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Health Trainers aimed to empower participants to make healthy lifestyle changes (particularly 

in alcohol use, smoking, diet and physical activity), take on the 5 Ways to Wellbeing, and 

signpost to other options for support. 

The control group received treatment as usual, defined by available community and public 

service options for improving health and wellbeing. 

Main outcome measures 

The measures included the Warwick and Edinburgh Mental Well-being Scale (WEMWBS), 

alcohol use, smoking, dietary behaviour, physical activity, substance use, resource use, 

quality of life, intervention costs, quality of life, intervention engagement, and feasibility and 

acceptability of trial methods and the intervention.  

Results 

We learned a great deal about recruitment and achieved our target of 120 participants. We 

met our minimum trial retention target at 6 months (60%). Among those offered Health Trainer 

support, 62% had at least two sessions. Our mixed-methods process evaluation generally 

supported the trial methods and intervention acceptability and feasibility. Data from the 

proposed primary outcome, the WEMWBS, provided us with valuable data to estimate the 

sample size for a full trial in which to test the effectiveness and cost-effectiveness of the 

intervention.  

Limitations 

We identified and discussed several limitations concerned with recruitment, retention, 

intervention engagement and blinding.  

Conclusions 

Based on the findings from this pilot trial, a full trial (with some modifications) seems justified 

with a sample size of around 900 participants to detect between-group differences in the 

WEMWBS scores at 6-month follow-up. 

Future work 

We identified a number of recruitment, trial retention, intervention engagement and blinding 

issues in this pilot and make recommendations in preparation of and within a full trial. 
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Scientific Summary 
 

Some text throughout this report has been reproduced from Thompson TP, Callaghan L, 

Hazeldine E, et al. Health trainer-led motivational intervention plus usual care for people 

under community supervision compared with usual care alone: a study protocol for a 

parallel-group pilot randomised controlled trial (STRENGTHEN). BMJ Open 

2018;8:e023123. doi:10.1136/ bmjopen-2018-023123 

Background 

People with experience of the Criminal Justice System typically have poorer physical and 

mental health, lower levels of mental wellbeing, and have less healthy lifestyles than the 

general population. Health Trainers have worked with a range of groups, including offenders 

in the community, to provide support for healthy lifestyle changes, enhancing mental wellbeing 

and signposting to appropriate services. To date, there has been no rigorous evaluation of the 

effectiveness and cost-effectiveness of providing such community support, and hence the 

evidence upon which to commission appropriate services is lacking. Public services to support 

those with the greatest need are severely stretched and tend to focus only on acute care 

needs, so it is important to only invest in support that is effective and cost-effective. The 

absence of rigorous studies is partly due to difficulties in recruiting participants and completing 

follow-up assessments, and engaging participants in support to improve wellbeing and healthy 

lifestyles. The present pilot trial therefore focuses on assessing any trial uncertainties and 

making recommendations on how to deliver an efficient full trial to determine the effectiveness 

and cost-effectiveness of Health Trainer support for improving wellbeing and healthy lifestyles 

among people receiving community supervision, as part of the Criminal Justice System in the 

UK. 

Objectives 

The aim of this pilot randomised controlled trial was to explore uncertainties about the 

acceptability and feasibility of the trial methods and Health Trainer-led intervention, in order to 

inform the design of a full randomised controlled trial.  

Objectives were as follows: 

1. To assess the acceptability and feasibility of the STRENGTHEN intervention, alongside 

routine engagement with community supervision services, for the key stakeholders including 
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established across the 3 offender management services, it took 9 months to recruit 90 

participants (i.e. 3.3 per offender management service per month), and the planned 120 

participants were recruited. Reasons for excluding participants were described at three steps 

within the recruitment process. We are now in a strong position to estimate the resources 

required to recruit participants. 

Study attrition was initially around 50% but with improved processes throughout the pilot trial 

this was improved to 60% overall, which partly met our progression criteria. There was no 

clear influence of trial arm or recruitment service on retention. An acceptable level of retention 

was achieved without financial incentives.  

It was not an aim of the study to detect statistical significance between group differences but 

the reported values for the main outcome variable, WEMWBS, at 3- and 6-month follow-up 

indicated some differences in favour of the intervention arm from which to provide estimates 

for a sample size calculation for a definitive trial. There were also some encouraging signs 

that there was lower tobacco and alcohol consumption at follow-up in the intervention arm 

compared with the control group. Data for all measures was generally complete because 

assessments were mainly conducted in face-to-face mode.  

Overall, 28% of participants did not attend any Health Trainer-led intervention sessions, and 

62% had at least 2 sessions, which partly met our progression criteria. The overall mean (SD) 

number of sessions attended was 3.7 (3.4), with a median of 3. Those who had moderate 

engagement (2-5 intervention sessions) appeared to have higher WEMWBS scores at follow-

up, compared with those who had lower and higher engagement. 

We estimated the mean (SD) cost of the STRENGTHEN intervention to be approximately 

£348 (£128) per participant. The main cost drivers for the intervention, determined by data 

prospectively collected using Health Trainer/participant contact sheets, activity logs of the HT 

co-ordinator, and a questionnaire for completion by the intervention providers, were: i) staff 

time of the Health Trainers and the Health Trainer co-ordinator and; ii) supervision of the 

Health Trainers. 

 

A number of recommendations arose for conducting a full trial concerned with recruitment and 

trial retention, intervention engagement and blinding.  

 

In terms of recruitment, recommendations included: exploring ways to increase the number of 

female participants; providing clear training for researchers to implement recruitment 

procedures in the 16 offender management services needed to recruit 900 participants across 
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The successful completion of this pilot implies the feasibility of conducting a larger definitive 

trial with full cost-effectiveness analysis. Piloting the framework for a future economic 

evaluation via the collection of: intervention resource use and cost data; data on health, social 

care and broader societal resource use; data on the potential primary outcome measure for 

the trial; and policy-relevant quality-adjusted life year outcome measures has led to a number 

of specific indications for how to structure and conduct such a cost-effectiveness analysis of 

the STRENGTHEN intervention. The pilot trial has provided a platform upon which to develop 

a multi-centred randomised trial to rigorously assess the effectiveness and cost-effectiveness 

of Health Trainer support for people under community supervision.  

 

This research was funded by the National Institute for Health Research PHR Programme 

(project number 14/54/19), and supported by PenCLAHRC. 

 

Trial Registration: ISRCTN 80475744 
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of long-term conditions. The HT role has been adapted for specific populations, including 

offenders16 and smokers,33 with early signs that the support is acceptable and 

feasible. However, further intervention development and piloting was required to integrate a 

focus on promoting wellbeing and multiple health behaviour changes in offenders in the new 

NPS/CRCs context, and to understand the interactions between wellbeing and health 

behaviour changes. These uncertainties will be explored, and reduced, in a process evaluation 

(PE), working with the peer researchers who will have lived experience of the CJS. The pilot 

trial and PE will further test our assumptions, the intervention and cost-effectiveness.  

Aims and objectives of the pilot trial 

The aim of this pilot randomised controlled trial (RCT) was to develop and implement a HT-

led intervention to support health and wellbeing improvements for those under community 

supervision within the CJS. Further, the pilot study seeks to explore uncertainties about the 

acceptability and feasibility of the trial methods and intervention, in order to inform the design 

of a full RCT.  

Specific objectives: 

1. To assess the acceptability and feasibility of the STRENGTHEN  intervention, alongside 

routine engagement with community supervision services, for the key stakeholders including 

participants receiving community supervision, Community Rehabilitation Companies, the 

National Probation Service and Health Trainers themselves. 

2. To assess the acceptability of recruitment, randomisation and assessment procedures 

within a pilot pragmatic randomised controlled trial. 

3. To determine, from the pilot RCT, completion rates for proposed outcome measurements 

to assess wellbeing (WEMWBS) and behavioural measures (e.g. self-reported alcohol 

consumption, smoking, diet, physical activity, substance use), and quality of life (SF36 and 

EQ-5D-5L) at baseline and 3- and 6-month follow-up. 

4. To provide data to contribute to sample size calculations for a fully-powered RCT to primarily 

assess subjective wellbeing (WEMWBS) and to ensure that the effect size (intervention vs. 

usual care) chosen for powering the definitive trial is plausible. 

5. To use a mixed-methods process evaluation to further refine and understand the 

acceptability and feasibility of the intervention, its delivery and the trial procedures.  

6. To estimate the resource use and costs associated with delivery of the intervention, and to 

pilot methods for the cost-effectiveness framework in a full trial. 
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5. The HT, informed by the 5WWB, helped clients to build positive behaviours (e.g. initiating 

and maintaining activities (physical, creative etc.)) and find opportunities for gaining core 

human needs (i.e. sense of competence, autonomy and relatedness), as well as learn and 

notice, to enhance mental wellbeing.  

6. Any reductions in alcohol consumption (as units per week, alcohol-free days, or avoidance 

of trigger events, smoking (using different strategies)), 33, 37-38 and increases in physical activity 

and healthy eating were supported, with the underlying aim (not necessarily explicitly 

discussed with the participant) to build confidence to meet guidelines for safe alcohol 

consumption, to quit/reduce smoking, engage in daily/weekly physical activity, and healthy 

eating.  

7. Participants were actively supported to gain help from friends and family, link with other 

community resources (parks, leisure centres) and services (e.g. Stop Smoking Services, Drug 

and Alcohol Treatment Service) as a part of achieving their personal plan, and exploring 

options for continued support after the intervention as appropriate.  

 

Training the Health Trainers 

Following the development of the HT manual, a training plan was developed which the training 

manual supported. The training consisted of various sections covering the key components of 

the intervention (see appendix 1). The training was delivered over three days at both sites, led 

by the intervention lead (TT) with input from key members of staff (LC, AHT) to support delivery. 

The training included multiple opportunities for feedback and discussion, as well as skills 

practice with staff and PPI representatives. Following the training, HTs were allocated up to 

three practice participants, who were recruited from the peer researcher groups as a way to 

develop real world experience of delivering the intervention. 

Supervision of the Health Trainers 

A supervision contract was drawn up (see training manual in supplementary material 1) 

outlining expectations of supervision sessions. Supervision sessions were led by the 

intervention lead (TT) and took place biweekly with both sites simultaneously via Skype. The 

supervision sessions began following the delivery of the intervention with practice participants. 

Supervision sessions followed a standing agenda, which allowed for discussion and feedback 

on specific cases, resolution of any difficulties HTs may have been facing, and allowed HTs 

to feed back any issues which they felt needed to be resolved. Issues included elements they 

felt were not working, or elements they felt would be a useful addition; these were fed back by 
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the intervention lead to the project management group who would decide if any changes were 

necessary as part of the formative process evaluation. Audio recordings of sessions were also 

reviewed within some supervision sessions and linked back to the core competencies. 
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Sample size 

A recruitment target of 120 participants was set, across the two geographical regions (with the 

aim of recruiting 60 participants per region). Following consultation with the Trial Steering 

Committee, the decision was made for a 60:40 men to women purposive sample, to inform 

understanding of the experience of women in the CJS. Women make up a smaller proportion 

of those under community supervision, and represent a small number of the total prison 

population (Ministry of Justice, 2016).39 However, the aim was to over-recruit for women in 

attempt to avoid losing that understanding of experience through proportional sampling.  

 

This pilot study was not powered to detect between-group clinically meaningful differences in 

the proposed primary outcome. Therefore, the target sample was primarily set to assess the 

feasibility objectives of the study, and to inform sample size calculations for a planned 

definitive trial. When data from a pilot study are required to estimate the standard deviation of 

a continuous outcome, to maximise efficiency in terms of the total sample size across pilot 

and main trials, the recommendation is that a two-group pilot study should have follow-up data 

from at least 70 participants (i.e. 35 per group).40 As most participants would remain engaged 

with the probation service for the length of the trial, it was anticipated that retention would be 

reasonably high. A recruitment target of 120 participants, based on an assumed non-

differential retention rate of 75% at 6 months, in an aim to obtain follow-up outcome data on a 

minimum of 45 participants in each of the allocated groups, across both regions. A retention 

rate of 60% would still provide sufficient data for planning the future trial.40 Local services 

suggested that over a 3-month window, there may be 20-30 ex-offenders entering each of the 

two local community supervision systems per week. It was estimated that around 10% would 

decline to participate in a baseline assessment10, 16, 41 and a further 20% would be found to be 

ineligible following the baseline assessment. Based on recruitment rates from other probation 

trials,10 it was estimated that around 50% of eligible subjects would consent to participate. 

 

Recruitment 

Recruitment for the study was over a 14-month period between October 2016 and December 

2017; initially the planned recruitment period was a 3-month period from October-December 

2016. This is discussed in more depth in the Results chapter. There were two pathways to 

participant recruitment: (1) via the CRCs and NPS; and (2) via community organisations 

including drug and alcohol rehabilitation centres, homeless hostels and day centres (in the 

Plymouth site only) (see figure 1 below). Recruitment via community organisations was 

introduced as an attempt to reach those not engaging regularly with the CRC or NPS services. 
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Figure 1: Participant pathway to recruitment 

Database Search 

Researcher and Offender Manager look through caseload, 
and identify those eligible for participation in the study.  

 

Approach/Screening conducted by researcher 

Research screening questions asked, and consent 
process completed if participant is willing/able to engage.  

 

Approach/Screening completed 

Screening and consent are completed. The researcher 
either completes the baseline CRF directly following the 
screening process, or arranges a further appointment 

with the participant 

 

Baseline completed 

Participant has completed their baseline CRF, and is 
allocated a study number, and can now be randomised 

 

Initial Approach 

During this stage, the potential participant is approached, 
either by the Offender Manager or the researcher, and this can 
be in-person or via the phone. The study is explained in brief.  

 

Initial Approach conducted by Offender 
Manager 

The Offender Manager approaches the 
potential participant, explaining the study and 

asks if they are willing to meet with a 
researcher. If willing, the Offender Manager 
takes contact details for the participant and 

passes on to the researcher. 

 

 

Initial Approach conducted by researcher 

Researcher directly approaches the 
participant, following an appointment with their 

Offender Manager. The researcher explains 
the study, and either progresses to asking 

screening questions and conducting consent, 
or will arrange a time to phone/meet with the 

participant at a later date.  

 

 

 

Not eligible 
for study 

Eligible, but 
declines further 

participation 

Eligible, but 
declines further 

participation 

Declines to 
participate 

Declines to 
participate 
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Initially, a single point of access (SPOA) administrator was identified for both the CRC and 

NPS. The SPOA administrator identified potential participants using the nDelius record system 

for both services. The Offender Managers (OMs) of identified individuals were then consulted 

by the researchers for screening for inclusion/exclusion criteria and assessment of risk. 

Further into the study, a decision was made to alter this process, with researchers helping the 

OMs to screen caseloads (i.e., sitting alongside them but without visibility of personal 

information), to maximise efficiency and reduce overall staff demand (see supplementary 

materials 3 for documents related to the screening process).  

Those individuals who were assessed as eligible for participation in the research were initially 

approached by their OM, who explained the study, and asked if clients would be interested in 

speaking to the researcher, either: directly after their appointment (when researchers were 

available), at their next scheduled appointment, or via the telephone. On receiving verbal 

agreement to approach the client, the OM facilitated this meeting, providing an introduction. 

All participants were given the opportunity to meet the researchers for the initial appointment 

at the CRC/NPS offices.  

Recruitment via community organisations  

Identification of participants through community organisations involved key staff (e.g. Day 

Centre managers) initially approaching potential participants and inviting them to talk to a 

researcher about the study. On receiving verbal agreement to approach, the researcher made 

a time and date for a meeting, to explain the project in more detail. The consent form (see 

recruitment documents in supplementary materials 4) for potential participants identified 

through the community organisations requested consent for the researcher to make contact 

with their OM, to establish whether the individual met criteria for participation in the study. 

Following positive assessment by the OM, the researcher made contact with potential 

participants to arrange a time to conduct baseline data collection. If the OM assessed the 

potential participant as not meeting the inclusion criteria, the researcher made a time to explain 

to the individual why they were unable to proceed with the study. 

Participant approach by researcher 

During approaches, at both the CRC/NPS and community organisations, the researcher 

explained the study, presenting information from the participant information sheet (see 

supplementary materials 4), including the potential time burden for the participant. Emphasis 

was placed on ensuring the potential participant fully understood the concept and implications 

of randomisation, the voluntary nature of the research, and their right to withdraw without 

detriment to their care or legal rights. Confidentiality (including reasons for a breach of 
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confidentiality) and data protection were also presented at this stage. Potential participants 

were given the opportunity to ask questions, and discuss their involvement in the study. All 

participants were asked if:  

- they were willing and able to receive support to improve one or more of the target 

health behaviours and/or improve mental wellbeing if randomised to the intervention;  

- they were willing and able to take part in a pilot RCT with follow-up assessments at 3 

and 6 months.  

 

If the individual expressed further interest in taking part in the study, the researcher progressed 

with the informed consent process, in which both the participant and researcher signed two 

copies of the consent form (see supplementary materials 4) (one retained by the participant 

and one by the researcher). If the participant expressed a need for time to think about their 

involvement, the researcher arranged a later date and time to contact the individual, to discuss 

whether they wanted to continue with the study. Individuals who were unwilling or unable to 

proceed were thanked for their time and reminded that there were no negative consequences 

for not taking part.  

When the consent form was completed, the researcher continued with the baseline data 

collection during the same appointment, if the participant was happy to proceed, or made a 

further appointment for baseline data collection. In addition to the baseline data assessment, 

the researcher completed a contact form (see supplementary materials 4) for each participant, 

noting contact numbers and addresses, as well as any key services they were engaging with. 

The participant signed this form, to confirm their permission for the research team to contact 

the participant via relevant services.  

 

In regards to the consent process and data collection, individuals who lacked capacity on a 

particular day (potentially through intoxication), were given additional opportunities to 

complete assessments, before being deemed to be ineligible to proceed. Given the often 

challenging and chaotic lives that this population can present with, this flexibility was 

particularly important.  

Randomisation and concealment 

Allocation to intervention or control group was 1:1 and used a minimisation algorithm with a 

random element, to ensure balance between allocated groups with respect to age, gender and 

recruitment region.  












































































































































































































































































































































