoners on remand at the start of recruitment was not provided by the England site.
Reasons why individuals were excluded in England are summarised in Table 9.

Scotland study site recruitment

Table 10 contains information on the number of individuals entering HMP Scotland on remand by week
of recruitment. At the start of recruitment, there were 162 prisoners on remand, and an additional

TABLE 7 Summary of screening and recruitment by site

Entering on remand Given information Number approached Number randomised
(N = 656) sheet (N = 705) (N = 182) (N=132)

England 497 (75.8) 384 (54.5) 134 (73.6) 90 (68.2)

Scotland 159 (24.2) 321 (45.5) 48 (26.4) 42 (31.8)

a The Scotland figure includes 162 prisoners who were on remand when recruitment began.
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TABLE 8 Summary of screening and recruitment at the England site by week

)
Week No. (%) entering on No. (%) giveninfo  No. (%) approached g:d(fr:lised
number Date at start of week remand (N = 497) sheet (N = 384) (N = 134) (N =90)

1 2 December 2019 44 (8.9) 31(8.1) 3(2.2) 3(3.3)

2 9 December 2019 35(7) 23 (6) 3(2.2) 1(1.1)

3 16 December 2019 28 (5.6) 19 (4.9) 10(7.5) 2(2.2)

4 6 January 2020 47 (9.5) 43 (11.2) 19 (14.2) 6(6.7)

5 13 January 2020 45 (9.1) 38(9.9) 15(11.2) 9 (10)

6 20 January 2020 68 (13.7) 59 (15.4) 15(11.2) 8(8.9)

7 27 January 2020 52 (10.5) 36 (9.4) 13(9.7) 9 (10)

8 3 February 2020 44 (8.9) 30(7.8) 16 (11.9) 7(7.8)

9 10 February 2020 62 (12.5) 56 (14.6) 19 (14.2) 15 (16.7)
10 17 February 2020 51(10.3) 30(7.8) 2(1.5) 13 (14.4)
11 24 February 2020 21 (4.2) 19 (4.9) 19 (14.2) 17 (18.9)

No., number; info, information.

TABLE 9 Reasons for exclusions at the England site

Number (%) of individuals (N = 88)

Self-identified non-drinker 10(11.4)
Not in pad (cell) 9(10.2)
Refused 4 (4.5)
Not feeling well 12 (13.6)
Isolation/segregation 2(2.3)
Risk to others 6(6.8)
High risk 8(9.1)
Operational 5(5.7)
Alcohol-dependant 11 (12.5)
Not able to understand the documents 10 (11.4)
Health care 10(11.4)
Already participated 1(1.1)

159 individuals entered the prison on remand during the data-collection period. During recruitment,
195 individuals were excluded, and 86 were not approached due to lack of resources and time.

Table 11 provides information on the number of screened individuals with O, 1, 2, 3 or 4 reasons for
being excluded from the study.

Of those who had at least one reason for being excluded at the Scotland site, there was a total of 210
exclusion reasons, and these have been summarised in Table 12. Of note is the largest exclusion reason,
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TABLE 10 Summary of screening and recruitment at the Scotland site by week

No. (%) entering on remand No. (%) randomised

Week number Date at start of week (N = 159) (N =42)
1 13 January 2020 7 (4.4) 4 (9.5)
2 20 January 2020 23 (14.5) 6(14.3)
3 27 January 2020 16 (10.1) 5(11.9)
4 3 February 2020 22(13.8) 4 (9.5)
5 10 February 2020 13(8.2) 2(4.8)
6 17 February 2020 17 (10.7) 5(11.9)
7 24 February 2020 15(9.4) 5(11.9)
8 2 March 2020 25(15.7) 5(11.9)
9 9 March 2020 21(13.2) 6(14.3)
No., number.

TABLE 11 Information on the number of screened individuals with O, 1, 2, 3 or 4 reasons for
being excluded from the study at the Scotland site

Number of reasons Number (%) of individuals excluded (N = 195)

0 9 (4.6)
1 165 (84.6)
2 19 (9.7)
3 1(0.5)
4 1(0.5)

TABLE 12 Information on the number of exclusion reasons at the Scotland site

Number (%) of exclusion reasons (N = 210)

More than 3 months on remand 74 (35.2)
Operational reasons (hall) 44 (21)
Transferred 5(2.4)
Liberated 49 (23.3)
Unable to give informed consent 1(0.5)
Risk to self 7 (3.3)
Risk to others 4(1.9)
Segregative rule 9 (4.3)
Not able to understand the documents 3(1.4)
Sentenced 5(2.4)
Self-identified non-drinker 3(1.4)
Awaiting extradition 3(1.4)
Audit < 8 2(1)
Already active participant 1(0.5)
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which was being on remand for more than 3 months. Being liberated (n = 49) and operational reasons
(n = 44) were the second and third most prevalent reasons for exclusion respectively.

We had not created a standard proforma of consistent categories for exclusion, which resulted in
different terminology being used for the exclusion criteria at the two study sites. We also noted that
some criteria were much more frequent at one study site compared to the other (there was not much
consistency between sites). Following several discussions by the PMG we agreed, for the purposes of
the pilot trial and to support our understanding of these differences, that for a future trial we would
continue the site-specific reasons and as such the exclusions are reported separately.

Consented and randomised

There were 134 participants who gave informed consent (90 from the England site and 44 from
Scotland). A total number of 132 participants were randomised. Two participants from the Scotland
site who were consented did not proceed to randomisation. One participant was considered to have
lacked capacity and the other scored less than 8 on the AUDIT. Table 13 provides data on the numbers
randomised to the intervention and control arms at each study site.

Randomisation recruitment rates

It was anticipated that recruitment would start on the 1 September 2019 and would last for

4-6 months, with recruitment being quicker in England compared to Scotland. We were predicting this
based on our learning from the PRISM-A study.*® Variations in the speed of recruitment can partially be
explained by access opportunities. Due to the different regimes within the prisons, the amount of time
on the halls was less in Scotland than in England. The regimes also impacted on the amount of time the
researchers were able to be on site. For example, in England the researcher was on site 5 days a week. In
Scotland the researcher was on site 3 days a week.

Table 14 contains information on the number of participants randomised by month and by site, with
Figure 2 providing a graphical overview of the recruitment rate by site and as a total. The planned rate of
recruitment starts from 2 December in Figure 3 to correspond with when the England site was opened
to recruitment.

Baseline characteristics

The demographic characteristics of the randomised participants can be found in Tables 15 and 16. The
average age of the participants was 34 years (median 31, SD 10), the majority of participants were

TABLE 13 Number (%) randomised and allocation

Site

England Scotland Both sites

N N N
Intervention 46 51 22 52 68 52
Control 44 49 20 48 64 48
Total 90 100 42 100 132 100
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TABLE 14 Number of randomised participants by month-year and site

Month year England (N = 90) Scotland (N = 42) Total (N = 132)
December 2019 6(6.7) 0 (0) 6(4.5)
January 2020 32 (35.6) 15(35.7) 47 (35.6)
February 2020 52(57.8) 16 (38.1) 68 (51.5)
March 2020 0(0) 11 (26.2) 11(8.3)

On remand and given information sheet
Enrolment (n=705)

Excluded (n=573)
Not approached (n=523)

Excluded after being approached or refused
participation (n=50)

[ Randomised (n=132)

v

w I

4 N\
Allocated to control (n=64) { Allocation Allocated to intervention (n=68)

« Received any intervention, n=0 e Received in-prison intervention,n=53

o In-prison intervention was not attempted, n=11

o In-prison intervention was attempted but not
delivered (2 prisoners declined, 1 prisoner left, 1
prisoner was transferred) (n=4 in total)

(. J/ g J
[ Follow-up ]
4 1\
Lost to follow-up (n=55) Lost to follow-up (n=59)
e Returned to prison,n=27 o Returned to prison,n=26
o Unable to contact, n=22 e Unable to contact,n=25
e Unable to locate,n=6 eUnable to locate,n=7
* No longer at this address,n=0 [ el J e No longer at this address,n=1
J
L )
[ Analysed (n=9) ] [ Analysed (n=9) ]

FIGURE 2 Consolidated Standards of Reporting Trials 2010 flow diagram.
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FIGURE 3 Recruitment graph of planned recruitment and overall recruitment by study site.

TABLE 15 Frequency table of the categorical baseline characteristics of the randomised participants, stratified by site and
randomised group

Randomisation allocation

Intervention Control
N N
Site
England Total number of prisoners 46 67.6 44 68.8 90 68.2
Ethnicity
White Scottish 0 0.0 0 0.0 0 0.0
White British 45 66.2 38 594 83 62.9
White Irish 0 0.0 2 3.1 2 1.5
White other 0 0.0 1 1.6 1 0.8
Asian British 0 0.0 1 1.6 1 0.8
Mixed race 1 1.5 1 1.6 2 1.5
Other 0 0.0 1 1.6 1 0.8
Relationship status
Single 31 45.6 33 51.6 64 48.5
In a relationship (same sex or opposite) 14 20.6 8 12.5 22 16.7
Married/civil partnership 1 1.5 2 3.1 3 2.3
Divorced 0 0.0 1 1.6 1 0.8
Highest educational achievement
University degree 1 1.5 0 0.0 1 0.8
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TABLE 15 Frequency table of the categorical baseline characteristics of the randomised participants, stratified by site
and randomised group (continued)

Randomisation allocation

Intervention Control Overall
% N N
College degree 0 0.0 0 0.0 0 0.0
A-level/highers/advanced highers 1 1.5 0 0.0 1 0.8
GCSEs/standard grades/National Certificate 14 20.6 18 28.1 32 24.2
Recognised trade apprenticeship 10 14.7 8 12.5 18 13.6
No formal qualifications 20 294 18 28.1 38 28.8
Scotland Total number of prisoners 22 324 20 31.3 42 31.8
Ethnicity
White Scottish 17 25.0 16 25.0 33 25.0
White British 2 29 4 6.3 6 4.5
White Irish 0 0.0 0 0.0 0 0.0
White other 1 1.5 0 0.0 1 0.8
Asian British 0 0.0 0 0.0 0 0.0
Mixed race 0 0.0 0 0.0 0 0.0
Other 2 2.9 0 0.0 2 1.5

Relationship status

Single 13 19.1 10 15.6 23 17.4
In a relationship (same sex or opposite) 8 11.8 8 12.5 16 12.1
Married/civil partnership 1 1.5 2 3.1 3 2.3
Divorced 0 0.0 0 0.0 0 0.0

Highest educational achievement

University degree 2 2.9 1 1.6 3 2.3
College degree 2 2.9 2 3.1 4 3.0
A-level/highers/advanced highers 0 0.0 0 0.0 0 0.0
GCSEs/standard grades/National Certificate 10 14.7 9 14.1 19 14.4
Recognised trade apprenticeship 3 44 4 6.3 7 5.3
No formal qualifications 5 7.4 4 6.3 9 6.8
Both sites Total number of prisoners 68 100.0 64 100.0 132 100.0

Ethnicity
White Scottish 17 25.0 16 25.0 33 25.0
White British 47 69.1 42 65.6 89 67.4
White Irish 0 0.0 2 3.1 2 1.5
White other 1 1.5 1 1.6 2 1.5
Asian British 0 0.0 1 1.6 1 0.8
continued
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TABLE 15 Frequency table of the categorical baseline characteristics of the randomised participants, stratified by site
and randomised group (continued)

Randomisation allocation

Intervention Control Overall

N N N
Mixed race 1 1.5 1 1.6 2 1.5
Other 2 2.9 1 1.6 3 2.3

Relationship status

Single 44 64.7 43 67.2 87 65.9
In a relationship (same sex or opposite) 22 324 16 25.0 38 28.8
Married/civil partnership 2 2.9 4 6.3 6 4.5
Divorced 0] 0.0 1 1.6 1 0.8

Highest educational achievement

University degree 3 4.4 1 1.6 4 3.0
College degree 2 2.9 2 3.1 4 3.0
A-level/highers/advanced highers 1 1.5 0 0.0 1 0.8
GCSEs/standard grades/National Certificate 24 35.3 27 422 51 38.6
Recognised trade apprenticeship 13 19.1 12 18.8 25 18.9
No formal qualifications 25 36.8 22 344 47 35.6

TABLE 16 Summary statistics of baseline characteristics of the randomised participants, stratified by site and
randomised group

N Mean SD Median Min Max

Age Site Randomisation allocation
England Intervention 46 31.0 7.7 30.0 19.0 62.0
Control 44 344 126 300 19.0 86.0
Overall 90 32.7 105 30.0 19.0 86.0

Scotland Randomisation allocation

Intervention 22 37.3 10.1 37.5 23.0 60.0
Control 20 344 93 33.0 220 55.0
Overall 42 359 97 345 220 60.0

Both sites Randomisation allocation

Intervention 68 331 89 31.0 190 62.0

Control 64 344 116 31.0 190 86.0

Overall 132 33.7 103 310 19.0 86.0
Alcohol consumption: number Site Randomisation allocation

of drinks consumed in
previous 28 days according to
AUDIT-C
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TABLE 16 Summary statistics of baseline characteristics of the randomised participants, stratified by site and randomised
group (continued)

N Mean SD Median Min Max

England Intervention 46 755 66.4 33.0 8.0 1980
Control 44 1021 723 1100 105 1980
Overall 90 88.5 70.2 80.0 8.0 1980

Scotland Randomisation allocation

Intervention 22 113.8 784 104.5 11.0 198.0
Control 20 98.0 784 81.0 55 1980
Overall 42 106.3 77.9 99.0 55 198.0

Both sites Randomisation allocation

Intervention 68 87.9 722 715 8.0 198.0
Control 64 100.8 73.6 110.0 55 198.0
Overall 132 942 729 80.0 55 198.0
AUDIT-C total score Site Randomisation allocation
England Intervention 46 87 21 9.0 3.0 12.0
Control 44 94 20 9.0 4.0 12.0
Overall 90 90 21 9.0 3.0 12.0

Scotland Randomisation allocation

Intervention 22 9.7 23 9.5 5.0 12.0
Control 20 93 24 9.0 5.0 12.0
Overall 42 9.5 23 9.0 5.0 12.0

Both sites Randomisation allocation

Intervention 68 90 22 9.0 3.0 12.0
Control 64 94 22 9.0 4.0 12.0
Overall 132 92 22 9.0 3.0 12.0
Readiness to Change Ruler: Site Randomisation allocation
how much do you really want
to stop (or cut down) drinking
at the present time?
England Intervention 46 72 35 9.0 1.0 10.0
Control 44 73 32 9.0 1.0 10.0
Overall 90 72 34 9.0 1.0 10.0
Scotland Randomisation allocation 22 78 28 9.0 1.0 10.0
Intervention
Control 20 76 3.0 9.5 1.0 10.0
Overall 42 7.7 29 9.0 1.0 10.0

Both sites  Randomisation allocation

Intervention 68 74 33 9.0 1.0 10.0

continued
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TABLE 16 Summary statistics of baseline characteristics of the randomised participants, stratified by site and randomised

group (continued)

Readiness to Change Ruler:

if you decided to stop or cut
down drinking right now, how
confident do you feel about

succeeding with this?

Readiness to Change Ruler:

how ready are you to stop (or
cut down) drinking right now?

Readiness to Change Ruler:

| have someone | can talk to
about reducing my drinking

Site

England

Scotland

Both sites

Site

England

Scotland

Both sites

Site

England

Control
Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention
Control

Overall

64
132

46
a4
90

22
20
42

68
64
132

46
44
90

22
20
42

68
64
132

46
44
90

Mean
7.4
7.4

7.6
8.2
7.9

7.0
7.3
7.1

74
7.9
7.6

8.2
8.3
8.2

7.8
9.0
8.4

8.0
8.5
8.3

7.3
7.9
7.6

SD
31
3.2

2.8
21
25

27
3.0
2.8

2.8
24
2.6

2.6
2.6
2.6

3.2
1.9
2.7

2.7
24
2.6

3.6
3.0
3.3

Median
9.0
9.0

9.0
9.5
9.0

7.5
9.0
8.0

8.0
9.0
8.5

10.0
10.0
10.0

9.0
10.0
10.0

9.0
10.0
10.0

10.0
10.0
10.0

Min
1.0
1.0

1.0
3.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
3.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

Max
10.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0
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TABLE 16 Summary statistics of baseline characteristics of the randomised participants, stratified by site and randomised
group (continued)

N Mean SD Median Min Max

Scotland Randomisation allocation

Intervention 22 56 37 5.0 1.0 10.0
Control 20 65 39 7.5 1.0 10.0
Overall 42 60 38 6.5 1.0 10.0

Both sites Randomisation allocation

Intervention 68 6.7 3.7 9.0 1.0 10.0
Control 64 75 33 10.0 1.0 10.0
Overall 132 71 35 9.5 1.0 10.0
Readiness to Change Ruler: Site Randomisation allocation
the people who are important
to me support me in reducing
my drinking
England Intervention 46 7.7 35 10.0 1.0 10.0
Control 44 85 26 10.0 1.0 10.0
Overall 90 81 31 10.0 1.0 10.0
Scotland Randomisation allocation
Intervention 21 6.7 3.8 8.0 1.0 10.0
Control 18 62 38 6.5 1.0 10.0
Overall 39 65 3.8 8.0 1.0 10.0
Both sites  Randomisation allocation
Intervention 67 74 3.6 10.0 1.0 10.0
Control 62 78 3.2 10.0 1.0 10.0
Overall 129 76 34 10.0 1.0 10.0
Readiness to Change Ruler: Site Randomisation allocation
| have made a detailed plan
regarding when, where and
how to reduce my drinking
England Intervention 46 32 32 1.0 1.0 10.0
Control 44 50 41 3.0 1.0 10.0
Overall 90 40 38 1.5 1.0 10.0

Scotland Randomisation allocation

Intervention 22 3.7 35 1.5 1.0 10.0
Control 20 38 28 3.0 1.0 10.0
Overall 42 3.7 31 2.0 1.0 10.0

Both sites Randomisation allocation

Intervention 68 33 33 1.0 1.0 10.0
Control 64 46 3.8 3.0 1.0 10.0
Overall 132 39 346 2.0 1.0 10.0

continued
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TABLE 16 Summary statistics of baseline characteristics of the randomised participants, stratified by site and randomised

group (continued)

EQ-5D: mobility

EQ-5D: self-care

EQ-5D: usual activities (e.g.

work, study, housework,
family or leisure activities)

Site

England

Scotland

Both sites

Site

England

Scotland

Both sites

Site

England

Scotland

Both sites

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

46
44
90

22
20
42

68
64
132

46
44
90

22
20
42

68
64
132

46
44
90

22

20

42

68

Mean

1.4
1.1
1.3

1.1
1.8
1.4

1.3
1.3
1.3

1.2
1.2
1.2

1.4
1.2
1.3

1.2
1.2
1.2

14
1.3
14

21

2.1

21

1.6

SD

0.8
0.5
0.7

0.4
1.0
0.8

0.7
0.7
0.7

0.6
0.5
0.6

1.0
0.5
0.8

0.8
0.5
0.7

0.7
0.8
0.7

14

1.3

1.3

1.0

Median

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.5

2.0

20

1.0

Min

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0

1.0

1.0

1.0

Max

4.0
3.0
4.0

2.0
4.0
4.0

4.0
4.0
4.0

4.0
3.0
4.0

4.0
3.0
4.0

4.0
3.0
4.0

3.0
4.0
4.0

5.0

5.0

5.0

5.0
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TABLE 16 Summary statistics of baseline characteristics of the randomised participants, stratified by site and randomised
group (continued)

N Mean SD Median Min Max

Control 64 1.6 1.0 1.0 1.0 5.0
Overall 132 1.6 1.0 1.0 1.0 5.0
EQ-5D: pain/discomfort Site Randomisation allocation
England Intervention 46 23 13 2.0 1.0 5.0
Control 44 1.8 11 1.0 1.0 5.0
Overall 90 21 12 2.0 1.0 5.0

Scotland Randomisation allocation

Intervention 22 1.9 1.3 1.0 1.0 5.0
Control 20 20 13 1.0 1.0 4.0
Overall 42 1.9 13 1.0 1.0 5.0

Both sites Randomisation allocation

Intervention 68 21 13 20 1.0 5.0
Control 64 19 12 1.0 1.0 5.0
Overall 132 20 12 1.0 1.0 5.0
EQ-5D: anxiety/depression Site Randomisation allocation
England Intervention 46 29 1.2 3.0 1.0 5.0
Control 44 25 12 2.5 1.0 5.0
Overall 90 27 12 3.0 1.0 5.0

Scotland Randomisation allocation

Intervention 22 31 12 3.0 1.0 5.0
Control 20 36 14 4.0 1.0 5.0
Overall 42 33 13 4.0 1.0 5.0

Both sites Randomisation allocation

Intervention 68 30 12 3.0 1.0 5.0
Control 64 29 13 3.0 1.0 5.0
Overall 132 29 13 3.0 1.0 5.0
EQ-5D: visual analogue scale  Site Randomisation allocation
England Intervention 46 49.7 23.0 50.0 0.0 100.0
Control 44 61.0 220 60.0 100 100.0
Overall 90 55.2 231 50.0 0.0 100.0

Scotland Randomisation allocation

Intervention 22 614 21.1 62.5 5.0 90.0
Control 20 61.1 213 625 20.0 100.0
Overall 42 61.2 20.9 62.5 5.0 100.0

continued
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TABLE 16 Summary statistics of baseline characteristics of the randomised participants, stratified by site and randomised

group (continued)

Warwick-Edinburgh Mental
Well-being Scale: total score

Drinking Refusal Self-efficacy

Questionnaire: total score

Negative Alcohol Expectancy

Questionnaire: same-day
expectancy score

Both sites

Site

England

Scotland

Both sites

Site

England

Scotland

Both sites

Site

England

Scotland

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation

Intervention

68
64
132

46
44
90

21
20
41

67
64
131

45
44
89

21
20
41

66
64
130

45
44
89

21

Mean

53.5
61.0
57.1

34.4
40.2
37.2

41.6
41.3
41.4

36.7
40.5
38.5

72.8
70.8
71.8

58.5
61.8
60.1

68.2
68.0
68.1

52.3
55.3
53.7

61.2

SD

22.9
21.6
225

13.7
10.6
12.6

13.1
10.4
11.7

13.8
10.5
12.4

24.8
22.2
23.4

20.1
241
219

24.2
23.0
23.5

16.6
18.4
17.5

12.2

Median

50.0
60.0
60.0

32.0
39.0
36.0

41.0
42.5
42.0

35.6
40.0
38.0

735
69.6
71.0

55.8
64.5
61.0

67.6
68.6
68.1

54.2
54.4
54.2

62.0

Min

0.0
10.0
0.0

14.0
19.0
14.0

240
220
220

14.0
19.0
14.0

222
33.8
22.2

27.1
19.0
19.0

22.2
19.0
19.0

21.0
23.0
210

28.7

Max

100.0
100.0
100.0

66.0
63.0
66.0

70.0
56.0
70.0

70.0
63.0
70.0

114.0
109.8
114.0

99.0
90.8
99.0

114.0
109.8
114.0

87.3
105.0
105.0

86.1
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TABLE 16 Summary statistics of baseline characteristics of the randomised participants, stratified by site and randomised
group (continued)
N Mean SD Median Min Max
Control 19 648 9.7 672 462 82.0
Overall 40 629 111 64.6  28.7 86.1

Both sites Randomisation allocation

Intervention 66 55.1 158 560 210 87.3
Control 63 58.1 16.8 58.0 23.0 105.0
Overall 129 56.6 16.3 560 21.0 105.0
Negative Alcohol Expectancy  Site Randomisation allocation
Questionnaire: next-day
expectancy score
England Intervention 45 414 16.2 390 180 71.0
Control 44 47.9 20.1 439 18.0 90.0
Overall 89 44.6 18.5 41.3 18.0 90.0

Scotland Randomisation allocation

Intervention 21 548 16.9 540 20.0 87.0
Control 19 60.7 12.7 620 38.0 88.0
Overall 40 57.6 152 58.0 20.0 88.0

Both sites Randomisation allocation

Intervention 66 457 17.5 45.6 18.0 87.0
Control 63 51.8 19.1 51.0 18.0 90.0
Overall 129 48.6 18.5 490 180 90.0

single [87 (66%)] and considered themselves to be White British or White Scottish. Regarding highest
educational achievement, 36% had no formal qualifications, 19% had a recognised trade apprenticeship,
39% had GCSEs or equivalent, 1% had A-levels or equivalent, while 6% were educated to university

or college degree level. There was substantial variability in terms of the number of drinks consumed
per month at baseline: the SD was 73 (range 5-198 drinks per month). The median number of drinks
consumed per month was 80 (mean 94). The mean total score of the AUDIT-C was 9.2 (SD 2.2, range 3
to 12). A total score of < 5 on the AUDIT-C is regarded as low risk, while a score of 5 or more indicates
hazardous drinking. Overall, 98% of participants were in the ‘at-risk’ category for drinking based on

the AUDIT-C (= 5) at baseline, including 23% who recorded the maximum value of 12 on the AUDIT-C
(indicating extremely high levels of drinking). Only two participants were considered to be at low risk
(2%). These two participants had an AUDIT-C of 9 and were therefore eligible for the study.

On average, high scores were recorded on the readiness to change ruler at baseline except for the item
‘I have made a detailed plan regarding when, where and how to reduce my drinking’, indicating that most
participants had not made a detailed plan regarding when, where and how to reduce their drinking.

The EQ-5D item scores suggested that participants had moderate problems with anxiety/depression

on average; all other EQ-5D item scores were low on average. The WEMWABS had a mean of 38.5 (SD
12.4), indicating probable clinical depression in most participants.

Figure 4 shows side-by-side boxplots of the ages of participants in each site.
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FIGURE 4 Ages of participants at HMP England and HMP Scotland.

In-prison and post-liberation intervention delivery

Table 17 contains information on whether those randomised to the intervention arm received

the in-prison and post-liberation intervention sessions. Out of 68 participants randomised to the
intervention condition, 53 received the in-prison intervention session (77.9%, 95% Cl 66.2% to
87.1%). This percentage is greater than the 70% threshold specified as one of the criteria necessary for
progression to a future larger randomised controlled trial (Objective 4c).

Reasons for why the in-prison intervention was not delivered are shown in Table 18.

Only one ‘day-3 post-prison intervention’ session was attempted and was delivered (duration

30 minutes) at the Scotland site. No ‘day-7 post-prison intervention’ sessions were attempted. Only one
‘day-21 post-prison intervention’ session was attempted and was delivered to one participant (duration
30 minutes) at the England site.

The main reasons why participants did not receive the post-prison interventions were (1) they could
not be contacted and (2) CGL staff were unable to contact participants due to the impact of the
COVID-19 pandemic.

Data for the duration (minutes) of the intervention sessions across both study sites are presented for

all but one of the 53 interventions delivered in Table 19. There was a marked difference in the median
time taken to deliver the intervention between the two sites: the intervention duration was half an hour
in England compared to 1 hour in Scotland. The shortest time for an intervention was only 5 minutes in
England, whereas in Scotland it was 30 minutes. The maximum time for delivery was more aligned across
sites, being 70 minutes and 80 minutes in England and Scotland, respectively.
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TABLE 17 Number (%) of participants randomised to the intervention arm who received the in-prison and post-prison
intervention delivery

England (N = 46) Scotland (N = 22) Total (N = 68)
In prison
Yes 40 (87) 13(59.1) 53(77.9)
No 6(13) 9 (40.9) 15(22.1)
First (3 days) post prison
Yes 0(0) 1(4.5) 1(1.5)
No 40 (87) 12 (54.5) 52(76.5)
N/A2 6(13) 9 (40.9) 15(22.1)
Second (7 days) post prison
Yes 0(0) 0(0) 0(0)
No 40 (87) 13 (59.1) 53(77.9)
N/A2 6(13) 9 (40.9) 15(22.1)
Third (21 days) post prison
Yes 1(2.2) 0(0) 1(1.5)
No 39 (84.8) 13(59.1) 52(76.5)
N/A? 6(13) 9 (40.9) 15(22.1)

a Not applicable (N/A) as the in-prison session was not received.

TABLE 18 Reasons why in-prison intervention was not delivered

Site
England Scotland Both sites
Session attempted but participant declined 1 1 2
Prisoner was sentenced 0 2 2
Prisoner was released 1 3 4
Prisoner was transferred 1 0 1
Session not attempted because the prisoner had a crisis 0 1 1
Session not attempted because prisoner had COVID-19 0 2
Session not attempted for unknown reason 3 0 3
Total 6 9 15
TABLE 19 Intervention duration times (minutes)
N Miss Mean SD Median Min Max
Duration of session (minutes) Site 40 0 31.8 11.2 30.0 5.0 70.0
England
Scotland 12 1 53.8 14.9 60.0 30.0 80.0
Both sites 52 1 36.8 15.2 35.0 5.0 80.0
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Follow-up and withdrawal

There were no formal withdrawals from the study. However, only 3 out of 132 randomised participants
recorded any follow-up data at 6 months (2.3%, 95% Cl 0.5% to 6.5%), and only 18 out of 132
randomised participants recorded any follow-up data at 12 months (13.6%, 95% Cl 8.3% to 20.7%)
(Table 20). The low numbers of follow-ups were due to the impact of COVID-19.

Tables 21 and 22 show the numbers of follow-ups at 6 and 12 months respectively within each site and
randomised allocation group.

Out of the 44 participants receiving the intervention, only 13% were followed up to 12 months. Note
that this percentage is much lower than our progression criteria (Objective 4d) specifying that at least
60% of those who received the intervention should be followed up at 12 months across trial arms and
study sites. This progression criterion was set prior to the COVID-19 pandemic.

TABLE 20 Overall numbers (%) followed up by site and overall

England (N = 90) Scotland (N = 42) Total (N = 132)
6-month follow-up
Yes 0(0) 3(7.1) 3(2.3)
No 90 (100) 39(92.9) 129 (97.7)
12-month follow-up
Yes 4 (4.4) 14 (33.3) 18(13.6)
No 86 (95.6) 28 (66.7) 114 (86.4)

TABLE 21 Number (%) followed up at 6 months split by site and randomised allocation group

Randomisation allocation

Intervention Control Overall
[\ N N
Site Recording data at TP1
England No 46 67.6 44 68.8 90 68.2
Yes 0 0.0 0 0.0 0 0.0
Total 46 67.6 44 68.8 90 68.2
Scotland Recording data at TP1
No 20 29.4 19 29.7 39 29.5
Yes 2 2.9 1 1.6 3 2.3
Total 22 324 20 313 42 31.8
Both sites Recording data at TP1
No 66 97.1 63 98.4 129 97.7
Yes 2 2.9 1 1.6 3 2.3
Total 68 100.0 64 100.0 132 100.0
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TABLE 22 Number (%) followed up at 12 months by site and overall

Randomisation allocation

Intervention Control Overall
N N N
Site Recording data at TP2
England No 44 64.7 42 65.6 86 65.2
Yes 2 2.9 2 3.1 4 3.0
Total 46 67.6 44 68.8 90 68.2
Scotland Recording data at TP2
No 15 22.1 13 20.3 28 21.2
Yes 7 10.3 7 10.9 14 10.6
Total 22 324 20 313 42 31.8
Both sites Recording data at TP2
No 59 86.8 55 85.9 114 86.4
Yes 9 13.2 9 14.1 18 13.6
Total 68 100.0 64 100.0 132 100.0

The greatest increase in numbers of those followed up at 12 months was seen at the Scotland site,
where we were able to have some access to the prison site and identify where participants were
located; however, this was minimal. In England where there was no access to the estate this meant at
the time of intervention delivery and follow-ups we did not know who had been liberated and who

had not liberated. However, this access remained very limited. Reasons for being unable to follow up at
12 months are shown in Table 23. Out of all 132 randomised participants, 53 (40%) were not liberated or
released at 12 months follow-up, 47 (36%) were uncontactable and 14 (11%) could not be located even
though they had been released.

Data completeness

Table 24 contains information on data completeness at baseline and follow-up for all 132 randomised
participants. Complete data collection refers to when a participant has recorded data for all relevant
questionnaires and outcomes. Incomplete data collection refers to when the participants have recorded
data on the primary outcome, but have not recorded data for one or more secondary outcomes.

The information we have collected on data completeness helps us to address Objective 1c (‘How well

do participants complete the questionnaires necessary for a future definitive RCT?’). The majority of
participants did not complete questionnaires, which was at least partly due to the difficulties in following
up participants because of the COVID-19 pandemic and lockdown restrictions. However, considering
the small numbers of participants who did complete the questionnaires, nearly half of them (9/21) could
not (or would not) complete all the questionnaires or record data in response to every question.
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TABLE 23 Table showing reasons for being unable to follow up at 12 months split by site and randomised allocation group

Randomisation allocation

Intervention Control Overall
Liberation/release status N N N
Site Not liberated/released 24 54.5 26 61.9 50 58.1
England Liberated and in community but unableto 16 36.4 11 26.2 27 314
contact
Liberated and in community but unable 4 9.1 5 11.9 9 10.5
to locate
Total 44 100 42 100 86 100
Scotland Not liberated/released 2 13.3 1 7.7 3 10.7
Liberated and in community but unableto 9 60.0 11 84.6 20 71.4
contact
Liberated and in community but unable 4 26.7 1 7.7 5 17.9
to locate
Total 15 100 13 100 28 100
Both sites Not liberated/released 26 441 27 49.1 53 46.5
Liberated and in community but unable to 25 424 22 40.0 47 41.2
contact
Liberated and in community but unable 8 13.6 6 10.9 14 12.3
to locate
Total 59 100 55 100 114 100

TABLE 24 Overall data completeness at baseline and follow-up

Baseline 6 months 12 months
Complete data collection 127 (96.2) 1(0.8) 11 (8.3)
Incomplete data collection 5(3.8) 2 (1.5) 7 (5.3)
No data recorded 0 129 (97.7) 114 (86.4)

Outcomes

Primary outcome

The intended primary outcome measure for the pilot RCT was the TLFB-28. As outlined in Chapter 3 this
was amended to AUDIT-C. Table 25 shows descriptive statistics for estimated alcohol consumption in
the previous 28 days at each time point, restricted to those participants with any follow-up information.
Please note that alcohol information recorded at baseline may be an underestimate because a different
AUDIT questionnaire was used at this time point and the formats of the first few question options were
different (e.g. ‘4-5 times a week’ drinking was not distinguished from ‘6 or more times a week’ drinking).

Table 26 shows means and 95% confidence intervals for alcohol consumption (number of drinks

consumed in the past 28 days) within each site and randomised group. Note that the amount of missing
data is very substantial, so it is difficult to interpret these results.
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TABLE 25 Descriptive statistics for primary outcome: alcohol consumption in previous 28 days according to the AUDIT-C,

split by site and randomised group

Public Health Research 2024 Vol. 12 No. 11

N Mean SD Median Min Max
Both sites  Time point Randomisation allocation
Baseline Intervention 9 95.2 83.8 80.0 10.5 198.0
Control 9 107.8 70.3 110.0 110 1980
Overall 18 1015 753 104.5 10.5 198.0
6 months follow-up Randomisation allocation
Intervention 2 10.8 0.4 10.8 10.5 11.0
Control 1 11.0 11.0 11.0 11.0
Overall 3 10.8 0.3 11.0 10.5 11.0
12 months follow-up ~ Randomisation allocation
Intervention 9 106.1 159.8 16.5 0.0 4480
Control 9 41.4 58.2 8.0 00 1540
Overall 18 73.8 1213 14.5 0.0 4480
Site Time point Randomisation allocation
England Baseline Intervention 2 60.3 70.4 60.3 10.5 1100
Control 2 121.5 318 1215 99.0 1440
Overall 4 90.9 56.9 104.5 10.5 1440
12 months follow-up ~ Randomisation allocation
Intervention 2 13.5 4.2 13.5 10.5 16.5
Control 2 117.0 523 117.0 80.0 154.0
Overall 4 65.3 67.0 48.3 10.5 1540
Scotland Baseline Randomisation allocation
Intervention 7 105.2 89.6 80.0 11.0 1980
Control 7 103.9 79.6 110.0 11.0 1980
Overall 14 1045 814 95.0 11.0 198.0
6 months follow-up Randomisation allocation
Intervention 2 10.8 0.4 10.8 10.5 11.0
Control 1 11.0 11.0 11.0 11.0
Overall 3 10.8 0.3 11.0 10.5 11.0
12 months follow-up ~ Randomisation allocation
Intervention 7 132.6 174.3 24.0 0.0 4480
Control 7 19.8 40.2 4.5 0.0 1100
Overall 14 76.2 134.9 12.0 0.0 4480
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TABLE 26 Mean and 95% confidence intervals for alcohol consumption

Randomisation allocation Baseline 6 months 12 months

Intervention England 60.3 (0 to 692.4) - 13.5(0 to 51.6)
Scotland 105.2 (22.4 to 188.1) 10.8 (7.6 to 13.9) 132.6 (0 to 293.7)
Overall 95.2(30.8 to 159.7) 10.8 (7.6 to 13.9) 106.1 (0 to 228.9)

Control England 121.5 (0 to 407.4) - 117.0 (0 to 587.1)
Scotland 103.9 (30.2 to 177.5) - 19.8 (0 to 57.0)
Overall 107.8 (53.7 to 161.8) - 41.4(0to 86.2)

For the primary analysis, the mean difference with 95% confidence interval in alcohol consumption

at 12 months post randomisation (TP2) between the two randomisation groups was calculated

(Table 27), both overall and stratified by site. Linear regression was used, adjusting for baseline alcohol
consumption (TPO). Note that the linear regression model for England was based on only four data
points and the 95% confidence intervals are extremely wide. Due to the substantial amount of missing
data, extreme caution is required when interpreting these results.

Secondary outcomes

Summary statistics of the secondary outcomes are presented in Table 28 for both sites combined.
Please see supplementary material for the same tables stratified by site (Tables S1.1 and S1.2 in

Report Supplementary Material 1). Although sample sizes are small, the standard deviations reported at
12 months follow-up could be used to inform sample size calculations for future studies in conjunction
with the standard deviations reported in the baseline characteristics (see Table 16). This addresses our
Objective 1b (‘Can we obtain reasonable estimates of the parameters necessary to inform the design
and sample size calculation for a future definitive multicentre RCT?’). This also gives us some insight
into Objective 2c (‘To what extent was the intervention changing process variables consistent with the
underpinning theory’).

The supplementary material also contains detailed tables of individual questionnaire item scores, overall
and split by site (Tables $3.1 to S3.7 in Report Supplementary Material 1).

The secondary outcome results, change from baseline, show the average scores of participants in the
intervention and control group at baseline, 6 months and 12 months. Due to missing data and small
sample sizes, we are not able to interpret change from baseline to 6 months, nor group differences in
change for 6 to 12 months. For change from baseline to 12 months, we can look at patterns of change in
the data in mechanisms of change, albeit with caution. Readiness to change does not show increasing or
at least maintained values; rather it seems to slightly decrease across items. One exception is the item ‘I
have made a detailed plan regarding when, where and how to reduce my drinking’, which increases from
baseline to 12 months in both groups (at baseline intervention: M = 4.17, control: 3.0; at 12 months
intervention: M = 6.1, control 5.1).

Logic model results
An exploratory analysis was performed to explore key behavioural markers (mediators) of change and

how these may influence the effect of the delivered intervention. The six proposed mechanisms of
change were: self-efficacy, outcome expectations, goals, plans, social support and high-risk situations.
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TABLE 27 Mean and 95% confidence intervals for the difference in
alcohol consumption between intervention/control groups

Mean difference intervention - control (95% Cl)

England -117.5(-919.1 to 684.0)
Scotland 112.6 (-42.4 to 267.6)
Overall 67.2(-57.0to 191.5)

TABLE 28 Secondary outcome results

N Miss Mean SD Median Min Max

AUDIT-C total score Time Randomisation allocation
point
TPO Intervention 9 0 8.6 30 90 50 120
Control 9 0 9.9 1.8 10.0 70 120
Overall 18 0 9.2 25 90 50 120

TP1 Randomisation allocation

Intervention 2 0 4.5 2.1 4.5 3.0 6.0
Control 1 0 6.0 . 6.0 6.0 6.0
Overall 3 0 5.0 1.7 6.0 3.0 6.0

TP2 Randomisation allocation

Intervention 9 0 6.9 4.0 6.0 00 120
Control 8 1 4.5 4.4 4.0 0.0 100
Overall 17 1 5.8 4.2 6.0 00 120

Readiness to Change Time Randomisation allocation

Ruler: how much doyou  point

really want to reduce (or

stop) drinking? TPO Intervention 9 0 8.3 2.8 10.0 3.0 10.0
Control 9 0 7.6 3.6 9.0 1.0 10.0
Overall 18 0 7.9 3.1 9.5 1.0 100

TP1 Randomisation allocation

Intervention 2 0 4.5 64 45 0.0 9.0
Control 1 0 10.0 . 10.0 100 10.0
Overall 3 0 6.3 55 90 0.0 10.0
TP2  Randomisation allocation
Intervention 8 1 8.1 31 9.5 1.0 100
Control 8 1 7.0 39 85 1.0 100
Overall 16 2 7.6 34 90 1.0 10.0
continued
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TABLE 28 Secondary outcome results (continued)

Readiness to Change
Ruler: if you decided

to stop or cut down
drinking right now, how
confident do you feel
about succeeding with
this?

Readiness to Change
Ruler: how ready are you
to stop (or cut down)
drinking right now?

Readiness to Change
Ruler: | have someone
| can talk to about
reducing my drinking

Time
point

TPO

TP1

TP2

Time
point

TPO

TP1

TP2

Time
point

TPO

TP1

TP2

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

N

18

15

18

15

18

Miss

o

Mean SD
8.4 1.5
8.7 1.3
8.6 1.4
9.0 14
7.0
8.3 1.5
6.8 3.6
7.6 1.8
71 2.9
9.4 1.0
9.7 0.5
9.6 0.8
5.0 7.1

10.0
6.7 5.8
8.1 3.1
6.3 3.2
7.3 3.2
7.8 3.3
7.1 3.8
7.4 3.5
7.5 3.5
0.0
5.0 5.0
6.8 3.7

Median

9.0
9.0
9.0

9.0
7.0
8.0

8.0
7.0
8.0

10.0
10.0
10.0

5.0
10.0
10.0

9.5
6.0
8.0

10.0
9.0
9.5

7.5

0.0

5.0

7.5

Min

6.0
6.0
6.0

8.0
7.0
7.0

1.0
6.0
1.0

7.0
9.0
7.0

0.0
10.0
0.0

1.0
1.0
1.0

1.0
1.0
1.0

5.0

0.0

0.0

1.0

Max

10.0
10.0
10.0

10.0
7.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0

10.0
10.0
10.0

10.0

0.0

10.0

10.0
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TABLE 28 Secondary outcome results (continued)

N Miss Mean SD Median Min Max

Control 7 2 7.0 3.2 7.0 20 10.0
Overall 15 3 6.9 3.3 7.0 1.0 10.0
Readiness to Change Time Randomisation allocation
Ruler: the people who point
are important to me
support me in reducing ~ TPO  Intervention 8 1 8.5 19 90 50 100
my drinking Control 9 0 64 40 80 10 100
Overall 17 1 7.4 3.2 8.0 1.0 10.0

TP1 Randomisation allocation

Intervention 2 0 7.5 3.5 7.5 5.0 10.0
Control 1 0 5.0 . 5.0 5.0 5.0
Overall 3 0 6.7 2.9 5.0 50 10.0

TP2 Randomisation allocation

Intervention 8 1 6.9 3.8 8.0 1.0 100
Control 7 2 6.9 3.1 6.0 3.0 10.0
Overall 15 3 6.9 34 8.0 1.0 100

Readiness to Change Time Randomisation allocation

Ruler: | have made a point

detailed plan regarding )

when, where and howto TPO  Intervention 9 0 4.7 42 20 1.0 100

reduce my drinking Control 9 0 30 22 30 10 70
Overall 18 0 3.8 34 2.5 1.0 100

TP1 Randomisation allocation

Intervention 2 0 5.0 4.2 5.0 2.0 8.0
Control 1 0 7.0 . 7.0 7.0 7.0
Overall 3 0 5.7 3.2 7.0 2.0 8.0

TP2 Randomisation allocation

Intervention 8 1 6.1 34 6.5 1.0 100
Control 7 2 51 28 50 1.0 100
Overall 15 3 57 30 60 1.0 100
EQ-5D: mobility Time Randomisation allocation

point

TPO Intervention 9 0 1.1 0.3 1.0 1.0 2.0
Control 9 0 1.6 0.9 1.0 1.0 3.0
Overall 18 0 1.3 07 10 1.0 3.0

TP1 Randomisation allocation

Intervention 2 0 2.0 1.4 20 1.0 3.0

Control 1 0 1.0 . 1.0 1.0 1.0

Overall 3 0 1.7 1.2 1.0 1.0 3.0
continued
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TABLE 28 Secondary outcome results (continued)

EQ-5D: self-care

EQ-5D: usual activities
(e.g. work, study,
housework, family or
leisure activities)

EQ-5D: pain/discomfort

TP2

Time
point

TPO

TP1

TP2

Time
point

TPO

TP1

TP2

Time
point

TPO

TP1

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

N

17

18

17

18

17

18

Miss Mean SD

1 1.5 0.8
0 1.2 0.4
1 1.4 0.6
0 1.0 0.0
0 1.2 0.7
0 1.1 0.5
0 1.0 0.0
0 1.0

0 1.0 0.0
1 1.1 0.4
0 1.3 0.7
1 1.2 0.6
0 1.9 14
0 1.8 1.3
0 1.8 1.3
0 2.0 1.4
0 1.0

0 1.7 1.2
1 1.9 14
0 1.3 0.7
1 1.6 1.1
0 2.1 1.4
0 1.9 1.4
0 2.0 1.3
0 2.5 2.1
0 1.0

Median

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

2.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

2.5
1.0

Min

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0
1.0

1.0
1.0

Max

3.0
2.0
3.0

1.0
3.0
3.0

1.0
1.0
1.0

20
3.0
3.0

5.0
5.0
5.0

3.0
1.0
3.0

4.0
3.0
4.0

4.0
4.0
4.0

4.0
1.0
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TABLE 28 Secondary outcome results (continued)

N Miss Mean SD Median Min Max
Overall 3 0 2.0 1.7 1.0 1.0 4.0

TP2  Randomisation allocation

Intervention 8 1 2.8 1.3 3.0 1.0 4.0
Control 9 0 1.7 11 1.0 1.0 4.0
Overall 17 1 2.2 13 20 1.0 4.0
EQ-5D: anxiety/ Time Randomisation allocation
depression point
TPO Intervention 9 0 2.7 1.1 3.0 1.0 4.0
Control 9 0 3.1 1.8 40 1.0 5.0
Overall 18 0 2.9 1.5 3.0 1.0 5.0

TP1 Randomisation allocation

Intervention 2 0 1.0 0.0 1.0 1.0 1.0
Control 1 0 2.0 . 2.0 2.0 2.0
Overall 3 0 1.3 0.6 1.0 1.0 2.0

TP2  Randomisation allocation

Intervention 8 1 2.9 1.7 3.0 1.0 5.0
Control 9 0 2.8 13 20 1.0 5.0
Overall 17 1 2.8 1.5 30 1.0 5.0
EQ-5D: visual analogue Time Randomisation allocation
scale point
TPO Intervention 9 0 600 247 650 250 900
Control 9 0 712 159 70.0 50.0 90.0
Overall 18 0 65.6 210 68.0 250 900

TP1 Randomisation allocation

Intervention 2 0 860 156 86.0 750 970
Control 1 0 95.0 . 95.0 950 950
Overall 3 0 890 122 950 750 970

TP2 Randomisation allocation

Intervention 9 0 572 299 70.0 0.0 950
Control 9 0 572 18.9 60.0 20.0 80.0
Overall 18 0 572 243 600 0.0 950
Warwick-Edinburgh Time Randomisation allocation
Mental Well-being Scale:  point
total score
TPO Intervention 9 0 46.0 123 420 28.0 70.0
Control 9 0 42.2 9.8 41.0 29.0 56.0
Overall 18 0 441 109 420 28.0 70.0
continued
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TABLE 28 Secondary outcome results (continued)

Drinking Refusal Self-
efficacy Questionnaire:
total score

Negative Alcohol
Expectancy
Questionnaire: same-day
expectancy score

Negative Alcohol
Expectancy
Questionnaire: next-day
expectancy score

TP1

TP2

Time
point

TPO

TP1

TP2

Time
point

TPO

TP1

TP2

Time
point

TPO

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation

Intervention

Control

Overall

Randomisation allocation
Intervention

Control

Overall

Randomisation allocation
intervention

Control

Overall

Randomisation allocation

Intervention
Control

Overall

N

17

18

16

18

16

18

Miss

o

Mean SD
55.0 14
52.8

54.3 1.6
443 131
47.7 9.0
46.1 109
734 191
639 30.7
68.6 253
93.4 9.7
86.1

91.0 8.1
640 33.2
81.3 232
727 291
527 16.6
57.8 14.6
552 154
29.0

29.0

53.9 19.7
50.3 16.0
521 174
471 187
53.8 19.3
50.5 18.8

Median

55.0
52.8
54.0

46.5
49.5
49.0

79.2
70.0
76.5

93.4
86.1
86.6

63.1
85.8
82.3

525
63.0
53.3

29.0

29.0

51.0

48.7
48.7

47.0
55.0
49.5

Min

54.0
52.8
52.8

23.0
32.0
23.0

39.1
19.0
19.0

86.6
86.1
86.1

19.0
40.0
19.0

28.7
35.0
28.7

29.0

29.0

31.0

28.0
28.0

20.0
18.0
18.0

Max

56.0
52.8
56.0

61.0
57.0
61.0

96.0
102.8
102.8

100.3
86.1
100.3

109.0
114.0
114.0

86.1
75.6
86.1

29.0

29.0

79.3

77.0
79.3

82.0
88.0
88.0
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TABLE 28 Secondary outcome results (continued)

N Miss Mean SD Median Min Max

TP1 Randomisation allocation

Intervention 1 1 33.0 . 33.0 33.0 33.0
Control 0 1
Overall 1 2 33.0 . 33.0 33.0 330

TP2 Randomisation allocation

Intervention 8 1 50.1 22.6 455 230 872
Control 8 1 484 145 450 300 710
Overall 16 2 493 184 455 230 87.2

Summary statistics for the mechanisms of change at each time point and within each randomised group
are presented in Report Supplementary Material 1, Tables S2.1 to S2.6.

In exploratory analysis, Kendall's tau correlation coefficients were calculated to assess the correlation
between each of the mechanisms of change and the primary outcome (AUDIT-C) at 12 months.
Correlation coefficients and p-values are shown in Table 29, along with valid sample size N that each
correlation analysis is based on.

TABLE 29 Kendall's tau correlation coefficients of each of the mechanisms of change against the primary outcome

Kendall’s tau

correlation
Mechanism of change coefficient P-value
Self-efficacy: Readiness to Change Ruler: ‘How confident are you that you could 15 -0.31 0.13
reduce (or stop) drinking when you are released?’
Self-efficacy: Drinking Refusal Self-efficacy Questionnaire Total 16 -0.43 0.023
Alcohol expectancy: Negative alcohol expectancy questionnaire: Same-day 16 0.02 0.93

expectancy score

Alcohol expectancy: Negative alcohol expectancy questionnaire: Next-day expec- 16 0.11 0.55
tancy score

Goals: Readiness to Change Ruler: ‘How much do you want to reduce (or stop) 16 0.27 0.18

drinking when you are released?’

Plans: Readiness to Change Ruler: ‘How ready are you to reduce (or stop) drinking 15 0.17 041

when you are released?’

Plans: Readiness to Change Ruler: ‘I have made a detailed plan regarding when, 15 -0.19 0.34

where and how to reduce my drinking’

Social support: ‘The people who are important to me support me in reducing my 15 -0.26 0.22

drinking’

Social support: ‘I have someone | can talk to about reducing my drinking’ 15 -0.22 0.28

High-risk situations: How much could | resist drinking when | am out for dinner? 16 -0.46 0.026
continued
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TABLE 29 Kendall's tau correlation coefficients of each of the mechanisms of change against the primary
outcome (continued)

Kendall's tau
correlation

coefficient P-value

Mechanism of change

60

High-risk situations:

drink?

High-risk situations:

drinking?

High-risk situations:
High-risk situations:
High-risk situations:
High-risk situations:
High-risk situations:
High-risk situations:
High-risk situations:
High-risk situations:
High-risk situations:
High-risk situations:

High-risk situations:

from work?

High-risk situations:

or reading?

High-risk situations:

High-risk situations:

playing sport?

High-risk situations:
High-risk situations:

High-risk situations:

How much could | resist drinking when someone offers me a

How much could | resist drinking when my spouse or partner is

How much could | resist drinking when my friends are drinking?
How much could | resist drinking when | am at a pub or club?
How much could | resist drinking when | am angry?

How much could | resist drinking when | feel frustrated?

How much could | resist drinking when | am worried?

How much could | resist drinking when | feel upset?

How much could | resist drinking when | feel nervous?

How much could | resist drinking when | feel sad?

How much could | resist drinking when | am watching TV?

How much could | resist drinking when | am at lunch

How much could | resist drinking when | am on the way home

How much could | resist drinking when | am listening to music

How much could | resist drinking when | am by myself?

How much could | resist drinking when | have just finished

How much could | resist drinking when | first arrive home?
How much could | resist drinking when | feel like celebrating?

Drinking Refusal Self-efficacy Questionnaire Total

16

16
14

16
16
16

-0.47

-0.54

-0.35
-0.26
-0.34
-0.33
-0.24
-0.36
-0.39
-0.52
-0.47
-0.48
-0.53

-0.46

-0.57
-0.45

-0.57
-0.13
-0.43

0.019

0.021

0.084
0.21

0.088
0.10

0.24

0.077
0.062
0.009
0.031
0.019
0.012

0.026

0.006
0.046

0.006
0.52
0.023

Mindful of the very small sample sizes and that as such caution should be applied, provisional indications

suggest that self-efficacy may be a determinant of alcohol consumption and further exploration of

interventions targeting self-efficacy should be considered. We observed moderate correlations between

markers of self-efficacy and high-risk situations and alcohol consumption, whereas the correlations

between the other mechanisms for change and alcohol consumption were weak.

Serious adverse events

There were no serious adverse events reported during the pilot RCT.
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Chapter 5 Process evaluation methods

ections of this chapter have been reproduced from Holloway et al.! This is an Open Access article

distributed in accordance with the terms of the Creative Commons Attribution (CC BY 4.0) licence,
which permits others to distribute, remix, adapt and build upon this work, for commercial use, provided
the original work is properly cited. See: https://creativecommons.org/licenses/by/4.0/. The text below
includes minor additions and formatting changes to the original text.

In this chapter, we present the methods for Phase Il of the study which comprised the process
evaluation (addressing Objectives 2 and 3). Elements of the process evaluation, where quantitative data
were also collected, were integrated within the pilot trial (Objectives 2a and 2c) with cross-referencing
to related results tables for these specific objectives provided.*

Process evaluation aims and objectives

The new MRC framework for process evaluation guided the planning, design and proposed conduct of
the process evaluation.3? The process evaluation set out to assess intervention fidelity, to consider the
extent to which the behaviour change markers were appropriate to the underpinning intervention and
to explore the feasibility and acceptability of the APPRAISE intervention and study measures to staff and
for men on remand and following liberation. Objectives 2 and 3 set out the key questions that were to
be answered.

Objective 2: to assess intervention fidelity

2a. What proportion of the interventions are delivered as per protocol?

2b. Is there any evidence of contamination between the two conditions and/or between those workers
delivering the intervention?

2c. To what extent was the intervention changing process variables consistent with the underpinning
theory?

Objective 3: to qualitatively explore the feasibility and acceptability of a self-efficacy-enhancing
psychosocial alcohol intervention and study measures to staff and for men on remand and on liberation

3a. How acceptable are the trial and intervention procedures (including context and any barriers and
facilitators) to the following key stakeholders: men on remand in prison and following liberation;
prison staff (including healthcare staff); commissioners; policy-makers and third-sector partners?

Process evaluation methods and design

Table 30 summarises the different components of the process evaluation and how they relate to the
objectives of the APPRAISE pilot study. It also identifies the main research question for each process
evaluation component and the main sources of data that were employed to answer them.

Both quantitative and qualitative methods were employed to provide the data required to answer the
process evaluation questions. The quantitative data providing evidence related to the implementation
dose and quality as well as the mechanisms of change associated with the intervention were integrated
in the pilot trial. The study participants and wider stakeholder semistructured interviews were
conducted separately from the pilot trial. This was due to the impact on access and availability during
the COVID-19 pandemic.
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TABLE 30 Process evaluation process: data source and results

Process
evaluation
component

Objective

Implementation 2a
(i) Dose: delivered

Implementation 2b
(i) Dose: quality

(fidelity)
Contamination 2b
Mechanism of 2c
change
3a
3a
Context 3a

Main research questions

What proportion of the
interventions were offered
and subsequently success-
fully delivered?

To what extent was the
intervention delivered as
intended?

Is there any evidence of
contamination between:
those who receive the
intervention(s) and those
who are in the control
condition and/or between
those workers delivering the
intervention?

To what extent was the inter-
vention delivery consistent
with the underpinning
theory?

Are the key behavioural
markers appropriate for the
mechanism of behaviour
change?

How acceptable is the trial
intervention and procedures
to men on remand and on
liberation? What are the
barriers and facilitators?

How acceptable is the trial
intervention and procedures
to key stakeholders?

What are the barriers and
facilitators?

What factors will enable the
delivery and or impact of the
intervention at scale?

Data source

Quantitative data from
participant study records,
intervention booklets of
successful (includes duration)
and unsuccessful delivery
(includes reasons for latter).

Three cases were audio-
recorded (with participant
consent) of intervention
delivery in the 1st APPRAISE
session.

Data were coded to assess

delivery of essential theoretical

elements and the use of the
Behaviour Change Counselling
Index (BECCI)? to assess
intervention fidelity.

Qualitative interviews with
men on remand from interven-
tion and control arm.
Qualitative interviews with
intervention workers and
non-interventionists at each
study site.

Quantitative data from self-
reported alcohol self-efficacy
and alcohol expectancies.

Qualitative interviews with
men on remand in both
conditions.

Qualitative interviews with
prison staff (including health-
care staff); commissioners;
policy-makers and third-sector
partners.

Qualitative interviews with
stakeholders including prison
staff (including healthcare
staff); commissioners;
policy-makers and third-sector
partners.

Results

Chapter 4, In-prison
and post-liberation
intervention delivery,
Tables 17-19.

Chapter 6, Intervention
implementation results

Chapter 6,
Contamination results

Chapter 4, Outcomes
Table 28; Supplementary
Material 1 (Tables
5$3.1-53.7)

Chapter 4, Logic model
results

Table 29; Supplementary
Material 1 (Tables
$2.1-52.6)

Chapter 6, Remand
participants

Chapter 6, CGL team
participants and
Stakeholder participants

Chapter 6, Context,
Remand participants,
CGL team participants
and Stakeholder
participants
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In particular, the qualitative interview data analysis sought to provide evidence to verify the feasibility
and acceptability of the APPRAISE study intervention to better understand and explain the social
processes associated with the intervention through the lens of normalisation process theory (NPT).5?-7%

Intervention implementation

To confirm intervention implementation, data collection was planned in two ways: intervention booklets
(dose delivered) and audio recordings (dose quality).

Dose delivered

The interventionists were asked to use intervention booklets to record contact attempts, sessions
offered, sessions delivered, reasons for unsuccessful delivery, session dates, and duration of sessions
to assess whether the intervention was delivered as per protocol (see In-prison and post-liberation
intervention delivery, Tables 17-19).

Dose quality (fidelity)

For the intervention condition, we had planned to audio record 20% of sessions delivered at each time
point (4 sessions in total x 9 participants = 36) and for the control condition, we had planned to audio
record 20% of the care-as-usual interventions (4 sessions in total x 9 participants = 36). However, we
were unable to secure approval from the England study site to take in audio recording equipment, which
meant that the in-prison intervention and control conditions could not be recorded there. Following
discussions with the Scotland study site intervention team, recording control intervention delivery was
not deemed feasible or practical.

Interventionists at the Scotland study site were aware that we were recording the intervention delivery
sessions for the purposes of undertaking intervention fidelity assessment.

The Audio Recordings and Behaviour Change Counselling Index (BECCI)”? was used to provide insight
into the Behaviour Change Counselling Skills of the interventionists from the audio recording of the
APPRAISE intervention delivery sessions. To calculate the overall BECCI score, the mean across the item
responses is calculated to provide the Practitioner BECCI score. The BECCI mean score will correspond
to the points given on the Likert scales on the checklist.

The interventionists at both study sites received training (see Chapter 2, APPRAISE intervention training)
and self-completed a six-question Likert scale evaluation (see Appendix 8) on completion of the training.

Contamination

During the qualitative interviews with the participants and interventionists and those delivering care
as usual, we explored the possibility of contamination. This was with the purpose of identifying any
evidence of contamination between those in the intervention and control arm and/or the intervention
and non-intervention (care as usual) workers. We had hoped to note the wing/area in the prison where
the participant was located and which other participants in the study they were likely to have most
contact with. However, this was not feasible in terms of the practicalities within the running of the
estates at each study site and the impact of COVID-19.
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Mechanism of change

Quantitative and qualitative data were obtained to explore the mechanisms of change and the extent to
which the intervention changing process variables were consistent with the underpinning theory.

The six proposed mechanisms of change in the logic model are: self-efficacy, outcome expectations,
goals, plans, social support. These quantitative measures are discussed in APPRAISE intervention: theory,
elements and logic model. In the pilot study the causal mechanisms were measured to provide increased
understanding of how the delivered intervention influenced change through the quantitative assessment
of key behavioural markers (mediators) of change. These were to be assessed at TPO, TP1 and TP2 and
an exploratory prognostic analysis undertaken to explore the nature of change within these domains and
their relationship to observed outcome.

In addition, we also conducted a qualitative exploration of study participant and stakeholder responses
to, and interactions with, the intervention, providing the opportunity to identify acceptability, barriers
and facilitators.

Context

We undertook qualitative interviews with study participants and wider stakeholders to contribute to
our understanding of the context within which APPRAISE was delivered, to enable the delivery and or
impact of the intervention at scale. We also recorded any differences in delivery in and across study
sites where local organisational and devolved country contexts may have had implications for future
intervention design and delivery.

Eligibility and recruitment to interviews

Those eligible to be interviewed were drawn from those registered in the pilot trial and from a range of
stakeholders who had been involved in different aspects of the study or where, if this intervention were
to be implemented at scale, they would be involved in some capacity.

Recruitment to all interviews was significantly impacted by the ongoing COVID-19 pandemic. The
challenges of being able to locate men on remand hampered our ability to recruit them to take part

in the process evaluation interviews. Similarly, the availability and capacity of some stakeholders
(commissioners, policy-makers and prison healthcare professionals), as a result of the ongoing COVID-
19 pandemic, meant it was not possible to secure interviews. Interviews were conducted at a time
convenient to the participant and were conducted by JF and VG.

Sampling

Participants for all the interviews were selected via purposive sampling within three main groups.” The
proposed number of participants to recruit was 40 interviews in total across the two study sites: men
on remand from intervention (n = 8 at each site) [n = 16] and control arm (n = 8 at each site) [n = 16],

N = 32; stakeholders (interventionists and those delivering usual care, prison governor, prison officers,
commissioners, policy-makers, third-sector partners and prison healthcare professionals) (N = 8).
However, due to the impact of COVID-19 we were unable to reach this target.

Participant group 1: men on remand who had been enrolled onto the APPRAISE pilot study and had
been randomised.

Participant group 2: interventionists, who were invited to take part if they had delivered the APPRAISE
intervention to study participants.
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Participant group 3: stakeholders, who were invited to take part if they had been involved in different
aspects of the study or where, if this intervention were to be implemented at scale, they would be
involved in some capacity.

Informed consent

Each participant was required to provide their informed consent before taking part in an interview.
We reinforced to participants that taking part in the interviews was voluntary, even if they had been
involved in the main study or had delivered the interventions. It was also imperative to ensure that

a participant’s decision to take part was based on a clear understanding of what was involved. All
participants, therefore, received a verbal explanation of the study, at the time of the qualitative data
collection, even in the case of male remand prisoner participants or APPRAISE interventionists. The
verbal explanation included the provision of a PIS and then the interviewer went through all the
elements in the PIS. When this had been completed, those in Stakeholder 1 group did not have to
provide further written consent at this stage as they had already provided written consent on entering
the study, which included taking part in future interviews. For those in Stakeholder 2 and 3 groups, each
had to sign a consent form.

All participants were given the opportunity to ask questions or to clarify anything that was not clear,
or they did not understand. In addition, all participants were reassured that they did not have to
answer any questions that they did not understand or that made them feel uncomfortable and that
they could withdraw their consent to taking part, at any time during the interview, and even following
data collection.

Data management

During the timeline of the study, the COVID-19 pandemic came into play and therefore many of

the interviews had to be conducted virtually using videoconferencing software or via telephone

with Dictaphone facility as all interviews were to be transcribed verbatim. In Scotland as COVID-19
restrictions eased in the prison three of the four remand participant interviews were able to take place
face to face and were digitally recorded, with the fourth taking place by phone.

Audio files were uploaded securely to a password-protected site by the researchers, from which the
approved transcription company was able to access the files. On return, a quality check was conducted
to ensure the accuracy of the transcribed files and then all audio recordings were securely destroyed,
and the resulting transcripts were stored on password-protected drives at the University of Edinburgh
and Teesside University. Upon storage, all interview transcripts were anonymised, with any personal

or identifiable participant information being removed, and each transcript was assigned a unique
participant number for analysis purposes.

Any pieces of hard-copy data from the Scotland site, such as the completed consent forms with a
participant’s name on, were sent by secure courier to the England study team.

Qualitative data analysis

Following the transcription of the interviews, Braun and Clarke’s approach to thematic analysis was
used, supporting a structured yet reflexive analytic process.”* Because of the atheoretical nature of
Braun and Clarke’s approach, we chose to use NPT as a lens to support thematic identification.”

Thematic data analysis is often underpinned by theoretical concepts. In this study, we employed the
NPT, an implementation theory, to better understand what the qualitative data could tell us around
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implementing the APPRAISE intervention for future work.NPT was developed to explore and develop
the understanding around the factors affecting whether an intervention can be incorporated into
practice, and the context in which the work of the new intervention happens.®*-7* NPT aims to facilitate
a better understanding of the challenges arising during the embedding of a new practice by considering
the components of four different constructs; Coherence (‘sense-making’), Cognitive Participation
(‘relational’ work), Collective Action (‘operational’ work) and Reflexive Monitoring (‘appraisal’ work).6?-71
The theory lends itself well when considering qualitative data around implementing a new intervention
in different contexts and in this work was used as a tool to structure the thinking around the different
factors arising that would affect the future implementation of the APPRAISE intervention.

The interview data in the APPRAISE study were analysed within each of the three main groups;

remand participants, CGL team and wider stakeholders. The first stage consisted of data familiarisation,
essentially reading through the transcripts to elicit any initial thoughts and feelings emerging from the
data. The next stage involved forming early codes from the data, the process of which is referred to as
‘coding’. A code refers to ‘the most basic segment, or element, of the raw data or information that can be
assessed in a meaningful way regarding the phenomenon’’> Each transcript was read and coded by JF
and was then double coded by GW at data analysis meetings to ensure consistency and refined further
or developed further as necessary. The next stages involved the codes being assimilated and emergent
data themes were mapped against the four main NPT constructs. Areas of divergence and discrepancy
were explored and the data checked for fit.
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Chapter 6 Process evaluation results

think COVID and the impact of COVID, we'll be dealing with this for a number of years going forward.
And | think the longer term effects of COVID, and some of the almost the PTSD from COVID is
something that’s going to play out over the next few years
D400S

As described in Chapter 5, quantitative and qualitative methods were employed to provide the data
required to answer the process evaluation questions. The results of the implementation dose and
quality as well as the mechanisms of change associated with the intervention are presented first. This
is then followed by the results from the qualitative interview data, which focused on the feasibility and
acceptability of the APPRAISE study intervention as well as any reflections on potential contamination
and the context within which the intervention was delivered.

Firstly, it is important to acknowledge that the impact of the COVID-19 pandemic was felt by all
participants. The pandemic resulted in prison lockdowns, social distancing and increased social isolation;
pandemic measures reduced the prison staff capacity and the space available within the prison.

All participants reported on the impact of the COVID-19 pandemic on mental health. The lockdowns
were identified as heightening mental health issues, by facilitating social isolation and reducing available
support to the prisoners even further. The stakeholders and the interventionists recalled struggling with
the different and ever-changing demands within the prison, while dealing with the unprecedented lack
of social contact and restrictions outside of the prison.

Intervention implementation results

To confirm intervention implementation, data collection was planned in two ways: intervention booklets
(dose delivered) and audio recordings (dose quality).

Dose delivered results

The full results of the in-prison and post-liberation intervention doses delivered are presented

in In-prison and post-liberation intervention delivery, Tables 17-19. To recap, of the 68 participants
randomised to the intervention condition, 53 received the in-prison intervention session (77.9%, 95%
Cl 66.2% to 87.1%). This percentage is greater than the 70% threshold specified as one of the criteria
necessary for progression to a future larger randomised controlled trial (Objective 4c). Reasons why the
in-prison intervention was not delivered are shown in Table 18. They varied from participant declining,
being sentenced, released, transferred, in crises, had COVID-19 and unknown.

Only one ‘day-3 post-prison intervention’ session was attempted and was delivered (duration

30 minutes) at the Scotland site. No ‘day-7 post-prison intervention’ sessions were attempted. Only one
‘day-21 post-prison intervention’ session was attempted and was delivered to one participant (duration
30 minutes) at the England site. The main reasons why participants did not receive the post-prison
interventions were (1) they could not be contacted and (2) CGL staff were unable to contact participants
due to the impact of the COVID-19 pandemic.

Data for the duration (minutes) of the intervention sessions across both study sites are presented for

all but one of the 53 interventions delivered in Table 19. There was a marked difference in the median
time taken to deliver the intervention between the two sites: the intervention duration was half an hour
in England compared to 1 hour in Scotland. The shortest time for an intervention was only 5 minutes in
England whereas in Scotland it was 30 minutes. The maximum time for delivery was more aligned across
sites, being 70 minutes and 80 minutes in England and Scotland, respectively.
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Dose quality (fidelity) results

Interventionist training evaluation scores

Six practitioners from CGL took part in and participated in the training. Two interventionists and two
team leaders at the England site and two interventionists at the Scotland study site (see the section
Intervention implementation) completed a five-item ‘agree’ to ‘disagree’ Likert scale evaluation asking
the trainees to score the Intervention Training sessions (see Appendix 8). Ratings for the six questions
were all 4 and 5, with the exception of three practitioners from England who rated Q5 ‘The videos used
during the training were helpful’ a 3. One England practitioner also rated Q3 ‘The training was what |
expected’ a 3.

England interventionists and team leaders provided some written evaluation feedback. There was no
written evaluation feedback from the Scotland interventionists who completed the training.

1. ‘More understanding now’

2. ‘Much more info now - trainer knew her stuff and explained really well - video clip delivery not
scripted’

3. ‘Thank you, nice relaxed training’

4. ‘The intervention video - too long and should just be an overview, not full session’.

The Audio Recordings and Behaviour Change Counselling Index scores

During the course of the pilot trial, a total of three intervention sessions were successfully recorded at
the Scotland site. Three recordings were reviewed and the BECCI instrument was completed. The mean
Practitioner BECCI score for each of the recorded sessions was 4, which indicates the interventionist has
been practising BCC to a great extent for all three of the recorded APPRAISE intervention sessions.

Contamination results

During the qualitative interviews with the participants and interventionists and those delivering care

as usual, we explored the possibility of contamination. This was with the purpose of identifying any
evidence of contamination between those in the intervention and control arm and/or the intervention
and non-intervention (care as usual) workers. There was mention of discussion of the study between
one of the remand participants and another (see sub-section ‘Coherence: acceptability of the APPRAISE
intervention’ in the section ‘Remand participants’ below) but the participant stated that he did not know
if the other participant got the intervention or not. No other evidence was obtained of contamination;
however, it would be prudent to explore this again in any future work in the absence of a global
pandemic, lockdown and restrictions across the prison estate. We had hoped to note the wing/area

in the prison where the participant was located and which other participants in the study they were
likely to have most contact with. However, this was not feasible in terms of the practicalities within the
running of the estates at each study site.

Mechanism of change results

Quantitative and qualitative data were obtained to explore the mechanisms of change. The results
of the quantitative data are presented in Chapter 4, Outcomes, Table 28 and Supplementary Material 1,
Tables $3.1 to S3.7, and Table 29 and Report Supplementary Material 1, Tables S2.1 to S2.6.

In addition, we also conducted a qualitative exploration of men on remand, and CGL team and

stakeholder responses to, and interactions with, the intervention, providing the opportunity to identify
mechanisms of change and influencing factors (see section ‘Interview results’ below).
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Context

Interviews with the three participant groups contributed to our understanding of the context within
which APPRAISE was delivered, to enable the delivery and or impact of the intervention at scale.
We also explored any differences in delivery in and across study sites where local organisational and
devolved country contexts may haFifteen semive had implications for future intervention design and
delivery. The next section provides the interview findings.

Interview results

Fifteen semistructured interviews were conducted with three participant groups from across the two
study sites (Scotland and England) and are presented by participant group in Table 31.

All remand participants were from the Scotland study site only. For the CGL team and wider stakeholder
groups, participants from each of the two study sites were distinguished by their participant code, by
using an E for England and an S for Scotland.

Remand participants

A total of four male remand prisoners were interviewed. Due to the COVID-19 regulations, following
the completion of the recruitment of participants to the study, England project staff were unable to be
granted further face-to-face access to prisoners. Therefore, as previously mentioned, all prison interview
participants were from Scotland. The key themes emerging from the remand participants’ reported data
aligned to each of the NPT constructs respectively were: Acceptability of the APPRAISE intervention;
Utility and Value to ensure ‘buy-in’ in the APPRAISE intervention; Gaining trust and ‘opening up’; and

TABLE 31 Breakdown of the interview sample by group

Participant group Participants Number of interviews Participant codes
Participant group 1: remand Male remand prisoner participating 4 Participant A
participants in APPRAISE pilot study

Participant B
Participant C
Participant D
Participant group 2: CGL team APPRAISE Interventionists 6 E200S
E300S
5$100S
$200S
S300S
S600S
Participant Group 3: wider Prison staff 5 E100S
stakeholders RAs
E400S
E500S
S400S

S$500S

Copyright © 2024 Holloway et al. This work was produced by Holloway et al. under the terms of a commissioning contract issued by the Secretary of State for Health 69
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,

distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For

attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.



PROCESS EVALUATION RESULTS

finally Provision of ongoing support to affect change (Table 32). Within each theme there were sub-
themes drawn from the data that collectively provided evidence to support our understanding of the
experiences of the remand participants interviewed who had received the intervention.

Coherence: acceptability of the APPRAISE intervention

When exploring the responses around the initial screening process, using the baseline questionnaire
to assess alcohol use, in the main, participants were happy to answer all of the questions in the
questionnaire and, in general, the questions appeared to be acceptable to the population group, with
only one participant saying they found some questions too personal.

| did feel comfortable about the questions and | understood what they meant, most of them nay bother eh

| felt fine answering them

Participant A

Some of them are a bit personal like, but | suppose | felt alright about them, aye

Participant B

The APPRAISE intervention was reported by the remand participants as being useful and having
a purpose.

Good because like, like | say, | didn’t ever talk to anybody about, so it’s good to have somebody that you
can talk to, and say I'm feeling like this and tempted to like, use drugs or drink

Participant B

It seemed useful, do you know what | mean, to help me out going forward, you know what | mean? Get a
better understanding, and not going back to old habits basically

Participant D

In addition, some participants were already able to reflect upon being able to see the benefit of
engaging with such an intervention. The data for Participant B also provide evidence of some form of
acknowledgement between remand participants about the intervention.

| don’t even know if he got the intervention, but he said he had spoke to yous. And they, it seemed, like
he'd already stopped drinking

Participant B

The data suggest that remand participants were cognisant of the APPRAISE intervention and could
reflect upon being participants in the study, the purpose of it and how it could be useful.

TABLE 32 Remand participant summary of NPT informed interview themes and subthemes

NPT construct Theme Subthemes
Coherence Acceptability of the APPRAISE e Acceptability influenced participation in the new
intervention intervention.

e Remand participants viewed the intervention as
having a useful purpose.

Cognitive participation Utility and Value to ensure e Perceived value influences motivation and willing-
APPRAISE intervention ‘buy-in’ ness to change.
Collective action Gaining trust and ‘opening up’ e Therapeutic relationship shapes the implementation.

e Those involved in delivery key in facilitating trust.

Reflexive monitoring Provision of ongoing support to e Practicalities of providing continued support
affect change perceived as being required.
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Cognitive participation: utility and value to ensure APPRAISE intervention ‘buy-in’

When considering the implementation of the APPRAISE intervention on a wider scale, a key contributor
to this, which is incorporated within the Cognitive Participation construct of the NPT, is the notion of
participants recognising the value of an intervention and hence facilitate their ‘buy-in’. Participants were
seen to value the idea that by receiving support to reduce their drinking, it could have a positive impact
on other elements of their life, including reducing re-offending and maintaining their relationships.

A specific example of this was a participant who talked about being able to see the benefit of the
intervention in allowing individuals to reduce their offending rates as a positive consequence of reducing
their drinking.

I think it’s important, | believe that most people who have committed offences have been on alcohol
or drugs eh? So, | think it is maybe important to hear people like come in prisons and say they can do
stuff. And speak about drink, because there’s big problems there, it is. If they didn’t drink, they probably
wouldn’t be half the people in prison. If they never had the problems with a drink. Yeah. So, if the good
guys get a bit of help, then maybe it would make them not commit their offences and they wouldn’t
come back.

Participant A

The notion of possible utility and value of engaging in such an intervention appeared to link to the
acceptability to engage and the motivation and willingness to change their current drinking behaviour.
Remand participants recognised that they needed help with reducing their alcohol consumption outside
of prison, from completing the initial baseline question and intervention session, and hence appeared to
welcome receiving support and having a new way of approaching it.

I wanted that support, | wanted that definitely, and into, | wanted that into it as well, you know, how
you can change and how you can do better with your life, you know what | mean? It’s just that wee bit
knowledge, that what | never had and that goes a long way when you've got it and then you're off doing it,
you know what | mean?

Participant C

Within the data, remand participants were seen to talk about not knowing where to go to access or
receive the support or help they needed when early in the process of thinking about reducing their
alcohol consumption.

If you’ve got that from inside going out, then you’ve got more of a chance | would say of you actually
doing it.
Participant C

Therefore, as the first intervention session was delivered within the prison setting, it was seen as
beneficial to participants to allow them to consider new habits once liberated.

Collective action: gaining trust and ‘opening up’

The idea of gaining trust and building a rapport during the first intervention session was reported
recurrently, and is one which is highly indicative of the Collective Action construct of the NPT. Building
and maintaining trust and having staff members who possess the relevant characteristics and qualities to
be able to do so was seen to significantly increase the acceptability of the APPRAISE intervention.

some people just cannae, | don’t know they just cannae talk to people, do you know what | mean, for
whatever reason, so I, that might be like your only barrier would be like getting through to people and
saying, listen were just here to talk about this, if you want to talk but just many people understand why
they don’t want to talk to people about things but, but whatever went on in their life basically they’re not
willing to share.

Participant B
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The issue of being unable or not wanting to talk about or vocalise problems to staff was discussed by
the participants. However, one participant talked about feeling more comfortable to talk to a peer and it
feeling more acceptable and relatable to engage with someone who had lived experience or who could
empathise with an individual’s situation and offer a positive pathway for change.

I mean, not to say you're intimidating or anything like that. You're not, but it’s like, men don't like to talk

generally, especially on issues. They kind of close down. But yeah, you need to get some people inside, |

guess. You know, so if you get someone here that goes out and reaches out to people in the hall there,

that would help | think. It's easier than them coming to you. If there’s somebody like me going to them,

and going like, listen, man, | think that'd be good for you, I've done it and | can tell you this, this is what’s

helped me, this is what it’s like, you don’t have to be fearful, if you don’t want to, you know what it is, you

don’t have to do it. You don’t have to say this. You don’t have to say that. You know but give it a chance.
Participant C

It was clear that being able to open up and to speak to the individual delivering the intervention was
important to the prison participants. The same participant talked about the importance of building

a rapport with the support worker and gaining a relationship of trust to facilitate the delivery of

the intervention.

I've got a lot of trust, I've got a lot of trust in this lassie. And that’s only because she was helping me, she
was helping me with things | didn’t know nothing about, do you know what | mean?
Participant C

The sharing of information with the intervention delivery staff emerged as key. A challenge around the
acceptability of the APPRAISE intervention was observed when the prison participants talked about
being unable to ‘open up’ and talk to a new interventionist or support worker about their personal
experiences or alcohol consumption.

Reflexive monitoring: provision of ongoing support to affect change

When asked about what would improve the intervention session or add to its usefulness or making it
worthwhile, participants considered the offer of a continuous and ongoing package of support to be
most useful.

Continuous, continuous support, you know what | mean. And letting people know, you're definitely having
the possibility of contacting people, you know, you're just not being left to your own devices, to your
own thoughts.

Participant D

All four participants welcomed the idea of having continuous and ongoing support, that they could
access easily and build on the content of the intervention, in times of need for additional support.

The discussion on the post-release intervention sessions identified them as being less acceptable and
feasible to remand participants. The remand participants talked about the importance of the post-
release intervention support being obtained quickly, before an individual was able to return to their
old habits.

| think if that, work, that help was still there right at the gate, waiting for the guy to go out to you'd have
many a chance of like benefiting.

Participant C

However, many of the participants reflected upon the challenges of a participant being released from
prison and establishing any reduction in their alcohol consumption, regardless of receiving an ABI

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/KNWT4781 Public Health Research 2024 Vol. 12 No. 11

in prison. They talked about an individual being released from prison and then finding themselves
in situations where alcohol was freely accessible again or being in the company of other individuals
that they used to drink with or who were drinking around them and falling back into previous risky
drinking habits.

I dunno like, some people might work like, aye you might work with people in the jail, and like outside the
jail, but it would be a lot harder outside the jail, because obviously other people could come in here with
all good intentions of going to interventions, or whatever it may be, but when it gets out there it’s all going
to be different, eh?

Participant B

On a more practical point, participants spoke about the difficulties that they would face in contacting an
interventionist once they were released and vice versa. One participant talked about lacking a phone,
and hence being unable to receive calls to arrange a follow-up session with a support worker or to
contact them quickly if he needed any additional support.

You see now, outside everybody expects people to have phones. | was like, I've not got a phone, you
know what | mean, so, they'd look at me and go, well some of my workers would go, ‘what you've not got
a phone?” How, now, wait a minute and they might now think different and go, ‘we need to write you a
letter’. You know, and that, a letter can take days to try and get to you, whereas a quick phone call is like
there and then isn't it.

Participant C

Therefore, different methods of keeping in contact with men post-release appeared to be a key area
warranting further consideration in future work, to facilitate successful implementation and success of
the intervention over time.

Change Grow Live team participants

A total of six members of the CGL team participated in the semistructured interviews. The team
members were all responsible for delivering alcohol and substance use interventions, within the prison
setting, prior to the study and were all employed by the respective commissioned service provider at
the time of the study taking place. This included those who delivered the APPRAISE intervention at
both study sites and had received the intervention training. From the CGL team participant data, four
key themes emerged: making sense of new ways of intervention practice; engaging in the APPRAISE
intervention content; investing in alcohol prevention interventions; and scaling up the APPRAISE
intervention (Table 33). Subthemes for each were identified, providing an insight into the context and
system within which the intervention was delivered and providing key areas for recommendations if the
APPRAISE intervention were to be scaled up and implemented. The CGL team participants reflected
upon several factors related to the prison setting and alcohol services that they reported were relevant
to the acceptability, feasibility and implementation of the APPRAISE intervention.

Coherence: making sense of new ways of intervention practice

In order to deliver the APPRAISE intervention, the CGL team who were to be involved in delivering the
intervention and supporting the study were required to undertake APPRAISE training. Even though
they were likely to have been delivering/managing/supporting a form of alcohol brief intervention
within the prison setting previously, they were asked to complete training. Interview participants were
asked about the training they received to determine whether it was fit for purpose and whether it was
acceptable and feasible to them. Training is a key part of the NPT’s Coherence construct as it relates to
the participants’ understanding of what was expected of them and being able to see the value of a new
intervention or practice.
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TABLE 33 Change Grow Live team participant summary of NPT informed interview themes and subthemes

NPT construct Theme Sub-themes
Coherence Making sense of new ways of e Acceptable and appropriate intervention training instruments
intervention practice ‘fit for purpose’.

e Currency in understanding the differences between current
and new practice.

Cognitive Engaging in the APPRAISE e Encouragement and motivation viewed as important part of

participation intervention content engaging in a new practice.

Collective action Investing in alcohol e The perceived conflict and reality of alcohol being left behind.
prevention interventions e Time and space required for delivery of APPRAISE intervention.

Reflexive Scaling up the APPRAISE e Navigating the terrain to understand the impact of the

monitoring intervention APPRAISE intervention.

Generally, the training was well received by the interventionists. It was seen to be pitched at an
appropriate level for them to understand the components of the APPRAISE ABI and to feel confident
with the delivery following the session.

When we came to doing the APPRAISE books we knew exactly, yeah. It went well.
E300S

Even participants who were not feeling enthusiastic about undertaking the training felt that it was
a valuable experience and allowed them to gain the skills and knowledge they needed to deliver
the intervention.

| was quite keen not to go through it. But I'm glad we did. Because otherwise | wouldn’t have known that
tool so well.
52008

The less acceptable elements of the training appeared to be the role-play components, the amount

of paperwork and the overall length of the session. One participant said they did not usually enjoy
role-playing in training sessions, but they agreed that it added value to the training, in developing their
understanding around the best ways to deliver an intervention to a prisoner.

I'm always apprehensive about role playing. It's not anybody’s favourite thing to do. But actually, it was, it
was quite good.
52008

The feedback about the length of the training was that the session was too long, and that the content
could be covered effectively in a shorter time frame.

I'm thinking maybe even just the one half-day probably would have been enough. Erm, cos yeah, | sort of
felt like | had it after the first one, kind of thing.
51008

In addition, the same participant felt that the amount of materials provided was overwhelming, and that
they didn't have time to look at them post training.

| remember getting a lot of paperwork though, supposed to read through and didn’t. | had every good

intention of reading the paperwork. Yes. Just never found the time.
51008
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When talking about the intervention itself and the content, the interventionists were largely positive
and indicated that it was well received by both the prisoners and the delivery staff.

everyone we talked to thought it went very well.
E3002

They seemed like the, you know, it was interesting for them, it was a little bit different. Yeah, no, it was, it
was good. Yeah, there was a little bit of resistance with some, but not with many, | would say.
5200S

The fact that the ABI was different from the usual treatment and was ‘more structured’ and ‘repetitive’
in content appeared to be a facilitator for wider implementation.

| think there was actually a bit of intrigue around it, just because it was something new and something
different. And you tend to find that does sort of pique people’s interest? That actually the idea of this
something new, something different. That might be what works for them? Was something worth sort of
buying into?

51008

Being able to see the difference from current ways of working or usual care is part of the Coherence
construct of NPT. Being able to identify how the APPRAISE intervention is different and valuing those
differences can be a key facilitator of early implementation.

Cognitive participation: engaging in the APPRAISE intervention content

Similarly, to the remand participants, the CGL team participants stressed the importance of staff
motivation and encouragement. Building a rapport between the prisoner and the interventionist
delivering the intervention meant the prisoner was more likely to share their alcohol consumption habits
and engage with the intervention content.

You know, just conversation, building some kind of rapport and relationship.
5200S

That’s the most important thing. Motivation and encouragement that’s the most important thing.
E3002

CGL team participants reported their belief that if the staff were motivated and encouraging when
delivering the ABI, the prisoners were more likely to engage and take more from it. This is indicative
of the Cognitive Participation construct of the NPT, which considers how key individuals can drive
the intervention forward and support the implementation of an intervention. If the APPRAISE
interventionists are motivated and can see the value of such an intervention, this could facilitate the
implementation further.

The need for staff buy-in is also reflective of the Cognitive Participation construct of NPT, where
implementation is supported by the relevant individuals buying into an intervention. The issue of
staff capacity and space is encompassed within the Collective Action construct, which relates to the
need for those involved in delivery of the intervention to have the motivation, capacity and ability to
deliver it.

Collective action: investing in alcohol prevention interventions

From the interviews it was clear that the services and treatment options that were currently available

to the men on remand were limited. The interventionists valued an ABI that was targeted at men on
remand, as they generally had fewer services available to them, and it provided a window of opportunity
to offer support post release.

Copyright © 2024 Holloway et al. This work was produced by Holloway et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For
attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.

75



76

PROCESS EVALUATION RESULTS

There are a lot of services in here that are only available for people who have been convicted.
200S

The lack of service and treatment options available to the remand population at the time the interviews
were undertaken was accompanied by reports that alcohol consumption was being viewed as less
important or the ‘lesser of evils’ within the remand prison setting. One participant labelled alcohol as
‘being continuously left behind’, as the primary focus tended to be on substances that were more likely
to cause significant damage in the short term, by overdosing or causing immediate harm.

I think alcohol is left behind a bit. A lot of concentration is on heroin, and methadone. Because the powers
that be are so worried about people overdosing, which, obviously we all are.
E300S

CGL team participants reported how it had been eye-opening for the remand prisoners involved in the
study to better understand the risks associated with alcohol consumption as opposed to drug use.

On a more practical level and building upon the prison setting as a suitable or feasible location for
intervention delivery, a commonly reported issue was the lack of space. All of the participants reported
room availability being very limited and often interventionists had struggled to find acceptable rooms to
deliver the APPRAISE intervention.

Issues with rooms is kind of permanently a thing. And there, there’s never enough space.
51008

As the interventionists were delivering the APPRAISE intervention over and above their usual service
provision and need for rooms, room availability was even more stretched than usual and available space
was very limited.

[ couldn’t, because there weren’t enough rooms to facilitate the APPRAISE project, whether it was you in
with interviewing somebody or [name removed] over to do the intervention with somebody. And it was
just like for goodness sake, but you know. But, again, that’s life. And that’s how it goes. And that is just one
of the ties with having such little room in this place.

51008

more dedicated time, more dedicated space. And at the end of the day, you need, you need that buy in.
51008

This is reflective of the Collective Action construct of NPT as it highlights the importance of how the
host organisation, that is, the prison estate, is able to adequately support the implementation of the new
practice; the pressures on suitable room availability could hinder the feasibility of an intervention future
roll-out.

Reflexive monitoring: scaling up the APPRAISE intervention

A specific element of the intervention content that the interventionists from the Scotland study
site reported they had found was a challenge for men on remand during intervention delivery was
in navigating the variable numbering system of different scales. Two CGL team participants talked
about the need to standardise the numbering so as to not exclude or frustrate the interventionists
during delivery.

But the one thing that confused me and confused a few of the guys that | did the brief intervention with,
was the change in the numberings. So, | think one of the, some of them were between one and five, and
some of them were between one and 10. And that did throw people off, myself included.

51008
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One participant talked about the difficulties of maintaining implementation fidelity in an ever-changing,
dynamic environment, such as the remand prison setting.

different workers have different approaches and different service users have different appointments.
5$300S

Similarly, to the remand participants, the CGL team participants found the post-release follow-up
sessions to be less acceptable and feasible to conduct in practice. Follow-ups were made challenging

by inability to make contact with prisoners post release and this was further hampered by the COVID-
19 pandemic, which made it impossible to meet face-to-face. The interventionists reflected upon the
different methods of establishing contact with the prisoners. Letters were often seen as helpful, as a tool
for prisoners to refer back to, and also sending text messages, prior to making a phone call, to introduce
who was calling them.

sending a letter can be quite helpful, because sometimes it’s just that kind of post release panic of
trying to get everything sorted out. And then the dust settles, and then they go, ‘Oh, yeah, | was offered
that support’

51008

I would send that text explaining who | am because | know these guys and they won’t answer numbers
they don’t know.
S600S

After being a part of the APPRAISE pilot study, the interventionists appeared to be positive about it
being scaled up and extended as a larger study to determine the effectiveness of the intervention and
could see the potential of the APPRAISE intervention in the setting.

yeah, | think it's, a bigger study would be good. Very definitely.
E300S

| quite liked the project. Would be nice to see it done like on a larger scale because | do think it has, it
has potential.
S100S

When asked to reflect upon the factors that would enable the delivery and facilitate future scale-up, a
key facilitator of the pilot study in the setting was the researcher being able to understand the context
and the management of the prison and hence being flexible and accommodating to any unexpected
situations that arose.

I would say that the research team was flexible, which was good, and because they appreciated the
difficulties and the pressures that we are often under as a team, due to various factors such as staffing,

for example.
53008

Being flexible aided the acceptability of conducting a research study within a prison and the researchers,
within the APPRAISE study, were able to build a rapport with staff and support them with any issues as
required, which would also be important within a future trial or considering future roll-out.

A commonly talked about barrier to research within the prison was capacity, in addition to the issue of
space. Thinking specifically about staff capacity, interventionists talked about already having a high case
load of prisoners, prior to working on the APPRAISE study, and therefore they often felt apprehensive
about the thought of a research study adding to their burden.
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| think concern for anything that we end up doing that’s an addition to somebody’s core duties that they
do, there’s always just like, concerns about how that’s fitting in. But then, | think they had a bit more
reassurance once it’s like, ‘okay, we're only going to ask you for this amount of commitment..

5$300S

Therefore, exploring ways to ameliorate these issues would contribute to future feasibility of roll-out.
On a positive note, the interventionists were in agreement that the APPRAISE study did not add
significantly to their workload in practice. However, it has to be remembered that the majority of the
post-liberation intervention delivery did not take place due to COVID-19. And participants did talk
about how they thought a larger-scale trial in the future may be more difficult in terms of capacity.

would just be capacity for workers so | guess if it was a larger study, it's just how?
5$300S

Stakeholder participants

The final group of interview participants consisted of stakeholders who were involved with the delivery
or the management of the APPRAISE pilot study. This group consisted of five participants ranging

from the researcher who was managing one of the study sites and going into the prison to recruit the
participants, to prison staff who were involved with the undertaking of the study and recruitment. The
four main themes were: understanding the diversity of the prison population for APPRAISE intervention
delivery; acceptability and utility of APPRAISE intervention champion; the value of networking; and
awareness of the individuality of the prison environment and vulnerability of the remand population. Sub
themes emerging from the stakeholder interviews are presented (Table 34).

The themes and subthemes emerging from the stakeholder interview data were very similar to those

of the interventionist data. Similar findings were reported around the prison’s logistical constraints
affecting the APPRAISE intervention feasibility, such as space and staff capacity, the importance

of engagement with prisoners and the lack of currently available support for prisoners on remand.
Overlapping findings are not discussed further in this section to avoid repetition. The novel themes and
subthemes that came out of the stakeholder data were around the intricacies of the prison environment
and how it affected the study and intervention delivery, the individual differences across the setting and
across the participants, and further barriers and facilitators to delivery of the APPRAISE intervention.

TABLE 34 Wider stakeholder summary of NPT informed interview themes and subthemes

NPT construct Theme Subthemes

Coherence Understanding the diversity of the e Cognisance of different drinking patterns of the
prison population for APPRAISE prison population.
intervention delivery e Overly complex language as a barrier where

literacy and comprehension are a factor.

Cognitive participation Acceptability and utility of the e Relevance of lived experience as an influencer in
APPRAISE intervention champion the delivery of alcohol intervention.
Collective action The value of networking e Joined-up different treatment services can

shape APPRAISE delivery.

Reflexive monitoring Awareness of the individuality of the Modifying relational work in the appraisal of a
prison environment and vulnerability of new practice or intervention.
the remand population
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Coherence: understanding the diversity of the prison population for APPRAISE

intervention delivery

The need for joined-up care and signposting to different services links to another key finding from the
stakeholder data, around understanding the remand prison population. A key facilitator in ensuring that
the APPRAISE intervention was acceptable and feasible in practice was the delivery staff being able to
understand the population. As the stakeholder group included mainly prison staff, it included people
who understood this population well.

we nheed to understand the cohorts we're dealing with as well as the remand group, particularly younger
drinkers and particularly the kind of thinking around it.
E500S

This included being able to understand that younger drinkers were likely to have different drinking
patterns, in comparison to an older population group. Therefore, having an understanding of the diverse
population group and how to work with them would be advantageous when considering the future
delivery and wider implementation.

A barrier which was reflected upon briefly in the prisoner findings, and directly linked to understanding
the population involved, was considering the language used in both the intervention and questionnaire.
Several stakeholders who had significant experience working with remand prisoners talked about the
need to simplify the language for it to be acceptable for the population. The findings highlighted that the
population group often had literacy or comprehension difficulties.

| get that | think some of it is come from, you're already, you know, evidence based and use trials. You
know questionnaires, but you're working with a different clientele?
E100S

Another stakeholder participant talked about the fact that the language that was acceptable to
academics isn't always acceptable for this population group. This led to the discussion around the need
to ‘demystify’ overly complex language.

I think the other things is finally around brief interventions is to demystify an awful lot of language that
people use in treatment eh | think academics are the worst for it.
E500S

Cognitive participation: acceptability and utility of the APPRAISE champion

Thinking about some of the findings which might increase the acceptability and utility of the APPRAISE
intervention in practice, it was reported by one stakeholder that the use of ‘intervention champions’
could be advantageous. The stakeholder talked about the importance of having an individual, within
the prison setting, who clearly saw the purpose of the intervention and who was motivated to engage
others to deliver and implement it. The stakeholder participant was able to see the effectiveness of
having an intervention champion in other settings, therefore they believed it would be useful to employ
this strategy within the remand prison setting.

they become your champions, they do it everywhere else why not do it around this particular intervention,
because when they are gone, they trained the next leader.
E500S

This finding is concurrent with the Cognitive Participation construct of the NPT, as it includes the
concept that key individuals are responsible for driving an intervention forward. Similarly to the prisoner
participants, the stakeholder participants could also see the benefit and relevance of employing people
with lived experience of alcohol use or the prison setting, in the intervention delivery process, as it
appeared more acceptable to the prisoners.
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that’s where lived experiences are really important, peer support, peer mentors, mutual aid groups,
recovery networks, visible recovery.
E500S

The discussion around prisoners and their individual needs is linked to another finding that prison
staff were often apprehensive about allowing research to be undertaken in the remand setting. One
participant talked about how they felt protective of prisoners taking part in research studies and that
they had to be able to see the benefit to the prisoner in taking part in the research, before allowing a
study to take place.

Some staff are very protective of their prisoners as well and they don't like to see tours coming in or high
school kids coming in, or university guys just coming in, because we don’t want people in our care to be
treated like, you know, it’s like a fishbowl.

54008

This is again reflective of the NPT Cognitive Participation construct, as the stakeholders needed to be
able to see the value of the new ABI to the prisoners, before agreeing to take part in the research study.

Collective action: the value of networking

Another perceived facilitator to the APPRAISE intervention delivery was being able to work with other
services to create a network and to offer signposting, and stakeholder participants frequently talked
about the importance of adopting a ‘joined-up’ approach. One participant talked about promoting a
‘social network’, to support the different treatment services.

If your cat is sick and your car breaks down who do you ring? You don’t ring the same person, so from
that perspective that’s why networks are really important, your social networks, so what you need to
understand is what social networks and what other services do they buy into, where do they go.

E500S

Working with other services and the sub-theme of trust came across in the findings. This is reflective of
the Collective Action construct of NPT, as it includes the concept of participants being able to maintain
their trust in each other’s work and expertise throughout the work of an intervention, such as the
APPRAISE ABI.

Reflexive monitoring: awareness of the individuality of the prison environment and
vulnerability of the remand population

As expected, the remand prison setting was found to be dynamic and largely unpredictable. This
meant that there was a constant pressure felt by the prison staff to be able to adapt to the changing
environment and situations.

my main interest is in this place is keeping the place safe, keeping it decent, but keeping people alive when
they come in, because | manage an awful lot of chaos in a very confined custodial setting.
E400S

They've also usually got quite a lot of chaotic things happen in the background.
54008

Specific challenges that were discussed across the two study sites, and at times which affected the
study and recruitment, included prisoners' illicit drug and alcohol use, physical violence and the prison
going into lockdown. Poor mental health was also a commonly reflected-upon issue that added to the
unpredictable nature of the population. The reported stigma of being on remand was felt to contribute
to this, with one participant reflecting upon the challenges associated with a prisoner adapting to
their environment.
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Just a week on remand can mean family breakdown, loss of job, loss of status, stigma, self-esteem, down
the toilet, you know, so that’s you, you know, you've got it branded, is right in the middle of your forehead.
S$500S

The trauma experienced by the remand prisoners as reported by one stakeholder participant identified
that this also extended to their release, and the APPRAISE study findings indicated that this was a
contributing factor to why the follow-ups were difficult in practice (aside from COVID-19), as the
prisoners struggled to ‘re-establish their lives’ post release.

And you know that that traumatic, that trauma they’ve just went through, probably might not be the one
trauma they have. They're now leaving custody to try and re-establish their life under a great deal of stress
and pressure, and probably are here at least in part due to alcoholism.

54008

The individual nature of both the prisoners and the prison setting was highlighted. Stakeholder
participants commonly reflected that what worked in one prison may not necessarily work in another,
due to the individuality of the settings. However, there was a consensus that although there were
differences experienced across prisons, there would also be a certain degree of consistency.

obviously quite different in general quite different prisons, but you would expect some consistency.
S5400S

The idea of individuality also extended to the prisoners and acknowledging their differences and
individual needs. Stakeholders talked about the importance of the services, offered to remand
prisoners, not just acting as a tick-box exercise, but being able to adapt and encompass prisoners’
individual differences.

I think, trying to just keep away from a map that’s got tick boxes on it, is better. We need to talk to that
individual about their individual needs and how it’s affecting their individual well-being.
54008

One participant talked about how prisoners were often seen to be excluded and labelled as ‘hard

to reach’, due to them not engaging in a particular activity or service. However, this was often more
complex than that because prisoners were seen to be likely to be struggling with various issues, or it was
found that the service did not meet their needs or was not acceptable to them etc.

services generically are quite often designed where people don’t feel they're included.
E500S

Therefore, it appeared to be important to consistently appraise the ABI to ensure it is not a ‘one size fits
all’ approach and that it meets a range of different prisoners’ needs. This is reflective of the Reflexive
Monitoring construct of NPT, which highlights the importance of modifying relational work in the
appraisal of a new practice or intervention. Clearly clarifying which components of the ABI can be subject
to modifications and which need to exist as ‘core components’ will aid implementation in a future trial.

Summary of findings

Analysis of the 16 interviews highlighted key findings from the qualitative work, in regard to the
acceptability and the feasibility of the APPRAISE intervention. The in-prison APPRAISE intervention
session appeared to be acceptable and feasible to receive and deliver according to all of the participants
we asked. The intervention sessions delivered post liberation appeared to be more challenging in
practice and less feasible to complete because of a plethora of different factors, such as being unable
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to re-establish contact with males upon their release and individuals relapsing to their previous risky
alcohol consumption when alcohol was more freely available. Therefore, it would be imperative to
explore different ways to make contact with the men post release and to provide more emphasis to
strategies of avoiding relapse in future work, if pursuing an intervention which included post-release
sessions. Picking up on the value of networking, it may be prudent to explore how the Probation Service
could play a role in facilitating making contact with the men post liberation.

The prisoner participants appeared to welcome receiving support for making changes to their alcohol
consumption and talked about the utility and value of the intervention in order to ensure buy-in

from them. Importantly, they also mentioned the need for the provision of ongoing support and the
practicalities of that. Fundamental to the men was the importance of fostering an environment that
promoted an individual to feel comfortable and trusting of the interventionist, in order for the men to
open up and share their personal experiences and discuss their consumption patterns and potentially
other areas of their lives that were relevant to drinking.

The interventionist findings also included the importance of building a rapport with prisoners when
undertaking the intervention sessions. In addition, they talked about how the prison setting and culture
affected the acceptability and the feasibility of implementing an intervention due to the lack of currently
available options to the remand population, the lack of available space in the prison and limited staff
capacity. Investing in alcohol prevention interventions were identified as important as other behaviours
that impact on health and well-being. The intervention training and content appeared to be largely
acceptable and were key to identifying the purpose of the intervention, while understanding the impact
of the intervention would facilitate scaling up in the longer term, although it was thought that the time
taken and the materials used could be reduced to ensure the feasibility in future roll-out. The delivery
significantly benefited from staff buying into the intervention and being motivated and engaged with
the content.

The final stakeholder group expressed the need for implementation to fully understand and respond to
the diversity across the prison population and the different drinking patterns that may exist. They also
believed that the language used could be modified and simplified to be more acceptable for the remand
population. In addition, the need to create safe spaces, fostering inclusivity and adaptation to meet

the individual needs of the remand population, was identified. An awareness of the vulnerability within
the prison environment for those on remand and being cognisant of this in working to implement new
interventions within the estate was identified as being required. The relevance of the lived experience
and that those with it can have a role to play alongside the wider network of services could shape the
implementation of the APPRAISE intervention.

Finally, all participants interviewed appeared to be enthusiastic about facilitating future work in
the area and building upon the delivery of the ABI in the APPRAISE study. Researchers were able
to introduce the study effectively, develop rapport with the prison staff and maintain flexibility to
ensure minimal disruption to the setting, even during the unprecedented COVID-19 pandemic. The
fact that participants relayed that the services and treatment options currently available to remand
prisoners were extremely limited further highlights the need to broaden the existing services in
this area and work towards a future trial of the APPRAISE intervention to determine the APPRAISE
intervention effectiveness.

This, therefore, further confirmed the importance of the remand prison setting as a suitable location
for delivering the APPRAISE intervention and the importance of the wider network that could
support implementation.

Although this did not appear to have a negative impact on delivery, in a future roll-out it may be prudent

to condense training sessions and the accompanying materials to ensure that it remains acceptable and
feasible to a larger cohort of interventionists.
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Chapter 7 Economic study

Were the APPRAISE intervention to demonstrate effectiveness, the next barrier to widespread
adoption would be cost efficiency. While stated policy criteria exist in the UK health sector to
guide the design of health research,”® the APPRAISE intervention encompasses a wider stakeholder
group, including the prison and wider criminal justice system (CJS) stakeholders, and the prisoners
themselves. These groups additionally require convincing of value from their own perspective to help
alleviate implementation barriers. Hence, a standard health and social care perspective alone may not
provide sufficient evidence needed by all parties in their independent decision-making, and a broader
taxonomy of outcomes is necessary. Conducting any analysis in a prison setting adds challenges to data
collection and analysis, hence the feasibility of collecting data to inform data analysis requires exploring
and refining prior to any significant investment in a larger definitive trial. To that end, we present the
findings of the APPRAISE economic substudy, including a micro-costing methodology protocol, and

a revision of the Economic Form 90 for a UK context,®® and some provisional scoping of routine data
sources to support future cost-effectiveness analyses (CEA) in this area. We anticipate this work to be
valuable as we believe this to be the first of its kind for an extended ABI in this setting and that the
methods we have discussed will likely be relevant and transferable across other ABI settings.

Full details of the wider trial methodology are given elsewhere in this report and in our published study
protocol.! This chapter focuses exclusively on the economic evaluation pilot study. Specifically, we
discuss efforts undertaken to address the study Objectives 1d, 1e and 1f.

1d. Can we collect economic data needed for a future definitive RCT?
1le. Can we access recidivism data from the PNC databases for trial participants?
1f. Can we access health data from routine NHS data sources for trial participants?

To aid UK policy relevance, the base-case costing perspective was based on the NICE recommended
NHS and personal social services (PSS) perspective,”® with the addition of criminal justice and prison
service costs to future support prison sector buy-in. The economic study focuses on the opportunity
cost of intervention implementation from these perspectives. Further planned analyses aimed to widen
this to a whole societal perspective with the further inclusion of employment, welfare, and third-sector
addiction services, as well as including future cost savings from the NHS and PSS perspectives. For
this pilot feasibility study, the base year for all costs was set to the 2020-1 financial year, selected

at the latest financial year from which any prisoner provided data on balance internal and external
validity. Discounting and inflation adjustments were not necessary as the time horizon for analysis was
under 1 year, and all price estimates related directly to the base year. A Consolidated Health Economic
Evaluation Reporting Standards (CHEERS) checklist indicating the location of key economic principles
and methods can be found in Appendix 12.

Methods

The economic evaluation pilot study aimed to evaluate the feasibility of collecting economic data to
inform design of a potential future RCT of the APPRAISE intervention in a UK prison setting. This had
three principal components:

1. development and pilot testing of an activity-based costing (ABC) exercise adapting recommen-
dations from Drummond et al.,”” which aimed to estimate the resources used to deliver the ABI
programme, and equivalent usual care, and associated financial cost of these

2. pilot testing of the collection of self-report data on prisoners’ health care, social care, criminal jus-
tice, welfare payments, employment, and third-sector addiction-service utilisation at baseline and at
6- and 12-month follow-ups using an adapted Economic Form 90
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3. an examination of the feasibility of accessing recidivism data from the PNC databases, and health
data from routine NHS data sources for research purposes within a prisoner population.

Of note are overlaps between potential data items obtainable via components 2 and 3. We sought

to compare data quality to both validate our survey data instrument and identify the preferred data-
collection approach to provide an informed balance of data quality and participant self-report burden.
We initially planned to publish a health economic analysis plan prior to analysis; however, disruptions
due to the pandemic necessitated a number of ad hoc adaptations.

The activity-based costing exercise
The proposed ABC exercise was based on the recommendations by Drummond et al.,”” and consisted of
four principal steps:

1. Step 1 - ataxonomy of intervention activities was created. A 1-day consultation exercise was held,
with both the staff delivering the intervention and the research staff involved in the APPRAISE
pilot study, to identify all of the resources that would be required in the implementation of the
APPRAISE intervention, at scale, in a future hypothetical roll-out, as opposed to those only required
for research purposes. A detailed narrative was constructed, for each study site, which documented
the key components of the intervention delivery and the process. The intervention activities were
listed in the sequence performed, in relation to each participant, and the resources that were used
for each activity.

2. Step 2 - resources used for each activity were measured. The staff delivering the APPRAISE inter-
ventions in each study site were asked to note the duration of each intervention activity and the
necessary materials and commodities that were required before, during, and after each stage of
intervention. Examples of these resources measured included: the time taken to locate participants
using their preferred method of contact; the preparation and printing of the intervention materials;
and the actual time taken for the delivery of the intervention sessions. Security protocols and pro-
cedures prohibited the use of use electronic equipment for recording this information. In order to
comply, handwritten research diaries were instead compiled. These were either transcribed verba-
tim or were scanned and shared retrospectively within the economic research team.

3. Step 3 - identification of unit cost. Where possible, unit costs for each resource use item were iden-
tified based on the study invoices and targeted (non-systematic) literature searches or sourced from
expert knowledge within the team. Priority was given to the estimates considered to be best fit to a
hypothetical future roll out (at scale) where multiple estimates were located.

4. Step 4 - calculation of costs. The resources identified in Step 2 were combined with the unit costs
from Step 3 to generate estimations of the costs of each activity.

These calculations are not intended as an accurate estimation of costs of a hypothetical future roll-out,
but rather as a demonstration of how these might be calculated in a future trial. Of particular note is that
differences in prison procedures would be expected to yield differences in durations and costs of each
type of activity, and that a larger study would need to account for this. To this end, separate outputs
from Steps 1 and 2 were generated and compared for each site.

Adaptation of the Economic Form 90

The items of the Economic Form 90 were systematically examined in consultation with a UK economist
and experts in the prison and addiction-services fields to identify UK equivalents for each entry and
anything missing, and remove anything not relevant in a UK context. Questions were additionally
rephrased for clarity to a UK reader and PPI input was solicited.

Unit costs for each item were identified by a non-systematic literature search, alongside those from the

ABC exercise, with the same preference given to national-level unit costs to maximise relevance to a
hypothetical future roll out (at scale).
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Examination of Police National Computer and National Health Service data sources

Permission to access PNC and PHS data sets was requested from prison authorities. Upon receipt these
were to be examined for data quality and compared to results of the Form 90 survey to cross validate.
Results from this comparison would inform the optimal balance of data items to be obtained from each
source in a future definitive trial. Consideration was to be given to any missing items, and if these were
estimable via other sources, such as literature or modelling.

Results

Disruption due to coronavirus disease discovered in 2019 pandemic

Follow-up data collection for multiple parts of the study became disrupted as researchers were unable
to access prison services due to revised safety protocols. This had the following notable impacts on the
economic substudy:

e |t was not possible collect the anticipated number of Economic Form 90 surveys, preventing analysis
and validation efforts. However, the adaptation process was completed prior to onset of the
pandemic, and scoping of potential sources for price weights was possible remotely.

e Prison staff experienced sharp increases in workloads which they needed to prioritise over research
efforts, leading to lower participation rates and possibly different duration of intervention sessions
than might be anticipated in a live roll-out.

e Time spent locating prisoners for post-liberation intervention sessions increased due to additional
complexities of doing so remotely that may not reflect future methods.

Activity-based costing exercise

Row headings on Tables 35-37 display the items identified in Stage 1 of the ABC process via day
consultation. Tables were then populated in Steps 2-4 detailing all activities, staff costs and the unit
cost sources. Separate estimates are provided for the Scotland and England study sites to account for
differences in services and local salaries of staff providing services.

Table 35 breaks down staff costs associated with delivering the intervention. The intervention service

providers (CGL) at each study site were asked to provide a typical salary cost for the different roles
delivering the APPRAISE intervention so that the intervention staff salary cost could be estimated.

TABLE 35 APPRAISE intervention staff delivery costs

APPRAISE activities England cost Scotland cost

Session 1 Co-ordinator annual salary ~ Co-ordinator annual salary
Approximately 45 minutes with a co-ordinator plus an cost = £21,630-£21,812 cost = £23,218.59-£26,983.44
additional participant-locating cost 45 minutes 45 minutes only

Session 2 Support worker annual salary Support worker annual salary
Approximately 20 minutes with an intervention support  cost = £18,213-£19,847 cost = £18,895.07-£19,744.94
worker plus an additional participant-locating cost 20 minutes 20 minutes

Session 3 Support worker annual salary Support worker annual salary
Approximately 20 minutes with an intervention support  cost = £18,213-£19,847 cost = £18,895.07-£19,744.94
worker plus an additional participant-locating cost 20 minutes 20 minutes only

Session 4 Support worker annual salary Support worker annual salary
Approximately 20 minutes with an intervention support  cost = £18,213-£19,847 cost = £18,895.07-£19,744.94
worker plus an additional participant-locating cost 20 minutes 20 minutes
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Values obtained for these, correct at the time of the pilot study undertaking (2020), are included in
Table 35. Participant locating time proved more difficult to determine and hence it was more difficult to
provide a meaningful estimation of the staff cost associated with it. In the pilot study these tended to
be lower-paid staff, such as support workers or administrative staff, attempting to make contact with a
participant. The time taken to schedule a follow-up intervention session or to successfully make contact
to start the intervention session remotely (by telephone) often varied significantly. Some individuals
could be reached quickly (within 10-15 minutes) or it could be ascertained quickly that the listed
provided contact methods could no longer be used, for example their phone number was no longer in
use or e-mails to their address were bouncing back etc. This was in direct contrast to those who were
unable to be reached after frequent attempts, by different methods of contact, or those who would reply
once and then would stop replying. Successful completion of follow-up interventions was low, even
with large amounts of time spent attempting to make contact. However, it was difficult to establish how
much of an effect the COVID-19 pandemic had in this lack of successful contact; thus it needs to be an
area to explore further in a future cost analysis, rather than attaching a cost estimate to the participant-
contacting time with limited insight.

Table 36 documents the one-off and the ongoing staff training costs that would be associated with
implementing the APPRAISE intervention in practice. Initial APPRAISE interventionist staff training
consisted of a one-time in-depth training session lasting approximately 2 hours. This was followed by
refresher courses every 6 months typically lasting 20-30 minutes, and weekly 5-10-minute debriefs

to allow the intervention staff to catch up with the research staff around their progress and to provide
updates and to discuss any concerns or queries. However, disentangling research-only costs from those
that would be present in a real-world setting may require separate sampling, and/or may be better
handled by attributing varying proportions of activities to each in sensitivity analysis in a next-stage
RCT. These staff costs, associated with the intervention delivery training, would vary dependent on the
numbers of the different staff roles that were required in each location, and across the two study sites.

Table 37 presents other resource-utilisation costs required when delivering the APPRAISE intervention.
As several of the questionnaires form part of the screening and recruitment process, and prison security
processes and procedures prevented all non-paper-based data-collection options, printing costs totalling
£6.45 per participant were unavoidable.

Depending on which session was being undertaken a plethora of different methods may be used to
contact participants for follow-up intervention sessions. These included the cost of using a telephone
or text messages, sending written letters or using the internet for social media or WhatsApp. In the
pilot study, all of the required printing was conducted and costed by the research staff at the University

TABLE 36 APPRAISE ABI staff training costs

Training England cost Scotland cost

Co-ordinator annual salary
cost = £23,218.59-£26,983.44
Support worker annual salary

Co-ordinator annual salary
cost = £21,630-£21,812
Support worker annual salary

Initial training
Generally, 2 hours and dependent on number of
staff trained

cost = £18,213-£19,847

Co-ordinator annual salary
cost = £21,630-£21,812
Support worker annual salary
cost = £18,213-£19,847

Refresher training
Generally, 30 minutes and dependent on number
of staff trained

Co-ordinator annual salary
cost = £21,630 - £21,812
Support worker annual salary
cost = £18,213 - £19,847

Ongoing weekly debrief in prison
Generally, 10 minutes and dependent on number
of staff

cost = £18,895.07-£19,744.94

Co-ordinator annual salary

cost = £23,218.59-£26,983.44
Support worker annual salary
cost = £18,895.07-£19,744.94

Co-ordinator annual salary
cost = £23,218.59-£26,983.44
Support worker annual salary
cost = £18,895.07-£19,744.94
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TABLE 37 Other resource costs associated with the APPRAISE ABI

Resource Resource breakdown Price per item
Printing APPRAISE information booklet £0.42

Consent form £0.57

Participant contact details form £0.12

Baseline questionnaire (with AUDIT-C) £2.43

APPRAISE alcohol unit postcard £0.19

APPRAISE follow-up intervention booklet £2.60
Contacting participants Letters Printing letter - £0.12

Envelope - £0.11

2nd-class postage - £0.66

Telephone calls £0.25 per minute
Text messages £0.10 per message
Internet (WhatsApp or social media) £0.10/MB

of Edinburgh, which included the follow-up letters. Any further attempts to contact participants or to
conduct phone-based follow-up sessions were conducted using a researcher’s phone, but with a new
pay-as-you-go sim card. The sim card was free to obtain, but the phone costs have been quoted from
the listed provider’s pay-as-you-go costs at the time of the study. Costs of these in future studies or
eventual roll-outs may vary, and users of these results may wish to substitute their own local estimates.

Factors, such as rooms in prisons needed to undertake sessions were provided free and so were not
included in the pilot ABC exercise. While these are anticipated to have opportunity costs associated
with them, costs at a given prison will vary substantially and arguably only incur an opportunity cost

if the room was needed for another purpose. Financial values for these are challenging to estimate
reliably and may be misleading if they appear overly specific. Nevertheless, their need is noted in a more
qualitative sense, with recommendation that future work or roll-outs include these costs and use local
estimates for decision purposes where possible.

Adaptation of Economic Form 90

The adapted version of the Economic Form 90 survey developed as part of this study can be found
in Appendix 9. While the COVID pandemic prevented data collection, it was still possible to identify
candidate sources of price weights for items included in the survey. These are listed in Table 38.

Note that this table provides potential price weight sources as opposed to specific price weights
and values for a given base year. This is to provide a guide for future survey users to source weights
appropriate to their analysis which may not have been published at time of writing.

While the specific content of each may change in a given year of publication, standard UK price weight
sources, such as the Personal Social Services Research Unit (PSSRU) unit costs of health and social care
series’® and the NHS reference cost report series”” are likely to be suitable for the majority if not all of
the health and social care aspects of the survey. PSSRU additionally has some content for substance
misuse including alcohol services, albeit with more limited content.

A small number of items were identified as being likely to require bespoke or local pricing to best reflect
the differences in regional availability of services and prices, namely those relating to housing costs and
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TABLE 38 Candidate unit cost sources for adapted Economic Form 90 questionnaire

Item Unit Unit cost source Notes
Healthcare costs
GP consultations Per consultation PSSRU unit costs”®

Practice nurse consultations Per consultation PSSRU unit costs

Psychiatrist Per consultation PSSRU unit costs
Psychiatric nurse Per consultation PSSRU unit costs
Inpatient admissions Per day NHS reference costs”/ISD

cost book®®

Emergency dept. visits Per visit NHS reference costs/ISD
cost book

Social care costs

Social worker in person Per consultation PSSRU unit costs

Social worker phone Per consultation PSSRU unit costs

Ad(diction services

Alcohol services Per consultation? ~ PSSRU unit costs

Drug services Per consultation?  PSSRU unit costs

Third sector Per consultation? = Recommend local pricing Costs will depend on organisation

in question. Recommend
bespoke costing, such as private
communications.

Criminal justice system costs

Arrests Per event See comments in text below
Custody Per night See comments in text below
Prison Per night See comments in text below
Hospital security detail Per night See comments in text below
Welfare

Stayed at hostel Per night Recommend local pricing
Stayed at B&B Per night Recommend local pricing
Residential care/supported Per night Recommend local pricing

accommodation/shelter

Housing benefit Total GBP paid N/A Recorded in GBP. No price weight
required.

Universal credit Total GBP paid N/A Recorded in GBP. No price weight
required.

ISD, Information Services Division.

third-sector alcohol services. While a similar argument for local costing could be made for health and
social care aspects, housing and third-sector alcohol services are likely to be part of costing perspectives
falling out with a national programme or organisation (such as the NHS), but rather on the individual or a
programme regional budget.

Price weights for criminal justice aspects may warrant some minor rewording of the survey to better
match the granularity of the available sources in the literature. For example, Ramponi et al. break down
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costs by form of crime (e.g. assault/robbery/criminal damage) rather than as components of system
use (e.g. arrest/custody/prison).?! In the absence of a recurring national publication for such items,
researchers may wish to identify price weights prior to survey issue and adapt the questionnaire to suit.

Response rates of Economic Form 90
While the adapted Economic Form 90 was issued at baseline, its follow-up issues were hampered by the
pandemic, as shown by Table 39.

The baseline data completeness and self-reported responses are shown in Table 40 (health and social
care), Table 41 (living arrangements), Table 42 (employment status) and Table 43 (criminal justice
service utilisation).

TABLE 39 Number of adapted Economic Form 90 issued by time point

Baseline 6 months 12 months

Intervention Control Total Intervention Control Total Intervention Control Total
England 46 44 90 0 0 0 2 2 4
Scotland 22 20 42 2 1 3 7 7 14
Total 68 64 132 2 1 3 9 9 18

TABLE 40 Completeness and self-reported responses to health and social care aspects of adapted Economic Form 90

Item Intervention Control Total
Total number of prisoners 68 100.0% 64 100.0% 132 100.0%
Since (date), have you been to Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%
hospital?
No: N, % 47 69.1% 44 68.8% 91 68.9%
Yes: N, % 21 30.9% 20 31.3% 41 31.1%
If Yes, how many times? Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%
Answered: N, % 21 100.0% 20 100.0% 41 100.0%
Visits: mean, SD 24 1.70 1.7 0.90 2.1 1.40
If Yes, did you stay overnight? Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%
No: N, % 11 16.2% 8 12.5% 19 14.4%
Yes: N, % 10 14.7% 12 18.8% 22 16.7%
If Yes, how many nights in Missing/unknown: N, % 1 4.8% 0 0.0% 1 2.4%
total?
Answered: N, % 9 42.9% 12 60.0% 21 51.2%
Nights: mean, SD 10.7 9.80 4.3 7.70 7 9.00
Are you registered with a GP? Missing/unknown: N, % 1 1.5% 1 1.6% 2 1.5%
No: N, % 11 16.2% 9 14.1% 20 15.2%
Yes: N, % 56 82.4% 54 84.4% 110 83.3%
If registered, have you Missing/unknown: N, % 1 1.8% 0 0.0% 1 0.9%
visited a GP?

continued

Copyright © 2024 Holloway et al. This work was produced by Holloway et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For
attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.

89



90

ECONOMIC STUDY

TABLE 40 Completeness and self-reported responses to health and social care aspects of adapted Economic Form 90 (continued)

Item

If Yes, how many times?

If registered, have you visited a
practice nurse?

If Yes, how many times?

Since (date), have you been
visited by a community
psychiatric nurse?

If Yes, how many times?

Since (date), have you been to
any addiction services?

If Yes, did you stay overnight
for any visit?

Since (date), have you been to
A&E?

If Yes, how many times?

If Yes, were any of these times
when you were in prison?

No: N, %
Yes: N, %

Missing/unknown:

Answered: N, %

Visits: mean, SD

Missing/unknown:

No: N, %
Yes: N, %

missing/unknown:

Answered: N, %

Visits: mean, SD

Missing/unknown:

Missing/unknown:

No: N, %

Yes: N, %

Missing/unknown:

Answered: N, %

Visits: mean, SD

Missing/unknown:

No: N, %
Yes: N, %

Missing/unknown:

No: N, %
Yes: N, %

Missing/unknown:

No: N, %
Yes: N, %

Missing/unknown:

Answered: N, %

Visits: mean, SD

Missing/unknown:

No: N, %

N, %

N, %

n, %

N, %

N, %

N, %

N, %

N, %

N, %

N, %

N, %

Intervention
19 33.9%
36 64.3%
1 2.8%
35 97.2%
3.1 3.00
1 1.8%
40 71.4%
15 26.8%
3 20.0%
12 80.0%
23 1.60
1 1.5%
0 0.0%
65 95.6%
3 4.4%
0 0.0%
3 100.0%
1.7 0.60
2 2.9%
48 70.6%
18 26.5%
2 11.1%
16 88.9%
0 0.0%
2 2.9%
31 45.6%
35 51.5%
0 0.0%
35 100.0%
1.7 14
0 0.0%
27 77.1%

Control
23
31
0
31
2.9
0

45

56

45
18

14

35
29

29
1.5

20

42.6%
57.4%
0.0%
100%
2.60
0.0%

83.3%
16.7%
11.1%
88.9%
1.80
1.6%
1.6%

87.5%
10.9%
0.0%
100.0%
2.20
1.6%

70.3%
28.1%
22.2%

77.8%
0.0%
0.0%

54.7%
45.3%
0.0%
100.0%
0.9
0.0%

69.0%

Total
42
67

1
66

85
24

20
23

121
10

10
22

93
36

30

66
64

64
1.6

47

38.2%
60.9%
-1.5%
98.5%
2.80
0.9%

77.3%
21.8%
16.7%
83.3%
1.60
1.5%
0.8%

91.7%
7.6%
0.0%

100.0%
1.90
2.3%

70.5%
27.3%
16.7%

83.3%
0.0%
1.5%

50.0%
48.5%
0.0%
100.0%
1.2
0.0%

73.4%
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TABLE 40 Completeness and self-reported responses to health and social care aspects of adapted Economic Form 90 (continued)

Public Health Research 2024 Vol. 12 No. 11

Item Intervention Control Total

Yes: N, % 8 22.9% 9 31.0% 17 26.6%
If Yes, how many times? Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%

Answered: N, % 8 100.0% 9 100.0% 17 100.0%

Visits: mean, SD 2 1.8 11 0.3 1.5 1.3
If Yes, did you ever use an Missing/unknown: N, % 0 0.0% 1 3.4% 1 1.6%
emergency ambulance?

No: N, % 16 45.7% 12 41.4% 28 43.8%

Yes: N, % 19 54.3% 16 55.2% 35 54.7%
If Yes, how many times? Missing/unknown: N, % 1 5.3% 0 0.0% 1 2.9%

Answered: N, % 18 94.7% 16 100% 34 97.1%

Trips: mean, SD 1.6 1.1 1.2 0.4 1.4 0.9
Since (date), have you been Missing/unknown: N, % 0 0.0% 2 3.1% 2 1.5%
working with a social worker?

No: N, % 51 75.0% 47 73.4% 98 74.2%

Yes: N, % 17 25.0% 15 23.4% 32 24.2%
If Yes, how many times have Missing/unknown: N, % 2 11.8% 0 0.0% 2 6.3%
you been in contact?

Answered: N, % 15 88.2% 15 100.0% 30 93.8%

Contacts: mean, SD 14.7 12.9 10.5 8 126 108
If Yes, how many times were by  Missing/unknown: N, % 4 24% 1 7% 5 16%
phone?

Answered: N, % 13 76% 14 93% 27 84%

Contacts: mean, SD 31 4 4.8 8 4 6.3
If Yes, how many times were in ~ Missing/unknown: N, % 0 0% 0 0% 0 0%
person?

Answered: N, % 17 100% 15 100% 32 100%

Contacts: mean, SD 11.9 12.7 7.4 7.1 9.8 10.5
If Yes, how many times were Missing/unknown: N, % 4 24% 1 7% 5 16%
while you were in your home?

Answered: N, % 13 76% 14 93% 27 84%

Contacts: mean, SD 10.1 15.1 0.9 1.1 53 113
Since (date), have you tried Missing/unknown: N, % 0 0.0% 2 3.1% 2 1.5%
to access help from any other
support services?

No: N, % 52 76.5% 45 70.3% 97 73.5%

Yes: N, % 16 23.5% 17 26.6% 33 25.0%
If Yes, how many times? Missing/unknown: N, % 3 18.8% 6 35.3% 9 27.3%

Answered: N, % 13 81.3% 11 64.7% 24 72.7%

Contacts: mean, SD 4.8 5.7 9.7 8.7 7.1 7.5
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TABLE 41 Completeness and self-reported responses to living arrangements aspects of adapted Economic Form 90

Item

What are your current living arrangements?

Living alone

Living with a partner

Living with other family
members

Living with friends

Owned or rented property
(you must be the tenant/joint
tenant)

Council property/housing
association (you must be the
tenant/joint tenant)

Hostel

Bed and breakfast

Residential care/shelter/
supported accommodation

Other (including rough
sleeping, sofa surfing)

Since (date), have you been
homeless at any point?

If Yes, how many nights?

Unchecked
Checked
Unchecked
Checked
Unchecked

Checked
Unchecked
Checked
Unchecked

Checked
Unchecked

Checked
Unchecked
Checked
Unchecked
Checked
Unchecked

Checked
Unchecked

Checked

Missing/unknown: N, %

No: N, %

Yes: N, %
Missing/unknown: N, %
Answered: N, %

Nights: mean, SD

Since (date), have you stayed in any of the following?

Hostel

If Yes, how many times?

Unchecked
Checked

Missing/unknown: N, %

Intervention
50 73.5%
18 26.5%
55 80.9%
13 19.1%
47 69.1%
21 30.9%
66 97.1%
2 2.9%
64 94.1%
4 5.9%
61 89.7%
7 10.3%
68 100.0%
0 0.0%
66 97.1%
2 2.9%
61 89.7%
7 10.3%
59 86.8%
9 13.2%
3 4.4%
44 64.7%
21 30.9%
0 0.0%
21 100.0%
1234 109
64 94.1%
4 5.9%
0 0.0%

Control

a4

20

51

13
42

22
63

61

58

63

63

64

54

10

44
20

20
97.5

62

68.8%
31.3%
79.7%
20.3%
65.6%

34.4%
98.4%

1.6%
95.3%

4.7%
90.6%

9.4%
98.4%
1.6%
98.4%
1.6%
100.0%

0.0%
84.4%

15.6%
0.0%

68.8%
31.3%
0.0%
100.0%
77

96.9%
3.1%
50.0%

Total

94
38
106
26
89

43
129

125

119

13
131

129

125

113

19
3

88
41
0
41
110.8

126

71.2%
28.8%
80.3%
19.7%
67.4%

32.6%
97.7%
2.3%

94.7%

5.3%
90.2%

9.8%
99.2%
0.8%
97.7%
2.3%
94.7%

5.3%
85.6%

14.4%
2.3%

66.7%
31.1%
0.0%
100.0%
94.5

95.5%
4.5%
16.7%
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TABLE 41 Completeness and self-reported responses to living arrangements aspects of adapted Economic Form 90 (continued)

Item

Bed and breakfast

If Yes, how many times?

Residential care/shelter/
supported accommodation

If Yes, how many times?

Answered: N, %

Nights: mean, SD

Unchecked
Checked

Missing/unknown: N, %

Answered: N, %

Nights: mean, SD

Unchecked

Checked

Missing/unknown: N, %

Answered: N, %

Nights: mean, SD

Intervention
4 100.0%
28.3 14.8
62 91.2%
6 8.8%
0 0.0%
6 100.0%
40 70.2
59 86.8%
9 13.2%
0 0.0%
9 100.0%
81.3 73.1

Control
1
3

61

58
62

60.0

50.0%
95.3%
4.7%
0.0%
100.0%
68.6
96.9%

3.1%
50.0%
50.0%

Total
5 83.3%
232 171
123 93.2%
9 6.8%
0 0.0%
9 100.0%
46 65.8
121 91.7%
11 8.3%
1 9.1%
10 90.9%
79.2 692

TABLE 42 Completeness and self-reported responses to employment and benefits aspects of adapted Economic Form 90

Item Intervention Control Total
Are you currently employed? Missing/unknown: N, % 0 0.0% 1 1.6% 1 0.8%
No: N, % 52 76.5% 52 81.3% 104 78.8%
Yes: N, % 16 23.5% 11 17.2% 27 20.5%
If No, have you been Missing/unknown: N, % 0 0.0% 1 1.9% 1 1.0%
employed at any point since
(date)?
No: N, % 43 82.7% 43 82.7% 86 82.7%
Yes: N, % 9 17.3% 8 15.4% 17 16.3%
If Yes, how many jobs have Missing/unknown: N, % 3 18.8% 1 9.1% 4 14.8%
you had during this time?
One 13 81.3% 10 90.9% 23 85.2%
If Yes, how many weeks have Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%
you been employed between
(date) and now?
Answered: N, % 16 100.0% 11 100.0% 27 100.0%
Weeks: mean, SD 22.5 7.2 314 50.1 26.1 31.9
Do you currently receive Missing/unknown: N, % 1 1.5% 1 1.6% 2 1.5%
any money from a public or
government source?
No: N, % 17 25.0% 23 35.9% 40 30.3%
Yes: N, % 50 73.5% 40 62.5% 90 68.2%
continued
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TABLE 42 Completeness and self-reported responses to employment and benefits aspects of adapted Economic
Form 90 (continued)

94

on remand?

Item Intervention Control Total
If Yes, approximately how Missing/unknown: N, % 5 10.0% 1 2.5% 6 6.7%
much do you receive in total
per week?
Answered: N, % 45 90.0% 39 97.5% 84 93.3%
GBP: mean, SD 114.7 93.2 1171 75.7 1158 85.0
If No, have you been Missing/unknown: N, % 0 0.0% 1 1.9% 1 1.0%
employed at any point since
(date)?
No: N, % 43 82.7% 43 82.7% 86 82.7%
Yes: N, % 9 17.3% 8 15.4% 17 16.3%
If Yes, how many jobs have Missing/unknown: N, % 3 18.8% 1 9.1% 4 14.8%
you had during this time?
One 13 81.3% 10 90.9% 23 85.2%
If Yes, how many weeks have Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%
you been employed between
(date) and now?
Answered: N, % 16 100.0% 11 100.0% 27 100.0%
Weeks: mean, SD 22.5 7.2 314 50.1 26.1 31.9
TABLE 43 Completeness and self-reported responses to criminal justice aspects of adapted Economic Form 90
Item Intervention Control Total
Since (date), have you been Missing/unknown: N, % 0 0 0 0 0 0
arrested?
No: N, % 0 0 1 1.6% 1 0.8%
Yes: N, % 68 1 63 98.4% 131 99.2%
If Yes, how many times? Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%
Answered: N, % 68 100% 63 100.0% 131 100.0%
Times: mean, SD 2.4 3.6 2.7 24 2.5 2.1
Since (date), have you spent at  Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%
least one night in custody?
No: N, % 1 1.5% 0 0.0% 1 0.8%
Yes: N, % 67 98.5% 64 100.0% 131 99.2%
If Yes, was this police custody,  Missing/unknown: N, % 1 1.5% 0 0.0% 1 0.8%
prison, or both?
Police custody: N, % 0 0.0% 0 0.0% 0 0.0%
Prison: N, % 2 2.9% 2 3.1% 4 3.0%
Both: N, % 65 95.6% 62 96.9% 127 96.2%
If Yes, how many nights spent  Missing/unknown: N, % 1 1.5% 1 1.6% 2 1.5%
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TABLE 43 Completeness and self-reported responses to criminal justice aspects of adapted Economic Form 90 (continued)

Item Intervention Control Total

Answered: N, % 66 98.5% 63 98.4% 129 98.5%

Nights: mean, SD 15.3 242 24 42 19.5 34.2
If Yes, how many nights spent  Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%
in police custody?

Answered: N, % 67 100.0% 64 100.0% 131 100.0%

Nights: mean, SD 18.6 24.2 27 42.2 22.7 34.4
Since (date), have you beenin  Missing/unknown: N, % 0 0.0% 0 0.0% 0 0.0%
court?

No: N, % 1 1.5% 0 0.0% 1 0.8%

Yes: N, % 67 98.5% 64 100.0% 131 99.2%
If Yes, how many times? Missing/unknown: N, % 0 0.0% 1 1.6% 1 0.8%

Answered: N, % 67 100.0% 63 98.4% 130 99.2%

Times: mean, SD 2.3 2.2 2.6 2.6 2.5 24

Completeness of the survey at baseline was generally very good, with only three questions having over
five missing entries.

Feasibility of accessing Police National Computer and National Health Service service

use data

Although it is possible that COVID-19 played a role in our inability to obtain these data, we do not
think that the pandemic was solely responsible. Two key issues are at play: prisoner confidentiality

and data systems. We found that gaining approval to obtain the PNC or NHS identifiers was difficult

to impossible due to a combination of prison and data-protection concerns. Although these concerns
may fade as more evidence of the benefits of the APPRAISE intervention mounts, we conclude that it
is very likely that these concerns will still exist for a definitive trial, and possibly be even more salient
for some stakeholders in that context. Exacerbating the confidentiality issues were data-system issues
that prevented data access on a large scale. Although this issue depends on the jurisdiction, in each of
our two jurisdictions (Scotland and England) at least one of the data sources required case-by-case data
extraction at some step of the process. We could not extract either PNC or NHS data on a large scale in
either England or Scotland, making the use of such data prohibitively costly for a definitive RCT.

Discussion

We aimed to assess the feasibility of collecting economic data to inform the design of a potential future
RCT of APPRAISE in a UK prison setting. We did not seek to provide a definitive measurement of cost,
but rather inform methods by which they could be measured in a future trial. This has been achieved
with mixed results. While many of the issues faced were a result of the COVID-19 pandemic, it is
important to separate ambiguity of findings due to extenuating circumstances from findings of issues in
data collection. Data obtained despite such circumstances are still likely to be viable without them, if not
more so, and we were able to document the stages of an ABC exercise and provide discussion around
how to assess the costs associated with implementing the APPRAISE intervention. We believe this to be
one of the first pieces of work in this area and the methods that we have presented can be applied more
broadly to determine the costs associated with implementing a similar intervention in practice.
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While not the aim of the study, we have also provided early estimates of some of the costs associated
with the implementation of the APPRAISE intervention, in two different prison systems. There were
important differences between the two different sites, primarily around the differing roles and numbers
of members of prison and intervention staff involved, the location of delivery and availability of rooms
and the level of access to prisoner data at the time of data collection. Such differences are inevitable
given the heterogeneity of prison regimes in general in terms of local service provision, facilities, staff
and the management of each prison site. Nevertheless, the ABC process itself as described could be
reapplied to new contexts, and elements of the activities observed, such as necessary paperwork and
durations of phone sessions would reasonably be expected to be common to other settings.

There were challenges in separating research-specific costs from those which might reasonably be
expected in a practice. For example, in the England site the researcher recruiting the participants to

the study was unable to access the prison database to identify further potential participants and their
current location. This meant that the process of identification was more cumbersome at times and it may
have taken longer to locate eligible participants, which would likely increase the staff cost associated
with the intervention. Assuming that, in a real-world setting, intervention staff or prison staff would
have access to such databases and would not need to spend the extra time locating individuals for

their APPRAISE intervention, the time taken may not accurately reflect that needed in a live roll-out. In
relation to this, prison staff costs were intentionally excluded in the staff costs listed in Table 35 because,
while they were involved and helped with the process of locating participants within the research trial
setting, it is currently unclear what role they would play in practice. Such details will need to reflect the
final design of an intervention or will need to be explored in future work, though we have no reason to
believe the ABC approach could not be used to do so.

The COVID-19 pandemic is also likely to have influenced the follow-up and the retention of study
participants. This issue is common to the study as a whole rather than to economic assessment in
particular, and is discussed in broader terms in other chapters of this report. Specific to the economic
evaluation pilot, substantial time was spent by intervention staff trying to locate participants for their
follow-up interventions and often being unable to access the information they required or finding that
participant court dates had been moved or postponed due to COVID-19. More time spent locating
participants for the post-liberation intervention sessions has direct implications on the cost of the
APPRAISE intervention, as it obviously increases the staff costs associated with the intervention.
Disentangling the direct impact of the COVID-19 pandemic on locating participants remotely from the
normal challenges of this population was not possible in this pilot study. Follow-up in the CJS is often
very complicated and it is frequently challenging to retain participants within a study due to a number
of logistical reasons, mostly being unable to re-establish contact with them.®? Consequently, this is
something to consider when planning for a future RCT with the APPRAISE intervention and ensuring
that the lower-paid staff, such as administrative or support workers, could be responsible for locating
participants to reduce overall costs, if deemed necessary.

The timing of the first COVID lockdowns in 2020 had a significant effect on the participant recruitment
and the study’s data collection after both prison sites went into an immediate lockdown. Hence limited
data could be collected for the remaining duration of the pilot, post April 2020. As a result, it also
became difficult to work with prison staff due to their sharply increased workloads and new unforeseen
pressures. The majority of any further interactions were conducted virtually (via telephone or e-mail),
rather than the face-to-face meetings and follow-ups as planned. This is extremely likely to have had
an effect on the information we were able to collect around the cost estimates. For some specific
items, such as the cost of space in the prison, we were unable to obtain meaningful estimates. Context
is critical for this factor, as costs of this are expected to vary substantially between prisons. It may be
sufficient to note the duration for which a private room is required, and allow users of this information
to apply their own local estimates where necessary.
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We were able to adapt the Economic Form 90 to a UK context and provide a list of candidate price
weight sources for future use. We were also able to issue the survey to 132 prisoners at baseline

with very high completeness, though follow-up time points were heavily disrupted by the pandemic.
Of note, the baseline survey was researcher-administrated. It is not possible to know how well the
survey would have been completed in follow-up time points without the confounding of the pandemic;
however, the completeness at baseline at least implies the form was well accepted and understood.
Completeness included questions relating to criminal justice activity, suggesting that any adaptation of
the questionnaire to allow for more bespoke or specific price weights to be applied is likely to be viable
following a similar format.

Disruptions to data collection prohibited our ability to validate the survey against routine data sources.
The matter may be rendered a moot point as PNC and NHS data proved too difficult to obtain at

large scale for this population, thus suggesting they should not be included as part of a definitive

RCT. Some element of prisoner self-report was always anticipated to be unavoidable; however, the

loss of routine data as a potential alternative source places increased importance on validation of the
revised Economic Form 90. While the original Economic Form 90 has been validated for a US alcohol
treatment population,®° larger-scale future trials would be advised to build in a pilot stage to validate and
potentially refine our adapted UK version prior to full-scale administration.
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Chapter 8 Prison survey

n this chapter, we present the methods undertaken and the results obtained from conducting a survey
to further understand the alcohol services provided in male remand prisons across England, Wales and
Scotland and how the COVID-19 pandemic has affected them. A short online survey was distributed
to all prison governors of male remand prisons in England, Wales and Scotland. The survey questions
were largely closed questions with simple ‘yes’ or ‘no’ responses, but some open-ended questions were
included to obtain a more in-depth understanding in specific areas. Out of the 55 prison governors
invited to take part in the survey by e-mail, 17 completed the survey.

Background

During 2020 and the subsequent years that followed; the COVID-19 pandemic was seen to have a
monumental impact across the world.® It affected every aspect of society from the increased demands
on the healthcare system, the negative effects on employment and businesses and the adverse effects
on mental health, with individuals being left isolated from friends and family.8384 The prison population
was not spared from the impact of the pandemic, and both positive and negative implications associated
with the prisoner and prison staff mental health outcomes have been reported.8># Prisons across the
world immediately went into lockdown.?” This left prisoners being unable to maintain contact with their
family and friends and they often found themselves isolated and confined to their cells for extended
periods of time, in order to minimise the risk of a COVID-19 outbreak within the prison.8># Although in
one study this was argued to have led to a reduction in the cases of self-harm being reported,® it was
also said to contribute to the deepening of the pains of imprisonment in another.??

As expected there has been an outpouring of research projects focusing on the different impacts of the
pandemic, across different populations. There have been examples of research focusing on the impact

of COVID-19 within the prison setting.®>-8? However, to date there has been no research which has
specifically focused on the impact to the alcohol treatment services, which were routinely available

to prisoners pre pandemic. Although the APPRAISE feasibility study commenced in 2019, the data
collection and the follow-ups spanned across the pandemic years of 2020 and 2021. The restrictions
imposed caused a significant impact on the research study. The study’s recruitment process was
significantly affected by the prisons going into lockdown, with Scotland’s recruitment having to be halted
before reaching the desired target sample. In addition, the follow-ups were hampered by being unable to
be undertaken face to face and often it proved difficult to confirm the location of prisoners, with court
dates and release dates being postponed as a result of the pandemic.

As the world started opening up again and restrictions began to ease, it felt salient to conduct a survey,
within the APPRAISE study, that explored the impact of the COVID-19 pandemic on prisons and the
availability of the alcohol treatment services. The purpose of the survey was to give more context to the
delays experienced in the APPRAISE study, but also to establish the wider implications of the lockdown
on services for alcohol within the prison. As the APPRAISE study focused on male remand prisoners,
the survey sought to include all prisons within England, Wales and Scotland that held male remand
prisoners. The alcohol treatment services that worked within the prison and were the intervention
workers used to deliver the APPRAISE intervention (CGL) were largely unable to complete the data
collection due to the pandemic. This impacted hugely on the data collected and hence the findings of
the study. Therefore, we anticipated by undertaking this survey it would help us to understand what the
prisons did in relation to alcohol services throughout the pandemic, and to fill in the gaps in our data
that the research team were not able to complete.
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Aims and objectives

The aim of conducting the survey, as a component of the APPRAISE study, was to further understand
the alcohol services that are currently provided in male remand prisons across England, Wales and
Scotland and how the COVID-19 pandemic has affected their delivery.

The specific objectives to achieve the above aim were:

e to establish what alcohol services are currently provided within male remand prisons

e to explore the prison governors’ understanding of alcohol brief interventions

e to understand how the COVID-19 pandemic has impacted the services available in male
remand prisons

e to identify whether the impact of the COVID-19 pandemic upon services could be avoided in
the future.

Methods

Survey design

The survey was developed to ask questions related to the delivery of alcohol brief interventions and
other alcohol treatment services, within the prison setting, in order to ascertain what services the
prison currently provided. Questions were largely closed, with ‘yes’ or ‘no’ responses, but did include
some open-ended questions to obtain a more in-depth understanding in specific areas. The latter part
of the survey asked participants whether services were affected by the COVID-19 pandemic and, if
so, what could be done to ameliorate this in the future. The survey also provided participants with the
opportunity to say whether there was anything that was not asked that they wished to express around
the impact of the pandemic. The survey finished by asking whether any participants would be willing
to engage with the research team in the context of a future study in remand prisons. It was made clear
that this response was in no way binding, but simply a way of gauging an initial expression of interest for
planned future work.

The survey was distributed online using the JISC tool (www.onlinesurveys.ac.uk/), which was used

to both develop and distribute the survey. By using an online platform it ensured that the survey was
accessible across a wide geographical reach and that participants did not need to return hard copies,
avoiding a pitfall for completion. In addition, by using the online platform it also allowed the survey
data to be transferred to SPSS for analysis, which avoided security being compromised by surveys
being returned and entered by hand. JISC also allowed the scheduling of e-mail reminders to be sent to
prospective participants reminding them about completing the survey.

Setting

The primary setting of the APPRAISE study was two specific remand prison sites in England, Wales and
Scotland. However, to get a broader range of responses across different remand prisons the survey
component was extended to invite all prison governors, across England, Wales and Scotland, working
within prisons with men on remand to take part in the survey.

Sampling and recruitment

As the contact details for prison governors are freely available online, online searches were conducted to
obtain the e-mail addresses of all of the governors, across the UK. E-mails were then sent to each prison
governor which included a link to the online survey, alongside an information leaflet. The information
leaflet was used to explain the purpose of the survey and what the participants’ responses would be
used for.
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Consent

The survey asked all participants to provide their informed consent, before completion, via a consent

form built into the start of the survey. It stated that participation was voluntary and that participants

did not have to answer any questions that made them feel uncomfortable. It also reassured participants
that all personal details, such as names and places, would be removed, in order to ensure they were not
identifiable from their responses. In addition, participants were informed that they could withdraw their
consent at any point during the survey and could even withdraw their responses following its completion.
It was stated that participants could withdraw their responses, for up to 2 weeks, following the completion
of the survey, by contacting the lead researcher and hence the respective contact details were supplied.

Data analysis

Analysis of the survey data took place once all surveys were anonymised. SPSS was employed to analyse
the survey data obtained. As the survey primarily consisted of yes or no responses the data analysis
mainly consisted of percentage calculations. For the more open-ended questions, simple thematic
analysis was undertaken to ascertain qualitative statements, which could be used to draw conclusions
and answer the survey’s objectives.

Data management

All contact with prospective participants was undertaken electronically, along with the creation of all
necessary research materials. Any data collected was stored in accordance with GDPR 2016/679. The
exported data were stored in a shared folder on a secure network drive which was only accessible by
the research team. All identifiable information was removed from the survey results, in order to protect
the identity of participants. A password-protected database was stored in a secure network folder at
Teesside University, which contained the prison names and the survey IDs, in order to assist the removal
of a participant’s responses, if they requested to remove themselves from the study. This file was
securely deleted once the survey had concluded and the survey withdrawal period had closed. Teesside
University acted as the data processor and data owner. Data and research materials were also stored in
a Microsoft Teams group which was only accessible to members of the research team and was used to
upload, store and circulate all relevant study files and documents securely.

Ethics

Although the APPRAISE study obtained ethical clearance from the University of Edinburgh, a separate
ethics application was submitted to Teesside University ethics within the school of Social Sciences,
Humanities and Law, for this survey component - 7 October 2021 (2021-6427). Ethical clearance was
also obtained from HMPPS on 21 December 2021 (HMPPS 2019-2240) via an amendment to the
original approval of the overall APPRAISE study. Participants were notified that their survey responses
would be confidential, and only if they disclosed something which indicated a risk to them or someone
else would it potentially be necessary to breach confidentiality. In this case the procedure involved the
project supervisor being informed, and if deemed appropriate the project supervisor would take further
action based on the safeguarding protocol. However, confidentiality did not need to be broken across
any of the included participants.

Results

Obtained sample

Out of the 59 prisons in the UK, successful e-mail invitations were sent to 55 governors inviting them
to take part in the survey by e-mail; 17 completed the survey. Difficulties were encountered during this
part of the research process due to the apparent turnover in staff undertaking the prison governor role.
Many e-mail invitations were returned as not being able to be delivered and more investigating had to
be carried out.
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Governors were asked to disclose the capacity of their prison and, from those who answered, the
smallest prison held 577, and the largest 1600.

Findings

The findings of the survey are presented below in relation to the objectives discussed above. The
response rate of 17 out of 55 completing the survey needs to be borne in mind when considering the
study findings. It may be that those prisons that were more engaged in alcohol services responded and
as such self-selected.

Current alcohol services within male remand prisons

The survey showed a wealth of knowledge on the different services offered within prisons with men on
remand. The survey gathered information on both the service providers and the services offered. These
services included:

e Alcoholics Anonymous (AA) sessions: 58.8% (n = 10).

e NHS services: 35.3% (n = 6).

e Psychotherapy/Counselling/11 support: 29.4% (n = 5).
e In-cell work packs: 23.5% (n = 4).

e Smart recovery: 17.6% (n = 3).

e Support services via community partners: 11.8% (n = 2).
e Group work: 11.8% (n = 2).

e Detox services: 11.8% (n = 2).

e Substance misuse services: 5.8% (n = 1).

e CJSW Addictions team: 5.8% (n = 1).

The above services are provided by a broad range of providers. These included: NHS services, AA
sessions, Change Grow Live, DART (drug and recovery team), Inclusion team, criminal justice social
worker (CJSW) Addictions team, Chaplaincy support, Scotland and Midlothian Offender Recovery
Service (EMORS), Dfodol, trained prison staff, SPS, Forward Trust, Drugs Action, Turning Point and third-
sector services. The most frequently mentioned provider was NHS services (n = 10, 41.2%).

Governors’ understanding of alcohol brief interventions
All governors were asked about their knowledge of alcohol brief interventions. When initially asked,
82.4% (n = 14) stated that they did know what the intervention was.

The survey then asked all governors if to the best of their knowledge their prison delivered alcohol
brief interventions. Ten (58.8%) said that they thought their prison did deliver the intervention. Within
the survey they were then given some information on what the intervention entails and asked again

if they knew if they were delivering them. This time, more governors declared that they think they are
delivering the intervention (n = 11, 64.7%). This shows that the knowledge of the intervention helped
with making a decision about whether alcohol brief interventions are being delivered.

One of the questions at the end of the survey asked those who wished to, to leave an e-mail address
if they were interested in taking part in any future trial around alcohol brief interventions. For this
question, 64.7% (n = 11) did express this interest, showing an interest in developing their alcohol
provisions further.

The impact of the coronavirus disease discovered in 2019 pandemic upon services

available in male remand prisons

The pandemic undoubtedly affected the alcohol services within the prisons with men on remand in
England, Scotland and Wales and that were included in the overall APPRAISE study (HMP England and
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HMP Scotland). The survey also established this, with 15 of the 17 prisons (88.2%) answering yes to ‘did
the pandemic impact alcohol services within your prison?’.

The impact on services was answered in an open question, with governors giving detailed responses to
the question of how services were impacted. A summary of some of the service impact is as follows:

group sessions being suspended

face-to-face sessions being suspended

services suspended - being unable to attend the prison
staffing issues

e interventions being reduced

e alack of resources.

The majority of governors mentioned the services that entailed group sessions being affected (n = 8,
47.1%). This and all of the barriers were due to not being able to see the men face to face and the
social distancing measures in place. The conditions imposed on the prison by government to stop the
spread of the COVID-19 virus and keep the men and staff safe meant staff and organisations other
than prison officers and healthcare staff were unable to enter the prison. There were some prison
governors who mentioned an attempt at using telephone support but due to staffing pressures this was
unsuccessful too. Staff numbers were limited due to isolation rules or being vulnerable or (potentially)
contagious.

This has shown that although there are some services being carried out with in-cell packs, most
alcohol services rely on face-to-face intervention work, mostly in groups, and carried out by
outside organisations.

Interestingly, we asked the prison governors about ‘other services’ delivered in the prison and whether
or not these were impacted by the pandemic. In this instance, 100% (n = 17) answered ‘yes’. The reasons
for impact were all the same as those mentioned above in relation to the disruption to alcohol services.
While the majority of services mentioned were related to drugs and smoking, there were also other
services disrupted, such as health care, therapeutic services, gambling support, education, religious
services, the gym and, importantly, the overall regime of the prison.

Best practice to avoid any future disruption to services

When asked whether the disruptions due to the pandemic would have a long-term effect on the prison,
there was a divide between responses, with 41.2% (n = 7) stating they felt it would, and 58.5% (n = 10)
stating no, they would not. Those that felt the affect would be felt for a long time had different reasons
for this. However, most responses discussed that this was from the fact that there was a long gap

in services, and the impact of that having a long-term effect, for example, not having treatment and
falling more unwell. One governor discussed the DART team not having access to the prisoners, which
ultimately led to fewer services now being delivered, and these have not yet been fully increased back to
pre-pandemic levels. All of those who responded stated they were unable to say when they thought this
long-term affect would end, but one governor predicted ‘years to come’.

Every governor who answered the survey had an opinion on how best to avoid a future disruption. First,
we gave options as to what they thought would lead to less disruption should a pandemic arise in the
future. The most favoured appeared to be something tangible for the prisoners to work on in their cells:

e online sessions: 76.5% (n = 13)
e workbook/paper sessions: 82.4% (n = 14)
e staff continuing interventions but wearing full personal protective equipment (PPE): 70.6% (n = 12).
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PPE featured heavily in some of the open-ended questions and was considered a barrier to overcoming
further disruption if not dealt with more quickly in a future pandemic.

Other suggestions given by those who returned the survey included comments about better provisions
for in-cell phones, or in some circumstances the praising of purple visits which allowed video calls. This
highlighted some good that came from the learning of the COVID-19 pandemic and new innovations.
Aside from comments regarding a better, more appropriate use of technology should this ever happen
again, one governor commented on the services being seen as ‘essential’ and therefore not something
that is withdrawn in the same way it was in 2020.
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Chapter 9 Discussion and conclusions

ections of this chapter have been reproduced from Holloway et al.! This is an Open Access article

distributed in accordance with the terms of the Creative Commons Attribution (CC BY 4.0) licence,
which permits others to distribute, remix, adapt and build upon this work, for commercial use, provided
the original work is properly cited. See: https://creativecommons.org/licenses/by/4.0/. The text below
includes minor additions and formatting changes to the original text.

For individuals in contact with the criminal justice system, the prevalence of at-risk drinking is far

higher than in the general population. There is very little evidence of efficacy or effectiveness of alcohol
interventions in reducing risky drinking amongst those in the criminal justice system and in particular
men on remand in prison. This is compounded by the limited evidence for the optimum timing of
delivery, recommended length, content, implementation and economic benefit of an extended alcohol
intervention in the prison setting. APPRAISE aimed to provide vital evidence to inform a future definitive
RCT of an extended alcohol intervention for men on remand in prison.

APPRAISE specifically aimed to undertake a two-arm, parallel-group, individually randomised pilot study
of a self-efficacy-enhancing psychosocial alcohol intervention for men on remand in prison.

Results relating to objectives are detailed in the individual chapters and summarised below.

Objective 1

To pilot the study measures and evaluation methods to assess the feasibility of conducting a future
definitive multicentre, pragmatic, parallel-group RCT.

1a. Is it feasible to conduct a future multicentre RCT of a self-efficacy-enhancing psychosocial alcohol
intervention for men on remand?

We cannot say that it is feasible to conduct a future definitive trial as we were unable to follow up
participants - of course COVID-19 played a part in the low response rates but, at this present stage,
with the results we have we are not yet in a position to move this work forward to a definitive study.

1b. Can we obtain reasonable estimates of the parameters necessary to inform the design and sample
size calculation for a future definitive multicentre RCT? This includes standard deviations of poten-
tial continuous primary outcomes and estimates of recruitment, retention and follow-up rates.

Yes, but only partially. We can obtain reasonable estimates of standard deviations of outcomes based on
the baseline data collected. However, the amount of valid data collected at follow-up was too little to be
able to provide us with reliable estimates of parameters for outcomes at follow-up.

The pre-pandemic recruitment data give us reasonable estimates of recruitment rates in a future trial.
However, the retention and follow-up rates we observed in the APPRAISE trial were likely to have been
heavily influenced by the COVID-19 pandemic and associated lockdown measures, and therefore these
are not reliable indicators of what they might be in a future trial.

1c. How well do participants complete the questionnaires necessary for a future definitive RCT?

At baseline there was a very small amount of missing data for a few questionnaires/outcomes, for
example, ‘Readiness to Change Ruler: The people who are important to me support me in reducing
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my drinking’, and for the ‘Drinking Refusal Self-Efficacy Questionnaire’ and for the ‘Negative Alcohol
Expectancy Questionnaire’. The amount missing was very similar between sites at baseline. At follow-up,
the amount of missing data was very substantial in both sites. We were able to do slightly better at

the Scotland site because ‘we were able to have some access to the prison site and identify where
participants were located’. In addition, the same researcher conducted the majority of the follow-ups

in Scotland at 12 months as conducted the recruitment and baseline measures, which may have had

an effect on participants’ willingness to respond. However, numbers are small so we must be cautious
with this assertion. In terms of data completeness of the questionnaires at each site, this was similar
between the sites (Report Supplementary Material 1 S1.1 and 51.2). It is, however, really difficult to

read too much into the differences because the numbers completing data at each site were so small.
Similarly, the different questionnaires had similar amounts of missing data at follow-up (see Table 28)
and we cannot really say too much about differences of 1 or 2. In summary, we did not find any
notable differences across the different sites/instruments. However, it could be that self-completion was
a factor; at baseline the questionnaire was not self-completed, but RA-delivered. In addition, we also
observed and reflected on the suitability of certain questions, particularly if the questionnaire was to be
self-completed (which was reflected in later amendments) and this would warrant further consideration
in future research for this population.

1d. Can we collect economic data needed for a future definitive RCT?

We were able to design and implement an ABC study that provided detailed estimates of the
implementation costs of the APPRIASE intervention. That we could do this despite COVID-19
complications suggests that our methodology will be appropriate for a definitive RCT. We nonetheless
note that additional attention needs to be devoted to some aspects of our ABC study. In particular, more
attention should be devoted to assessing the prison space needed to deliver the intervention and more
attention should be given to separating research costs from true intervention costs when it comes to
scheduling follow-up intervention visits. We were also able to modify the Economic Form 90 for use
with a UK prison population and found no evidence that it was difficult for study subjects to complete.
However, were unable to validate the data-collection instrument and recommend that such validation be
part of a definitive trial.

le. Can we access recidivism data from the PNC databases for trial participants?
1f. Can we access health data from routine NHS data sources for trial participants?

Although it is possible that COVID-19 played a role in our inability to obtain these data, we do not think
that it was solely responsible. Two key issues are at play: prisoner confidentiality and data systems. We
found that gaining approval to obtain the PNC or NHS identifiers was difficult to impossible due to a
combination of prison and ethics board concerns. Although these concerns may fade as more evidence
of the benefits of the APPRAISE intervention mounts, we conclude that it is very likely that these
concerns will still exist for a definitive trial, and possibly be even more salient for some stakeholders in
that context. Exacerbating the confidentiality issues were data-system issues that prevented data access
on a large scale. Although this issue depends on the jurisdiction, in each of our two jurisdictions at least
one of the data sources required case-by-case data extraction at some step of step of the process. We
could not extract either PNC or NHS data on a large scale in either England or Scotland, making the use
of such data prohibitively costly for a definitive RCT.

Objective 2
To assess intervention fidelity

2a. What proportion of the interventions are delivered as per protocol?
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We recorded three of the in-prison interventions. They all scored highly and had maximum scores on the
BECCI Scale.

2b. Is there any evidence of contamination between the two conditions and/or between those workers
delivering the intervention?

We did not find any evidence of contamination between workers delivering the intervention. At

the Scotland study site, the intervention was only delivered by one interventionist. In England two
interventionists were delivering the intervention. There was mention of discussion of the study between
one of the remand participants and another (see sub-section ‘Coherence: acceptability of the APPRAISE
intervention’ in Remand participants) but the participant stated that he didn’t know if the other
participant got the intervention or not. No other evidence was obtained of contamination; however,

it would be prudent to explore this again in any future work in the absence of a global pandemic,
lockdown and restrictions across the prison estate.

2c. To what extent was the intervention changing process variables consistent with the underpinning
theory?

Table 28 shows the results for changes in process variables (secondary outcomes). The available data do
not allow answering the question if the change in process variables from baseline to 6 and 12 months
was greater in the intervention group than in the control group in central process variables (goals,
self-efficacy, outcome expectations, according to social cognitive theory), as we were able to obtain only
limited data for change in mediators (especially at 6 months) and only a small number of participants
were released, which precludes interpretation of change in mediators after release from prison. We
found small and inconsistent changes in process variables with considerable variation. Therefore, we
cannot answer this research question.

Objective 3

To qualitatively explore the feasibility and acceptability of a self-efficacy-enhancing psychosocial alcohol
intervention and study measures to staff and for men on remand and on liberation.

3a. How acceptable are the trial and intervention procedures (including context and any barriers and
facilitators) to the following key stakeholders: men on remand in prison and on liberation; prison
staff (including healthcare staff); commissioners; policy-makers and third-sector partners?

The qualitative process evaluation showed that the trial and intervention procedures were acceptable
to staff and men on remand. We found that it was important for an individual to feel comfortable and
trusting of an interventionist before sharing their personal experiences and consumption. Staff did
report that the prison setting and resources could affect the work due to the lack of available space
and the limited staff capacity. However, in general participants believed that delivering the APPRAISE
intervention did not significantly increase their workload. The intervention training and content
appeared to be largely acceptable, although the length and content could have been condensed. The
APPRAISE intervention delivery benefited from buying into the intervention and being motivated and
engaged with the content.

Similar findings were found around the prison’s logistical issues affecting the APPRAISE intervention
delivery feasibility, such as space and staff capacity, the importance of engagement with prisoners

and the lack of currently available support for prisoners on remand from the stakeholder interviews.
Additional themes and subthemes that emerged were around the intricacies of the prison environment
and how it affected the study and intervention delivery, the individual differences across the setting and
across the participants and also further barriers and facilitators to delivery of the ABI.
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A key finding, observed in all three participant groups, was that the in-prison APPRAISE sessions
were deemed to be more acceptable and feasible than the post-liberation intervention sessions. This
was observed due to a plethora of different factors, such as being unable to re-establish contact with
males upon their release and individuals relapsing to previous risky alcohol consumption when alcohol
becomes more freely available.

Objective 4

To assess whether operational progression criteria for conducting a future definitive RCT are met
across trial arms and study sites and, if so, to develop a protocol for a future definitive trial. Operational
progression criteria are based on previous research results.®

A large proportion of this study was carried out during the COVID-19 pandemic and as such we cannot
demonstrate the full extent to how this affected the study. However, we did not meet the criteria for
developing a protocol for a future definitive study.

4a. Do the two prisons invited to the study agree to take part?

Yes. Both Scotland and England prisons agreed to take part in the study and stayed involved until
COVID-19 restrictions closed access to the project down.

4b. Based on knowledge from previous data, do at least 90 eligible participants consent to take part
and be randomised across the trial arms?

No. Although in the England site, where recruitment began earlier than the Scotland site, we recruited
90 participants, the COVID-19 pandemic and associated lockdown restrictions meant that we were not
able to enter the prison and therefore could not achieve the target of 90 participants in the Scotland site
(n = 42). However, in a future study without lockdown restrictions we are confident that the required
number of participants can be recruited.

4c. Do at least 70% of participants who consent to the trial receive the intervention?

Yes, partially. Of the 68 consented and randomised to the trial 53/68 (78% of participants) received
the in-prison intervention, although much lower numbers received the post-prison component of the
intervention. Only one participant received the day-3 post-liberation intervention, none received the
day-7 post-liberation intervention, and one person received the 21-day post-liberation intervention, at
least in part because of the COVID-19 context. A post-prison-liberation component of the intervention
may not be viable in a future trial.

4d. Are at least 60% of those who received the intervention followed up at 12 months across trial arms
and study sites?

No. Only 13% (18/132) of those who received the intervention were followed up at 12 months.
Although the COVID-19 pandemic was undoubtedly a factor in the low percentage followed up, we
observed high percentages of participants who were not released at 12 months; this was worsened
by COVID-19 because of the number of those on remand awaiting trial due to suspended and
closed courts; or of those who were released, many could not be contacted or could not be located.
We consider this to be the greatest barrier in designing a future trial that will achieve satisfactory
follow-up rates.
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Objective 5

To ascertain what alcohol services are available in male remand prisons and how COVID-19 has
affected services.

From 59 prisons in Scotland and England, successful e-mails were sent to 55 prison governors.
Seventeen (31%) were completed. A limitation of the study was the barriers to freely accessing governor
e-mails. While this was handled by a gatekeeper who worked for SPS for the Scottish prisons, no such
facilitation took place in England, and while most e-mails were freely available, many were not. Two-
thirds of the sample were interested in hearing more about ABIs.

5a. What alcohol services are currently provided within male remand prisons?

There are a wide range of services from a wide variety of providers. The most common were AA sessions
(59%), NHS services (35%) and psychotherapy, counselling or 1--1 support (29%).

5b. To explore the prison governors’ understanding of brief interventions.
Two-thirds of the governors understood what ABIs are and that they were being delivered.

5c. To understand how the COVID-19 pandemic has impacted the services available in male remand
prisons.

We found that the COVID-19 pandemic had a devastating affect across all prisons in relation to the
services they provide. It was also useful to establish what the prison governors deemed important
learning from the pandemic, in this instance mostly around PPE and a better use of technology.

5d. To identify whether the impact of the COVID-19 pandemic upon services could be avoided in the
future.

There were major impacts in relation to services during COVID-19 which included all sessions being
suspended and there being staffing issues and a lack of resources.

Patient and public involvement

Patient and public involvement (PPI) has informed and influenced the development of the study through
various stages. PPl representatives involved in the research design include: those with experience of
being in prison and the criminal justice system, a social enterprise group, prison employees and NHS
staff. At the time of the study conception and development, our PPl co-applicant, Sharon Mercado (SM),
was a community justice mentor (CJM) at the Wise Group. As part of our PPl work, she brought together
service user representatives and held a participatory workshop with men who had experience of being
in prison on remand. The aim of the workshop was to discuss and provide suggestions and feedback
regarding development of the study design. Their views informed and influenced the study design:

need for pictorial information for study material to address literacy/readability; strategies to maximise
follow-up by obtaining contact details of family/significant others, homeless shelters and community
justice support workers. SM was a member of the PRISM-A study Advisory Board and has continued

to work with us as a co-applicant on the APPRAISE study, where she informed the research design and
follow-up strategy using experience of her own follow-up work as a CJM with prisoners on liberation.
SM continued to provide input throughout the duration of the study as a member of the PMG and in the
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recommendations for a future definitive trial. Wider PPl was present through TSC membership where
we also had wider representation.

The PPl was an extremely positive experience for the team and the study benefited hugely from all
their input. This was particularly the case when we were reviewing the impact of COVID on follow-up
and considering the mitigations we could take moving to self-completion questionnaires, change of
primary outcome measure and adaptations to some of the secondary outcome measures. The input
from SM was key. The impact of COVID and the subsequent restrictions on face-to-face meetings did
have a negative effect on PPl engagement. The face-to-face meetings were key for the relationships
we had been building and meeting face-to-face with PPI colleagues was always a positive experience
for everyone.

Reflections and lessons learned from patient and public involvement involvement

Our reflections and learning of our PPl engagement in the APPRAISE study was that we should in future
look to strengthen the PPI presence within any future studies. It would have been useful to have created
a PPI-led space for the PPl members for them to have the opportunity to meet away from the PMG

and TSC. On reflection the TSC and PMG meetings could be quite technical at times, with language
used that PPI colleagues felt they were less familiar with. As SM was the sole PPl member of the PMG,
in future it would be useful to have a minimum of two members to have a more balanced group. If we
created a separate PPI space where PPl members could meet outside of formal meetings to set the
agenda, it could be used as a safe space for them to discuss and provide regular feedback to the TSC and
PGM. It may be possible to also run workshops linked to the study but also to have informal activity too.
With SM we would generally meet ahead of the PMG and have refreshments together; this worked well
and has informed the idea of a separate PPI space for PPI colleagues.

SM has provided her own insightful reflections on the research study in relation to what went well
and what could have been done differently to improve the PPI representation and involvement. These
reflections and recommendations, in her own words, are presented here.

Engaging with offenders is not easy. It takes time and patience and recognising that sometimes, despite the
willingness to engage, it doesn’t always happen the way you anticipated.

Holding a focus group needs careful planning especially as you need to make sure that those attending will
feel safe, and anything said is confidential. Offenders’ lives, especially those that are involved with substance
misuse/alcohol, are chaotic. Therefore, making sure those attending are not going to meet anyone else that
they have issues with (enemies, debts etc.) requires input. Despite all the support to attend (incentives were
included, food vouchers, travel expenses), the focus group was not attended by all those invited. However,
even with a small number, input was good. Those still on remand were also on an individual basis asked

for input regarding the information leaflets, and what works best in terms of follow-up appointments

after liberation.

To summarise, the whole experience was challenging. Regardless of the research, working with offenders/
ex-offenders can be difficult, especially with those who due to their alcoholism can have chaotic lives. This
makes it hard to continue engagement with follow-up appointments. There are things that can be done which
may assist in getting increased involvement.

e Building up more trust and spending more time with the offender can help. Rather than just a few
engagements, have a few more or enlist support from other agencies working with the offender just to
build up the momentum and remind the offender of the research project. This could prevent the offender
from disengaging.

e Better offender tracking after liberation. Some people may have a mentor or a support worker: find out
(hopefully before liberation) who is currently working and keep up communication with them, they may be
able to inform you of a person’s whereabouts.

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/KNWT4781 Public Health Research 2024 Vol. 12 No. 11

e Offering incentives may help. Whilst offering financial incentives (£20 per community engagement), it can help.
It is recommended that any financial rewards are given in food/shop vouchers or pre-payment energy support.

e |nvite those who are now in recovery and have recent relevant experience to come and talk to the research
team at the start of the project. It can be a good opportunity to find out more about the lives of those
affected by alcohol and why engagement or non-engagement happens.

Equality, diversity and inclusion

Equality, diversity and inclusion (EDI) was a core value of the purpose of our research by the very
nature of the setting of the research, the focus on alcohol-related harm and the population we were
focusing on. Conducting the study required EDI to be at the forefront of our work from inception with
our awareness of the lack of evidence, to meeting ethical approval requirements and working within
the criminal justice system. An overview of our experience and reflections are provided in relation to
participants, the evidence base, the study design, the research team and PPI representation.

Population characteristics and optimising participation

We are aware that undertaking research within the prison setting is challenging and not commonplace
and for trials research it is even less common. The challenge is increased even further when there is

a focus on the remand population. The study was developed and conceptualised by drawing on the
collective experiences of the research team, our previous research and work with those incarcerated
and from the published literature. From this we had a unique understanding of our population and

who should be in the study. In our previous research we had undertaken interviews with men in prison
who were on remand and asked them specifically how we could optimise participation in a future trial.
We had also undertaken interviews with prison service colleagues providing care in the prison setting.
Their reflections and insights directly informed the study design and how we approached the research
as described in Chapter 3 to be as inclusive as possible. We also purposely undertook the study in two
different prison estates to explore how the impact of the variations in category of the prison population
and the estate regimes impacted participation. This was a factor from our previous work we had become
aware of and remains a key factor for researchers to consider in any future studies along with the use of
digital technology from the use of digital recorders to use of mobile phones.

Gaps in the evidence base

To the best of our knowledge we are not aware of any other trials for men on remand focusing on the
delivery of a self-efficacy-enhancing extended alcohol brief intervention, at least in the UK, hence the
need to undertake the pilot trial. The key gap that remains for this particular population is how best to
design a study that provides an optimum follow-up process. We have provided recommendations in
Chapter 9 for future studies.

Encouraging under-represented groups

Our PPI engagement with service users during the conception and design phase of the study supported
the development of the study material through use of images and the material layout. This was
specifically with the aim of optimising accessibility and inclusion.

Research team inclusivity and development opportunities

Our research team comprised a range of under-represented stakeholder groups and individuals

largely seen in our TSC membership. The research team also had a good gender balance with a larger
percentage of women and early-career research representation evident as co-authors. The ethos

and values of the team ensured development-supported opportunities were available to take on key
elements of the study, for example, process evaluation interviews and data analyses and COVID survey.
Similarly, we provided development opportunities for those coming from a non-research background, for
example, our co-applicant service user (SM) and our researcher who collected the baseline data at the
England study site.
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Patient and public involvement representation

Our PPI representation is outlined in the section Patient and public involvement. The study participants
were representative of those from our previous work with this population. The impact of COVID

has been described elsewhere in the report. Our additional COVID impact survey provided some
further data on how this population were affected in relation to the delivery of alcohol services during
the pandemic.

Strengths and limitations
Strengths of the study

e The APPRAISE study, to the best of our knowledge, is the first pilot trial of an alcohol-focused self-
efficacy-enhancing intervention for men on remand.

e The study provides significant insight into the feasibility and acceptability of pilot trials for this
particular population.

e The ethical approval process for the prison setting across devolved countries provided useful insights
into how to navigate the submission and approvals process across a range of ethics committees.

e The study provided good evidence of the feasibility of recruitment, training interventionists and
subsequent in-prison delivery of the APPRAISE intervention to 73% of men on remand, randomised
to the intervention, within a highly complex prison setting.

e The economic findings provide valuable insights, as we believe this to be the first of its kind for
this type of intervention in this setting and that the methods discussed will likely be relevant and
transferable across other settings.

e Useful insight regarding the access to PNC and NHS service use data was obtained.

e The process evaluation provided useful insights into the perspectives of the remand participants,
intervention delivery team and wider stakeholders on the acceptability and feasibility of
implementation of the intervention.

Limitations of the study

e Protracted multiple ethical approvals across devolved countries and processes meant a significant
delay in recruitment commencing, particularly for the Scotland site.

e We were unable to deliver the post-liberation elements of the intervention.

e The onset of the COVID-19 pandemic resulted in prison restrictions and no access to the prison
site, meaning we were unable to identify if participants had been released or not at 6 months,
with no access still at the England site at 12 months and very limited access at the Scotland site at
12 months.

e Although the COVID-19 pandemic was undoubtedly a factor in the low percentage followed up, only
13% (18/132) of those who received the intervention were followed up at 12 months.

e Changes to the study protocol to include self-completion of follow-up data may have made it difficult
for participants to complete the survey and resulted in larger proportions of missing data as opposed
to RA survey completion at baseline, where missing data were minimal.

e We did not include probation services in the trial, which on reflection would have strengthened our
post-liberation follow-up process.

Recommendations regarding a definitive randomised trial
From the study progression criteria for a full RCT, we have identified the following recommendations:
1. Buy-in for a research trial of this nature in prison requires significant pre-study trust and

relationship development, buy-in from the prison estate, governor, prison officers, peer mentors
and embedded third-sector services.
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2. Recruitment and randomisation of men on remand to a future APPRAISE RCT are possible, with
trust in the research team an important factor.

3. Training team members of existing alcohol services to deliver APPRAISE as per protocol is possible.

4. Delivery of the in-prison APPRAISE intervention is possible and would require appropriate space,
time and team member capacity.

5. Economic evaluation is possible.

6. Post-liberation intervention delivery would only be possible if there was a robust follow-up process
identified and in place.

7. Six-month and 12-month follow-up would only be possible if there was a robust follow-up process
identified and in place. What that might look like needs to be carefully considered, explored and
understood in an already complex liberation and rehabilitation statutory and non-statutory agency
landscape. This may be achieved through the use of in-depth individual case studies or a realist
data-capture approach to cover this period.

8. Further exploration of the inclusion of and collaboration with the probation service in the ser-
vice delivery and implementation of the APPRAISE intervention may offer higher success rates of
post-liberation intervention delivery and a more robust follow-up process.

9. Further exploration of the feasibility of utilising routinely collected data to evaluate outcomes post
prison release is also warranted, for example, presentation at community alcohol services, presenta-
tion to GPs, and/or liver function test readings on routinely collected blood-test investigations.

10. Future research funding amongst prisoner populations must be made available to address the
feasibility issues identified in this pilot trial so that a best-practice framework can be developed and
utilised by research teams seeking to conduct much-needed research amongst this under-served

group.

Conclusion

Addressing alcohol harm in prisons, at what can be considered a ‘teachable moment’, where there is an
opportunity for reflection on their risky drinking and their current position, could potentially reduce the
risk of re-offending and costs to society, while helping address health inequalities. For those on remand
in prison, the prevalence of at-risk drinking is between 62% and 68%.”

Many men on remand do not have the opportunity to access mainstream prison health or public health
services. An intervention such as APPRAISE offers an opportunity to provide an extended behavioural-
based alcohol intervention to men on remand. The APPRAISE study has identified that despite the
complexities of ethical approval and the time taken to build relationships and trust, it is possible to
undertake key elements of a future RCT, but not all, namely follow-up. Further focused research

needs to be undertaken to explore, identify and develop a robust process and system to optimise
follow-up post liberation. A recent pilot trial in prisons has shown promise in this area, having identified
satisfactory follow-up at 6 months, but not at 12 months.?°

The evidence base to meet the needs of men on remand in relation to risky drinking remains weak.
However, there are opportunities to build on the work of APPRAISE to ensure that those in the prison
setting have equal access to interventions that have the potential to positively impact their relationship
with and use of alcohol.
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Appendix 1 GRIPP2 short form

Section and topic Item Reported on page no.
1: Aim Report the aim of PPl in the study Structure of the report. p. 5
2: Methods Provide a clear description of the methods used for PPl in the study  Patient and public
involvement. p. 109-10
3: Study results Outcomes - report the results of PPl in the study, including both Patient and public
positive and negative outcomes involvement. p. 109-10
4: Discussion and Outcomes - comment on the extent to which PPl influenced the Patient and public
conclusions study overall. Describe positive and negative effects involvement. p. 109-10
5: Reflections/ Comment critically on the study, reflecting on the things that went Patient and public

critical perspective  well and those that did not, so others can learn from this experience involvement. p. 109-10
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Appendix 2 CONSERVE-CONSORT

Use CONSERVE-CONSORT for completed trial reports and CONSERVE-SPIRIT for trial protocols.

CONSERVE-CONSORT Extension: [DATE]

Item Item title Description

I Extenuating circumstances Describe the circumstances and how they consti-  Overall study recruitment. p. 31
tute extenuating circumstances.

Il Important modifications a. Describe how the modifications are important Changes to the original study
modifications. protocol. p. 28

b. Describe the impacts and mitigating strategies,  Changes to the original study
including their rationale and implications for the protocol, Table 6. pp. 28-29

trial.
c. Provide a modification timeline. Changes to the original study
protocol. p. 28
. Responsible parties State who planned, reviewed and approved the Changes to the original study
modifications. protocol. p. 28
Cl, PMG, TSC, study sponsor
V. Interim data If modifications were informed by trial data, N/A

describe how the interim data were used, including
whether they were examined by study group, and
whether the individuals reviewing the data were
blinded to the treatment allocation.

For each row, if important modifications occurred
check ‘direct impact’ and/or ‘mitigating strategy’
and describe the changes in the trial manuscript or
supplement. Check ‘no change’ for items that are
unaffected in the extenuating circumstance.

CONSORT number and item No change Impact® Mitigating strategy® Page no.

1 Title and abstract No change

2 Introduction No change

3 Methods: trial design No change

4 Methods: participants No change

5 Methods: interventions No change

6 Methods: outcomes Yes Change of primary Follow-up data collection
outcome measure pp. 44-6

7 Methods: sample size Yes None Changes to the original study

protocol. p. 51

8-10 Methods: randomisation No change

11 Methods: blinding No change
12 Methods: statistical Yes Focus was on descriptive Statistical methods/analysis
methods analyses and baseline plan. p. 46
characteristics given the
low numbers providing
follow-up data
continued
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CONSORT number and item

13
14
15
16

17

18

19
20

21

23

24

25

Results: participant flow
Results: recruitment
Results: baseline data

Results: numbers analysed

Results: outcomes and
estimation

Results: ancillary analyses

Results: harms

Discussion: limitations

Discussion: generalisability

Other information:
registration

Other information:
protocol

Other information: funding

No change

No change
No change

No change

No change

No change

Impact?

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Mitigating strategy®

Reduced sample size at
follow-up and so focus
was on descriptive
analyses and baseline
characteristics

Change of primary
outcome measure

Could not do originally
planned exploratory
analyses comparing
agreement and full logic
model analyses

None

None

Protocol was updated to
reflect changes

Study extension secured
and additional survey
conducted focusing on
impact of alcohol ser-
vices for men on remand
during COVID-19

Statistical methods/analysis
plan. p. 46

Follow up data collection

Statistical methods/analysis
plan. p. 49

Equality, diversity and inclusion.
pp. 154-5

Strengths and limitations.
p. 155

Changes to the original study
protocol, Table 6

Survey Chapter 8

a Aspects of the trial that are directly affected or changed by the extenuating circumstance and are not under the control

of investigators, sponsor or funder.

b Aspects of the trial that are modified by the study investigators, sponsor or funder to respond to the extenuating

circumstance or manage the direct impacts on the trial.
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Appendix 3 Template for Intervention
Description and Replication Checklist

The TIDieR (Template for Intervention Description and Replication) Checklist:

Information to include when describing an intervention and the location of the information

Where located

Item

number? Primary paper (page or appendix number)
BRIEF NAME

1. Provide the name or a phrase that describes the Origins and development of the APPRAISE
intervention. intervention, p. 7
WHY

2. Describe any rationale, theory, or goal of the APPRAISE intervention: theory, elements and
elements essential to the intervention. logic model, pp. 7-10
WHAT

3. Materials: describe any physical or informational APPRAISE intervention materials, p. 10
materials used in the intervention, including those
provided to participants or used in intervention
delivery or in training of intervention providers.
Provide information on where the materials can be
accessed (e.g. online appendix, URL).

4. Procedures: describe each of the procedures, APPRAISE intervention procedures, pp. 10-11
activities, and/or processes used in the interven-
tion, including any enabling or support activities.
WHO PROVIDED

5. For each category of intervention provider (e.g. APPRAISE intervention training, p. 11
psychologist, nursing assistant), describe their
expertise, background and any specific training
given.
HOwW

6. Describe the modes of delivery (e.g. face-to-face  APPRAISE Intervention delivery mode and
or by some other mechanism, such as internet or  location; APPRAISE post-liberation intervention
telephone) of the intervention and whether it was  modifications due to COVID-19, pp. 11-14
provided individually or in a group.
WHERE

7. Describe the type(s) of location(s) where the APPRAISE Intervention delivery mode and
intervention occurred, including any necessary location; APPRAISE post-liberation intervention
infrastructure or relevant features. modifications due to COVID-19, pp. 11-14
WHEN and HOW MUCH

8. Describe the number of times the intervention APPRAISE Intervention delivery mode and
was delivered and over what period of time location; APPRAISE post-liberation intervention
including the number of sessions, their schedule, modifications due to COVID-19, pp. 11-14
and their duration, intensity or dose. Table 3

continued
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Where located"®

Item Other*

number? Primary paper (page or appendix number) (details)
TAILORING

9. If the intervention was planned to be personalised, APPRAISE intervention procedures, pp. 10-11
titrated or adapted, then describe what, why, APPRAISE post-liberation intervention
when and how. modifications due to COVID-19, pp. 13-14
MODIFICATIONS

104 If the intervention was modified during the course APPRAISE post liberation intervention
of the study, describe the changes (what, why, modifications due to COVID-19, pp. 13-14,
when, and how). Randomisation and blinding, p. 19
HOW WELL

11. Planned: if intervention adherence or fidelity Process evaluation aims and objectives -

was assessed, describe how and by whom, and if ~ context, pp. 97-100
any strategies were used to maintain or improve Table 30
fidelity, describe them.

124 Actual: if intervention adherence or fidelity Chapter 6, pp. 67-82
was assessed, describe the extent to which the
intervention was delivered as planned.

a We strongly recommend using this checklist in conjunction with the TIDieR guide (see BMJ 2014;348:g1687), which
contains an explanation and elaboration for each item. The focus of TIDieR is on reporting details of the intervention
elements (and where relevant, comparison elements) of a study. Other elements and methodological features of studies
are covered by other reporting statements and checklists and have not been duplicated as part of the TIDieR checklist.
When a randomised trial is being reported, the TIDieR checklist should be used in conjunction with the CONSORT
statement (see www.consort-statement.org) as an extension of Item 5 of the CONSORT 2010 Statement. When a clinical
trial protocol is being reported, the TIDieR checklist should be used in conjunction with the SPIRIT statement as an
extension of Item 11 of the SPIRIT 2013 Statement (see www.spirit-statement.org). For alternative study designs, TIDieR
can be used in conjunction with the appropriate checklist for that study design (see www.equator-network.org).

b Authors - use N/A if an item is not applicable for the intervention being described. Reviewers - use ?’ if information
about the element is not reported or not sufficiently reported.

c If the information is not provided in the primary paper, give details of where this information is available. This may
include locations such as a published protocol or other published papers (provide citation details) or a website (provide
the URL).

d If completing the TIDieR checklist for a protocol, these items are not relevant to the protocol and cannot be described
until the study is complete.
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Appendix 4 APPRAISE intervention tool
(V3 _200ctober)

APPRAISE

Rethink your drink.

Time when started . . . .
Time when complete . . . .
AUDITscore ||} ParticipantiD  [[|INININIR
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This resource has been produced as part of a research
project in to extended Alcohol Brief Interventions in the
prison setting.

The project team can be contacted by:

appraise.study@ed.ac.uk

Victoria Guthrie

victoria.guthrie@ed.ac.uk
Senior Research Fellow
University of Edinburgh

Dorothy Newbury-Birch

\

d.newbury-birch@tees.ac.uk

Professor of Alcohol and Public Health Research

Teesside University

Published by the University of Edinburgh.
School of Health in Social Science

Teviot Place

Edinburgh

EH8 9AG

Version 1. First published 16th May 2019

Parts of this document were reproduced with the
permission of NHS Health Scotland.

All rights reserved. Material contained in this
publication may not be reproduced in whole or part
without prior permission of the APPRAISE project or
other copyright holders. While every effort is made
to ensure that the information given here is accurate,
no legal responsibility is accepted for any errors,
omissions or misleading statements.
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Element 1: Preliminary discussion
+ Affirm verbal consent, confidentiality, engagement rules and trust

How much do you want to reduce (or stop) drinking when you are

released?
1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Defintely do not Defintely
want to want to

If you decided to reduce (or stop) upon release, how confident do
you feel about succeeding with this?

1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Not at all confident Very confident
How ready are you to reduce (or stop) drinking when you are
released?
1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Not at all ready Very ready

| have someone | can talk to about reducing my drinking

1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Not at all true Exactly true

The people who are important to me support me in reducing my

drinking
1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Not at all true Exactly true

| have made a detailed plan regarding when, where and how to

reduce my drinking
1 2 3 4 5 6 7 8 9 10

I I I I I I I I
Not at all true
Things to remember
Discuss answers to readiness to change scales,
e.g. Why did you score 7 and not an 8?
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Element 1: Preliminary discussion

Below is a list of situations in which people find themselves drinking
alcohol. For each situation, please tell us, on a scale of 0-5, whether
you think it is a high-risk situation? (0 is no risk and 5 is high risk.)

Situation Score (0 to 5)

When | am eating dinner

When someone offers me a drink

When my spouse or partner is drinking

When my friends are drinking

When | am at a pub or club

When | am angry

When | feel frustrated

When | am worried

When | feel upset

When | feel nervous

When | feel sad

When | am watching TV

When | am at lunch

When | am on the way home from work

When | am listening to music or reading

When | am by myself

When | have finshed playing sport

When | first arrive home

When | feel like celebrating
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Element 2: Acquiring and providing information ELEMENTTWO

* Provide AUDIT score
» Acquire participants perception of impact:

Have you thought about the impact of

alcohol on you and your life?

Impacts of alcohol

Job Health

* Absent from work » Heart disease
* Loss of earnings e Cancer

» Poor performance + Stroke

» High blood pressure

Famil d relationshi
amily and relationships . Liver damage

* Family breakdown

* Strained relationships ::;ir;:'“et:titis gastritis

» Unprotected sex indigestion ’ ’

« Domestic abuse . Depression

 Child abuse and neglect . Dementia

* Financial problems « Anxiety, stress and panic
disorders

Community « Amnesia/memory loss

» Accidents, falls and injury « Suicide

* Anti-social behaviour
* Crime and violence
* Road traffic accidents

Present Unit Card: Provide brief information about
recommended drinking levels and units.
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. ELEMENT FOUR
Element 4: Increasing awareness
» Discuss pros and cons of drinking including physiological
sensations
» Discuss alternative solutions to dealing with anxiety and stress

Are there any positive things you associate
with your use of alcohol?

What are the costs of drinking?

People have lots of reasons why they choose to change or
maintain their drinking behaviours.
Let’s make a note of yours.

ﬁVrite down the benefit of reducing or stopping drinking: \
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ELEMENT EIGHT

Element 8: Self-evaluation and self-reinforcement

Discuss if participant has used self-monitoting or rewarded their
successes

Reiterate the importance of these tools

Praise attempts and successes

Relapse should not be attributed to internal stable causes such
as willpower or ability

Tools such as the diary card might help them keep track
Encourage them to reward themselves for achieving their goal.

Element 9: Culmination

« Summarise your conversation
» Remind the participants of the continuing follow-up.
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ELEMENT FIVE & SIX

[Write down an example of a strategy you might use in one of \
your high-risk situations:

\_ _/

Element 6: Goal setting
» Set specific and realistic goals for alcohol reduction with
participants

Things to remember
» Set realistic and short-term sub-goals
» Ensure these are achievable and provide confiration that

participants are able to achieve them
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ELEMENT SEVEN & EIGHT

Element 7: Relapse

» Discuss likelihood of relapse

» Discuss general reasons for relapse

» Encourage participant to verbalise specific situations which may
result in relapse

« Identify appropriate strategies for relapse prevention

Remember if relapse occurs it is possible to find a more

successful way of responding to that situation next time.

Things to remember

* Reiterate that relapse can happen

* Reiterate that relapse occurs typically as a response to stressful
situations, social pressure and/or interpersonal conflict

* Remind them of their skills to address relapse and how they can
learn to cope with difficult situations

Element 8: Self-evaluation and self-reinforcement

* Reiterate the importance of self-monitoring and identifying
successes

* Relapse should not be attributed to internal stable causes such
as willpower or ability.

* Tools such as the diary card might help them keep track

* Encourage them to reward themselves for achieving their goal.
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Why do you want to reduce or stop drinking?

What is your specific goal upon release?

How will you achieve your goal?

What will make it difficult to achieve this goal?

How will you overcome that?

Who do you call for support? Identify a specific person.

www.changegrowlive.org

Change, Grow, Live - Edinburgh 0131 557 5273
Change, Grow, Live - Durham 0191 4477994

noA yum Aeme ae) pue aul| papop ay} Buoje Jes|
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How much do you want to reduce (or stop) drinking when you are

released?
1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Defintely do not
want to

Defintely

want to
If you decided to reduce (or stop) upon release, how confident do

you feel about succeeding with this?

1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Not at all confident Very confident
How ready are you to reduce (or stop) drinking when you aree
released?
1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Not at all ready Very ready

| have someone | can talk to about reducing my drinking
1 2 3 4 5 6

7 8 9 10
| | | | | | |

I I I
Not at all true Exactly true
The people who are important to me support me in reducing my

drinking
1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Not at all true

Exactly true
| have made a detailed plan regarding when, where and how to
reduce my drinking

1 2 3 4 5 6 7 8 9 10
I I I I I I I I I I
Not at all true Exactly true
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Below is a list of situations in which people find themselves drinking
alcohol. For each situation, please tell us, on a scale of 0-5, whether
you think it is a high-risk situation? (O is no risk and 5 is high risk.)

Situation Score (0 to 5)

When | am eating dinner

When someone offers me a drink

When my spouse or partner is drinking

When my friends are drinking

When | am at a pub or club

When | am angry

When | feel frustrated

When | am worried

When | feel upset

When | feel nervous

When | feel sad

When | am watching TV

When | am at lunch

When | am on the way home from work

When | am listening to music or reading

When | am by myself

When | have finshed playing sport

When | first arrive home

When | feel like celebrating
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Next steps and final checks

Remind participants about the follow up on day 3, 7 and 21
after they are released.

Confirm preferred contact details for follow-up:

Remember to give:
Unit card and participant generated plan.
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Appendix 5 Intervention tool postcard
(Unit card) (V2_25Sept19)

One pint of

beer/lager/ One 25 ml
cider measure of spirit

= between (whisky/brandy/
2&3 dark rum)
units* =1 unit

APPRAISE

UK Chief Medical Office recommend that adults should
not drink more than 14 units a week. Units should be
spread evenly over 3 or more days.

175 ml glass of

wine = between 750 ml bottle of
2 & 3 units* wine

= between 9 &
250 ml glass of 10 units*
wine = between
3 & 4 units*

=
()
.
@©
%
=
c
>
>
c
©
S
=
)
I

-
X
c
=
©
-
-]
o
>

8Exact units will depend on the specific brand and corresponding ABV.
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APPENDIX 5

If you would like more information or to
speak with someone please contact:

www.changegrowlive.com

Drinkline
Helpline: 0300 123 1110

Offers advice and information for people worried
about their own drinking, and support to the family

and friends of people who are drinking.

APPRAISE
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Appendix 6 Follow-up manual (V1_25 Sept19)

APPRAISE

Follow-Up Tool

AUDITscore ||} ParticipantiD ||
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This resource has been produced as part of a research
project in to extended Alcohol Brief Interventions in the
prison setting.

The project team can be contacted by:

appraise.study@ed.ac.uk

Victoria Guthrie

victoria.guthrie@ed.ac.uk
Senior Research Fellow
University of Edinburgh

Dorothy Newbury-Birch

d.newbury-birch@tees.ac.uk
Professor of Alcohol and Public Health Research
Teesside University

Published by the University of Edinburgh.
School of Health in Social Science
Teviot Place

Edinburgh

EH8 9AG

Version 1. First published 16th May 2019

Parts of this document were reproduced with the
permission of NHS Health Scotland.

All rights reserved. Material contained in this
publication may not be reproduced in whole or part
without prior permission of the APPRAISE project or
other copyright holders. While every effort is made
to ensure that the information given here is accurate,
no legal responsibility is accepted for any errors,
omissions or misleading statements.
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Element 1: Preliminary discussion
* Re-establish dialogue
+ Affirm verbal consent, confidentiality, engagement rules and trust

(Brief background \

Participant’s high-risk situations

Participant’s goals

Participant’s strategies

\_ _/
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APPENDIX 6

mtervention Follow-up 1: Day 3 post-liberation \
» Check-in with participant

* Reconfirm previous goals (use previous page 3 as an aide)

» Work through elements 5 to 9 of the APPRAISE intervention

Date delivered

Time started

\ Time finished )

—

ﬁntervention Follow-up 2: Day 7 post-liberation \
» Check-in with participant

* Reconfirm previous goals (use previous page 3 as an aide)
» Work through elements 5 to 9 of the APPRAISE intervention

Date delivered

Time started

K Time finished )
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ﬁntervention Follow-up 3: Day 21 post-liberation \
» Check-in with participant

» Reconfirm previous goals (use previous page 3 as an aide)

* Work through elements 5 to 9 of the APPRAISE intervention

Date delivered

Time started

\ Time finished y,
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ELEMENT FIVE
Element 5: Situational appraisal and coping strategies

» Discuss strategies used to reduce consumption

What has worked?

What can they build upon to maintain their goals?

Examples discussed in session one of intervention:
» Switch type of drink to a lower strength

» Smaller measures

» Pace yourself

* Only buy alcohol when needed

* Have drink free days

» Occupy yourself

* Buy yourself something with the money saved.

* Discuss high-risk situations

Have you been in any high-risk situations since
being released?

Can you tell me what strategies?

How did that go?
And what strategies will you use next time?

Things to remember

* Ensure participant verbalises strategies

* Provide encouragement and praise

* Develop and model strategies with participants

+ Allow participants to talk through the strategy and visualise
themselves carrying it out successfully

* Encourage rehearsal of strategies that end in success 6
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. ELEMENT SIX, SEVEN
Element 6: Goal-setting
* Review goals set in session one of the intervention to make sure
these are still relevant, specific and realistic.

Things to remember

+ Set realistic and short-term sub-goals building on what they
have already achieved

» Ensure these are achievable and provide confirmation they are
able to achieve them

Element 7: Relapse

* Indentify any relapse which has happened

» Discuss general reasons for relapse

* Encourage participants to verbalise specific situations which have
or may resulted in relapse

« |dentify appropriate strategies for relapse prevention

Remember if relapse occurs it is possible to find a more

successful way of responding to that situation next time.

Things to remember

» Reiterate that relapse can happen

» Reiterate that relapse occurs typically as a response to stressful
situations, social pressure and/or interpersonal conflict

* Remind them of their skills to address relapse and how the can
learn to cope with difficult situations
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ELEMENT EIGHT

Element 8: Self-evaluation and self-reinforcement

Discuss if participant has used self-monitoting or rewarded their
successes

Reiterate the importance of these tools

Praise attempts and successes

Relapse should not be attributed to internal stable causes such
as willpower or ability

Tools such as the diary card might help them keep track
Encourage them to reward themselves for achieving their goal.

Element 9: Culmination

« Summarise your conversation
» Remind the participants of the continuing follow-up.
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Next steps and final checks

Remind participants about the continuing follow-up on day 3,
7 and 21 after they are released.

Is this still your preferred mode of contact? Confirm preferred
contact details for follow-up (if different):
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Appendix 7 APPRAISE training part 1
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Course: APPRAISE Training Part 1

Duration: 2 hours

Aim: To enable staff to deliver brief interventions as part of the APPRAISE Research

Objectives: The learners will:
* Have an awareness and understanding of the APPRAISE RESEARCH

*  Understand AUDIT Scores and what they Mean
* Have an awareness of the Readiness to Change Rulers & Risky Situation Assessments and why we use them

* Be confident working with the APPRAISE booklet

e Be able to deliver session one of the APPRAISE intervention

Timing | Content Tutor Activity Learner Activity Resources
Arrival and Meet and greet Arrive, sign in Signing in sheet
registration

Smins | Introductions Introduce the trainer(s) | Listening, asking

to the group). Ask the | questions
participants to briefly
introduce themselves
including their names,
where they work
Smins | Aims and Objectives | Read through aims and | Listening
objectives
S mins | Introduction to Play you tube clip https://www.youtube.com/watc h?v=SQALC5MDsQs

APPRAISE

Listening, questions
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5 mins | Introduction to Give AUDIT Listening https://uoe-
AUDIT Questionnaire, Explain my.sharepoint.com/:w:/g/perso

Scoring, & Remind nal/apprstud ed _ac_uk/ETpR_I
them of the KyQ25HIvxGXfmi8kBnBFsi_gnw54QtahvQBr
APPRAISE bHw?e=cO4rYc
threshold of >8

30 APPRAISE booklet Play you tube clip and | Listening, asking APPRAISE Booklet

mins hand out questions
paper copy of booklet https://uoe-
and my.sharepoint.com/:b:/g/person
APPRAISE Elements al/apprstud _ed ac_uk/EQQkds

Facilitate discussion
and feedback

b4ovINsnG5x49SdMY BjlglpueKJcX50LkF5T{ZA?e=1bk
yn4

APPRAISE Elements sheet

https://uoe-
my.sharepoint.com/:w:/g/perso

nal/apprstud_ed _ac_uk/ET61B
33L4bNPiNY 1pSIcH2sBz900
OSVGZwFIODEugKyLhQ?e=

cJubew

APPRAISE Booklet Video

https://www.youtube.com/watc h?v=Jc_1fZk4jBM
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40 mins Intervention Facilitate Listening, APPRAISE Role Play Video
example discussion and discussion, active
feedback participation https://www.youtube.com/watc
h?v=EMh1xXsTWno
OR
Facilitator role plays intervention delivery (this was done in
Edinburgh)
30 mins Workshops Split the Discussion, APPRAISE
participants into listening, asking, Booklet
pairs. roleplay
Each pair to https://uoe-
practice using my.sharepoint.com/:b:/g/person
APPRAISE al/apprstud _ed_ac_uk/EQQkds
booklet b4ovINsnG5x49SdMYBilglpueKJcX50LkF5T{ZA?e=1bk

This last section of
the training is to
enable the
participant to use
the booklet
effectively

Staff will be at
hand to answer
any questions
throughout the
exercises

Each participant is
allocated 15

yn4
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Appendix 8 Six-question Likert scale survey

The APPRAISE study: Training Evaluation Form

1. Following the training, my
understanding of the APPRAISE study Strongly Disagree Neither/Nor Agree  Strongly

has improved significantly: disagree Agree Agree

@) @) @) o O

2. Following the training, my
understanding of the APPRAISE brief Strongly Disagree Neither/Nor Agree  Strongly

intervention has improved significantly: | disagree Agree Agree

@) @) @) O O

Strongly Disagree Neither/Nor Agree  Strongly

3. The training was what | expected:

disagree Agree Agree
4. Following the training, | feel confident
that | will be able to deliver the Strongly Disagree Neither/Nor Agree  Strongly
intervention using the APPRAISE disagree Agree Agree
booklet:
5. The videos used during the training
were helpful: Strongly Disagree Neither/Nor Agree  Strongly
disagree Agree Agree
6. Overall how would you rate the
training? Strongly Disagree Neither/Nor Agree  Strongly
disagree Agree Agree

@) @) @) O O

Other comments:

Date: .o Site:  HMP Edinburgh
HMP Durham
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Appendix 9 Adapted Economic Form 90

Adapted from the Econ Form 90¢°

HEALTH ECONOMICS QUESTIONNAIRE

We are asking for details of the last 6 months. Ensure that the date is calculated for each participant.

Yes No Don’t No
Know Answer
Since (date), have you been to Hospital?
IF YES, how many times have you been to hospital during
this time?
Yes No Don’t No
Know Answer

Did you stay overnight for any of them?

How many nights did you stay in total?

Why were you admitted to hospital

Notes:
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Yes No Don’t No
Know Answer
Are you registered with a GP?
IF YES, since (date), have you been seen by a GP?
IF YES, how many times have you been seen by a GP?
Yes No Don’t No
Know Answer
IF_YES, since (date), have you been seen by a practice
nurse?
IF YES, how many times have you been seen by a practice
nurse?
Notes:
Yes No Don’t No
Know Answer

Since (date), have you been visited by a Community
Psychiatric Nurse?

IF_YES, how many times have you been visited by a
Community Psychiatric Nurse?
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Notes:

Yes No Don't No
Know Answer
Since (date), have you been to any addiction services?
If YES, what treatment have you received and who from?
IF YES, did you stay overnight for any visit?
IF_YES, how many nights did you stay in total over all
visits?
Notes:
Yes No Don't No
Know Answer
Since (date), have you been to A&E?
IF YES, how many times have you gone to A&E?
Yes No Don't No
Know Answer
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IF YES, were any of your visits to A&E while you were in
prison?

IF YES, how many times did you visit A&E while in prison?

Yes No Don’t No
Know Answer
Did you ever use an emergency ambulance?
IF_ YES, how many times have you used an emergency
ambulance?
Notes:
Yes No Don’t No
Know Answer

Since (date), have you been working with a social
worker?

IF YES, how many times in total have you been in contact
with them?

IF YES, how many times has the contact been over the
phone?

IF YES, how many times has the contact been in person?
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IF YES, were any of your visits to A&E while you were in
prison?

IF YES, how many times did you visit A&E while in prison?

Yes No Don'’t No
Know Answer
Did you ever use an emergency ambulance?
IF_YES, how many times have you used an emergency
ambulance?
Notes:
Yes No Don’t No
Know Answer

Since (date), have you been working with a social
worker?

IF YES, how many times in total have you been in contact
with them?

IF_YES, how many times has the contact been over the
phone?

IF YES, how many times has the contact been in person?
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IF_YES, how many times have they visited you in your
home?

Notes:

Yes

No

Don'’t
Know

No
Answer

Since (date), have you tried to access help from any
other support services (e.g. any third-sector
organisations, AA)?

IF_YES, what other agencies have you been to for
support?

If agencies are identified, how many times have you
been to each?

Notes:
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What are your current living arrangements?

(1 Living alone

O Living with partner

[ Living with other family members
O Living with friends

1 Owned or rented property (you must
be the tenant/joint tenant)

O Council property/Housing Association
(you must be the tenant/joint tenant)

O Hostel
[0 Bed & Breakfast

O Residential Care/Shelter/Supported
Accommodation

1 Other (including rough sleeping, sofa
surfing):

Other:

Yes No Don’t No
Know Answer

Since (date), have you been homeless at any point?

N.b You are homeless if you have nowhere to stay and are
living on the streets, but you can be homeless even if you
have a roof over your head. You count as homeless if you
are: staying with friends or family. Staying in a hostel,
night shelter or B&B.2

IF YES, how many nights were you homeless for?
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IF YES, where did you sleep during this time?

Since (date), have you stayed in any of the following?

Hostel (1
B&BO

Residential Care/Shelter/Supported
Accommodation []

IF YES, how many nights did you stay in each?

Hostel:
B & B:
Residential Care/Shelter/Supported
Accommodation:
Notes:
Yes No Don'’t No

Know Answer

Are you currently employed? (If it is cash in hand work
please put this in the notes section)

IF NO, have you been employed at any point since (date)?

IF_ YES, how many weeks have you been employed for
between (date) and now?
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IF YES, how many jobs have you had during this time?

Notes:

Yes No Don’t No
Know Answer
Do you currently receive any money from a public or
government source (eg. Housing benefit, universal credit)
IF YES, approximately how much do you receive in total
per week?
Notes:
Yes No Don’t No
Know Answer
Since (date), have you been arrested?
IF YES, how many times have you been arrested?
Yes No Don’t No
Know Answer

Since (date), have you spent at least one night in
custody?

Copyright © 2024 Holloway et al. This work was produced by Holloway et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For
attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.

177



178

APPENDIX 9

IF YES, how many times have you spent at least one night
in custody?

If yes, was this police custody, prison, or both?

[ Police Custody

O Prison

[ Both

If yes, how many nights have you spent in custody?

Police Custody:

Remand:

Total:

Yes No Don’t No
Know Answer

Since (date), have you been in court?

If yes, how many times have you been in court?

NIHR Journals Library www.journalslibrary.nihr.ac.uk




DOI: 10.3310/KNWT4781 Public Health Research 2024 Vol. 12 No. 11

Appendix 10 Participant Locator Form

A pilot study of an Alcohol Brief Intervention for male remand prisoners: The APPRAISE Study

4

Participant Locator Form - A pilot study of an Alcohol Brief
Intervention for male remand prisoners: The APPRAISE

¥
\\-l ;‘

\

|
% Teesside
University

2O T W,

Cload

£ *
Oy p™

We aim use multiple methods to contact you for follow up. If you
consent to us contacting you by the method, please tick yes and provide
details.

m YES  NO | DETAILS

Mobile
)
S
Text message
_-.®
=
Voicemail

Email

R
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A pilot study of an Alcohol Brief Intervention for male remand prisoners: The APPRAISE Study

HOW YES \'[0] DETAILS
Social Media

00

Home Address

&

Significant Other

Others involved in
your care

o]

Please sign that you agree to us contacting you through the details you have
provided:

180

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/KNWT4781 Public Health Research 2024 Vol. 12 No. 11

Appendix 11 Trial Steering Committee and
Subcommittee terms of reference

N
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A two-arm parallel-group individually randomised Prison Pilot study of a male Remand Alcohol
Intervention for Self-efficacy Enhancement: the APPRAISE study

Terms of reference for the Trial Steering Committee (TSC)
These ToR will guide the scientific, administrative and operational direction of the APPRAISE Study.

Chief investigator (Cl): Professor Aisha Holloway, School of Health and Social Science, the University
of Edinburgh

Aims and objectives
The TSC has the primary aims of monitoring implementation of the APPRAISE feasibility trial, providing
an independent assessment of the data analysis and determining if a future trial is merited.

The TSC has the following objectives:

e Provide overall supervision of the trial on behalf of the trial sponsor and funder and ensure it is
conducted to rigorous standards.

e Comment on the progress of the trial and adherence to protocol.

e Consider new information of relevance to the research question.

e Provide advice, through the chair, to the chief investigator and trial funder on all appropriate aspects
of the trial.

e Provide evidence to support any requests for extensions.

In addition to the TSC, the chair plus three members of the TSC (who specialise in health economics,
statistics, and qualitative methodology and analysis) will form a subcommittee responsible for data
monitoring and ethics.

The subcommittee has the following objectives:

e To monitor the data and make recommendation to the TSC on whether there are any ethical or safety
reasons why the trial should not continue.

e To ensure that the safety, rights and well-being of the trial participants remain paramount.

e The subcommittee will consider the need for any interim analysis.

e The subcommittee is the only body who, if necessary, will have access to the unblinded data.

Meeting

The TSC will meet bi-annually. Members are able to join the meeting by teleconferencing. A meeting
will be considered quorate when at least seven members are in attendance. Aisha Holloway and Victoria
Guthrie will be responsible for calling, organising and minuting the meeting.
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The subcommittee will meet prior to the TSC meeting. Members are able to join the meeting by
teleconferencing. There is no quorate to this meeting. Jamie Smith will be the administrator of this group
and responsible for minuting the meeting.

Duration: the group will function for the entire duration of the APPRAISE study.

Membership
Current membership is as follows:

Professor Frank Sullivan (Chair) Professor of Primary Care Medicine, Director of Research

Professor Olivia Wu Professor of Health Technology Assessment (Health Economics and Health
Technology Assessment), Director of the HEHTA Research Unit

Dr Fergus Daly Statistician at Frontier Science

Hon Professor Alex McMahon Chair of the National Prisoner Health Care Network, Executive Director, Nursing,
Midwifery, and Allied Health Professionals, Executive Lead, REAS and Prison
Healthcare, NHS Lothian

Dr Justina Murray CEO Scottish Families Affected by Drugs and Alcohol

Ms Joanne O’Connor Director at Junction 42

Ms Jessica Davidson Senior Clinical Forensic Charge Nurse

Dr James Carnie Director of Research and Evaluation at the Scottish Prison Service

Mr Frank Reilly Director at the Scottish Recovery Network

Ms Tracey Stewart Community Alcohol-Related Damage Service (CARDS) Volunteer Co-ordinator at
Rowan Alba

Dr Anne Whittaker Associate Professor and Clinical Academic

Ms Alison Douglas Chief Executive at Alcohol Focus Scotland

Mr Pete White Chief Executive at Positive Prison? Positive Future

Mr Nigel Johnson

Membership of the PMG: Aisha Holloway (Cl); Dorothy Newbury-Birch (English Study Site Lead); Victoria Guthrie (Senior
Research Fellow [SRF] and Project Manager); Natalie Connor (Research Associate, English Study Site); Jamie Smith
(Research Assistant). Other members of the PMG as necessary.

Note
Membership of the group will be reviewed as appropriate and as required.
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Appendix 12 Consolidated Health Economic
Evaluation Reporting Standards 2022 checklist

Location where item is

reported
Title
1 Identify the study as an Chapter 7 Title
economic evaluation and
specify the interventions 3.12&3.13
being compared.
Abstract

2 Provide a structured N/A as economics part

summary that highlights ofalarger study
context, key methods,
results, and alternative

analyses.
Introduction

Background and objectives 3 Give the context for the  Chapter 7 Introductory
study, the study question,
and its practical relevance for
decision-making in policy or
practice.

Paragraphs

Methods

Health economic analysis 4 Indicate whether a health Section 7.2
plan economic analysis plan was

developed and where

available.

Study population 5 Describe characteristics of Section 3.2
the study population (such as
age range, demographics,
socioeconomic, or clinical
characteristics).

Setting and location 6 Provide relevant contextual Section 3.1
information that may
influence findings.

Comparators 7 Describe the interventions or 3.12&3.13
strategies being compared
and why chosen.

Perspective 8 State the perspective(s)  Chapter 7 Introductory
adopted by the study and

Paragraphs
why chosen.

Copyright © 2024 Holloway et al. This work was produced by Holloway et al. under the terms of a commissioning contract issued by the Secretary of State for Health 183
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,

distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For

attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.



184

APPENDIX 12

Time horizon

Discount rate

Selection of outcomes

Measurement of outcomes

Valuation of outcomes

Measurement and valuation
of resources and costs

Currency, price date, and
conversion

Rationale and description of
model

Analytics and assumptions

Characterising
heterogeneity

10

11

12

13

14

15

16

17

18
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State the time horizon for the
study and why appropriate.

Report the discount rate(s)
and reason chosen.

Describe what outcomes
were used as the measure(s)
of benefit(s) and harm(s).

Describe how outcomes used
to capture benefit(s) and
harm(s) were measured.

Describe the population and
methods used to measure
and value outcomes.

Describe how costs were
valued.

Report the dates of the
estimated resource
quantities and unit costs,
plus the currency and year of
conversion.

If modelling is used, describe
in detail and why used.
Report if the model is
publicly available and where
it can be accessed.

Describe any methods for
analysing or statistically
transforming  data, any
extrapolation methods, and
approaches for validating
any model used.

Describe any methods used
for estimating how the
results of the study vary for
subgroups.

Location where item is

reported

Chapter 7 Introductory
Paragraphs

Chapter 7 Introductory
Paragraphs

Not Applicable. Feasibility of
cost estimation study.

Not Applicable. Feasibility of
cost estimation study.

Not Applicable. Feasibility of
cost estimation study.

Tables 35-38

Chapter 7 Introductory
Paragraphs

Not Applicable.
Feasibility of data

collection study

Not Applicable.
Feasibility of data

collection study

Not Applicable.
Feasibility of data

collection study
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Location where item is

reported

11

Characterising distributional
effects

Characterising uncertainty

Approach to engagement
with patients and others
affected by the study

Results

Study parameters

Summary of main results

Effect of uncertainty

Effect of engagement with
patients and others affected
by the study

Discussion

19

20

21

22

23

24

25

Describe how impacts are
distributed across differe nt
individuals or adjustments
made to reflect priority
populations.

Describe methods to
characterise any sources of
uncertainty in the analysis.

Describe any approaches to
engage patients or service
recipients, the  general
public, communities, or
stakeholders (such as
clinicians or payers) in the
design of the study.

Report all analytic inputs
(such as values, ranges,
references) including
uncertainty or distributional
assumptions.

Report the mean values for
the main categories of costs
and outcomes of interest and
summarise them in the most
appropriate overall measure.

Describe how uncertainty
about analytic judgments,
inputs, or projections affect
findings. Report the effect of
choice of discount rate and
time horizon, if applicable.

Report on any difference
patient/service recipient,
general public, community,
or stakeholder involvement
made to the approach or
findings of the study.

Not Applicable.
Feasibility of data

collection study

Not Applicable.
Feasibility of data

collection study

Section 9.6

Not Applicable.
Feasibility of data

collection study

Tables 40-43

Not Applicable.
Feasibility of data

collection study

Section 7.4
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Study findings, limitations,
generalisability and current
knowledge

Other relevant information

Source of funding

Conflicts of interest

26

27

28

Report key findings,
limitations, ethical or equity
considerations not captured,
and how these could affect
patients, policy, or practice.

Describe how the study was
funded and any role of the
funder in the identification,
design, conduct, and
reporting of the analysis.

Report authors conflicts of
interest according to journal
or International Committee
of Medical Journal Editors
requirements.

Location where item is

reported

Section 7.4

Funded by NIHR-PH

Submitted to funder
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