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Most adults with problematic substance use report that their substance use began in
adolescence (Simon et al., 2022). Young people are much more vulnerable than adults to the
adverse effects of substance use due to a range of physical and psychological factors that
often interact and the differential impact of substances on the developing brain (Battistella
et al., 2014, Copeland et al., 20134, Parlar et al., 2021). In addition to an increased risk of
accidents and injury (NHS., 2018), substance use in adolescence is also associated with poor
educational performance and exclusion from education. Over the academic year 2015-16,
almost 9% of permanent school exclusions in state secondary schools were due to alcohol
and substance use (DFE., 2019).

While the relationship between offending behaviour and substance use is complex, evidence
highlights that the prevalence of substance use is far higher in the youth offending population
than the general youth population. Approximately 25% of young people in structured alcohol
and drug treatment are referred from criminal justice (OHID., 2022) and data from the Youth
Offending Team, ASSETPLUS, indicates that most young people in the CIS, 76%, use
substances and 72% have a mental health need.

Evidence from the Youth Endowment Fund Children, Violence and Vulnerability Report (YEF,
2024) highlights the link between substance use and offending with rates of drug use
significantly higher among the victims and perpetrators of violent offences, with 19% of
victims and 22% of perpetrators reporting cannabis use in the past 12-months compared to
6% who had not experienced violence. Drug use overlaps with poor mental health,
disengagement in education, gang membership and involvement in crime (Coulton et al.,
2022). Young people themselves view drug use as a major factor associated with youth
violence in their area with 66% seeing drug use, 65% addiction and 64% drug supply as major
drivers in the committing of violent offences. Since 2012 there has been a reduction in the
number of young people accessing substance use services (Black, 2020) in part associated
with reduced funding for services (Black, 2020), it is critical that substance use services
provide appropriate support for young people who use drugs who often have complex and
multiple vulnerabilities.

Ethnic minorities, particularly black children, are disproportionately represented in the
offending statistics, both as victims and perpetrators of crime (YEF, 2024). Data from the
Youth Justice Board in 2024 highlights that while 6% of those aged 10-17 years are of Black
heritage they represent 20% of those stopped and searched, 12% of those arrested, 11% of
those cautioned and 26% of those in custody. The reasons for this disproportionality are
complex but many ethnic minority groups are more likely to experience discrimination,
poverty, neighbourhood deprivation, exclusion from school, have emotional and mental



health needs, use drugs and less likely to have access to early intervention (Bateman et al.,
2023). All key risk factors for offending.

While the prevalence of drug use is similar across ethnicity, except for Asian populations who
have a lower prevalence (OR 0.39; 95% Cl 0.19 to 0.81), the proportion of those receiving
treatment is far lower, 5% of ethnic minorities versus 89% White British. Reasons for this
disparity include lack of awareness of available services, lack of culturally sensitive services
and a lack of trust stemming from previous negative experiences with services (Pinto et al.,
2024). Furthermore, the complexities of intersectionality’s of marginalised communities also
play a role in an individual’s openness to engage, and experience of, a range of support and
statutory services from healthcare to the justice system (Healy and Colliver, 2022).

Multidimensional family therapy (MDFT) is widely delivered across the United States,
Netherlands, Belgium, Sweden, Finland, Lithuania and Aruba, although there is no current
MDFT provision in the UK. MDFT is an integrative, family-based, multiple systems-oriented
intervention specifically designed to address adolescent problems including substance use,
mental health, aggressive and violent behaviour and delinquency (Liddle, 1991, Liddle et al.,
2005). MDFT’s aim is to reduce substance use, improve mental health and enhance
developmental functioning across several behavioural domains:

1. the adolescent domain helps adolescents to engage in treatment, regulate their emotions,
communicate with, and relate effectively to, their parents and other adults, and to develop
social competence and alternative behaviours to drug use.

2. the parent domain engages parents in therapy, increases their behavioural and emotional
involvement with their children and improves parental practices.

3. the family interactional domain focuses on reducing conflict and improving emotional
attachments and patterns of communication and problem-solving using multi-participant
family sessions.

4. the extrafamilial domain fosters family competency within all social systems in which the
adolescent participates.

The intervention is manualised and delivered by trained therapists through individual and
family sessions.

There is established evidence for MDFT in reducing substance use, delinquency and
offending, improving adolescent mental health and prosocial behaviour, four systematic
reviews (Baldwin et al., 2012, Filges T. et al., 2018, Tanner-Smith et al., 2013, van der Pol et
al., 2017b) indicate it has a small to moderate effect size (6 =0.20 to 0.30) when compared to
other psychological therapies, with greater effects for those whose substance use is severe
and those actively involved in offending. The established research base has limitations when



compared to the UK context, most studies have been conducted in the US, where business as
usual tends to be more intensive than in the UK and studies conducted in Europe have tended
to focus on cannabis use (Rigter et al., 2010). But MDFT has been successfully adapted to
different contexts including comorbid substance use and mental health problems (Liddle et
al., 2018), addiction to internet gaming (Nielsen et al., 2021), use among young adult
populations (Liddle et al., 2024a), and different healthcare systems (Rigter et al., 2010).

MDFT has extensive evidence of being effective within diverse communities. For example, the
2008 evaluation by Liddle et al (Liddle et al., 2008) reports 71% of the population were African
American and 11% Hispanic, whilst the population for the 2015 study by Dakof et al (Dakof et
al., 2015) worked with a population which was 35% African American and 59% Hispanic.

A diverse staff team, who are locally recruited and reflect the diversity within the area and
caseload, will deliver the programme. Barnardo’s established presence in the research areas
mean they are well placed to meet the needs of this diverse community, for example their
Children’s Services have pre-existing relationships with Black-led and ethnic minority-led
community organisations in the Bristol area which they will build on to support the
development of this project. Similarly, as a strategic partner in Newport, Barnardo’s have
close working links with a range of family support services across the city, including black and
minority-ethnic-led community organisations where families would rather work with groups
more closely aligned to their cultural, religious, and linguistic needs. In addition, Barnardo’s
SEEN Project works closely with grassroots organisations who offer expertise on providing
specialised support for children from African, Asian and Caribbean heritage communities.
Barnardo’s also has previous experience of recruiting staff from an ethnically diverse
background with lived experience to deliver project work supporting young people at risk of
criminal exploitation, via their tailored recruitment approach. In both Bristol and Newport,
Barnardo's has undertaken targeted recruitment through advertising in places where a
diverse workforce exists. The current Bristol Exploitation Service is managed by a Black
woman who in turn manages 2 Team Managers, one Black, one White. For this bid, Barnardo's
has been sharing possible employment opportunities with a range of partners in Bristol and
Newport who will add to a more diverse MDFT staff team and there is active interest in these
posts coming out to market. At the point of recruitment, Barnardo's approach to EDI is
embedded through interview questions and scoring system that is used. Induction includes
a full induction into Barnardo's approach to EDI and the opportunity to join Staff Networks
(Race Equality, Disabled staff, Women, LGBTQ) is explained and encouraged. At a service
level, take up of support is monitored on a quarterly basis in relation to protected
characteristics and services develop action plans to improve access, when and as required.
Our internal Race Equality Lead Advisor has supported services in Bristol and Newport to
ensure they are better placed to recruit and retain more diverse staff teams.



The proposed research aims to address key questions about the efficacy of MDFT, adapted
for use within the UK using a mixed method, two-arm, prospective, individually randomised
controlled trial comparing MDFT versus business as usual (BAU). The trial will have an
embedded internal pilot to address key questions regarding the parameters for a definitive
efficacy study and a concurrent implementation and process evaluation addressing important
guestions regarding the MDFT intervention in detail.

Delivery of MDFT will occur between July 2025 and July 2027. MDFT aims to reduce substance
use, improve behavioural issues and reduce young people’s involvement in the criminal
justice system through multidimensional family therapy. Greater detail on the theoretical
framework is available here https://www.mdft.org and a theory of change diagram and

narrative provided in figure 2 and appendix I. It is delivered by a qualified MDFT therapist,
and it intervenes in four connected areas: (i) the young person, (ii) the parents, (iii) the family,
and (iv) the community. The main activities that drive behavioural change are (i) individual
therapy sessions between the therapist and young person (typically 8-20 individual sessions),
(ii) parent sessions between the therapist and parents (typically 4-10 sessions), (iii) family
sessions where the therapist facilitates meaningful conversations among the family members
who attend (typically 4-10 sessions), and (iv) sessions between the family and social systems
in their community (typically 4-10 community sessions/meetings). Additional activities
outside of the session promote individual change, and phone calls to the young person and
parents support the development of problem-solving skills for when difficulties in
relationships arise.

Families work with the therapist for a period typically lasting 4-6 months, following three
stages. While the time in each stage and the time to completion varies significantly depending
on the case and the family, we have outlined what the average case roughly looks like. It is
important to note that MDFT is not rigid about the time spent in each stage, and transitioning
between them can be porous. As such, these timelines are just guidelines based on previous
cases and are not a measure of fidelity. This fluid approach ensures that therapists are
responsive to the needs of each unique youth and family in traversing treatment stages,
ensuring the programme is sensitive and appropriate for all participants, regardless of their
demographic background.

Stage 1 (month 1): Therapists create an environment where the young person and their
parents feel respected and understood. Therapists meet alone with each to begin the change
process, establishing a strong therapeutic relationship which enhance motivation, reflection,
and self-examination. Family sessions and community work also begin immediately upon
starting  MDFT to create systemic/relational change. Because these sessions are
fundamentally directed at creating an environment of respect, it is here that any factors that


https://www.mdft.org/

may play an important role within the therapeutic relationship and environment (such as
considerations of ethnicity, sex, cultural or religious norms and practices and/or the
intersectionality of such) will be addressed. Any such conversations will be led by young
people/families, ensuring that individual agency is promoted and respected.

Stage 2 (months 2-5): The focus of stage 2 is on behavioural and interactional change within
the young person and their parents in their relationships, as well as their extrafamilial areas.
MDFT helps the young person improve self-awareness, self-worth, and confidence, while
developing short and long-term goals, improving emotional regulation, coping, problem
solving and communication skills. The focus for parents is on strengthening parental
teamwork, improving parenting skills and practices, rebuilding parent-child emotional bonds
and enhancing parents' individual functioning. In the family domain, MDFT improves family
communication, problem solving skills, strengthens emotional attachments between family
members and improves everyday family functioning. In the community, the focus is on
improving the family’s relationships with social systems including, school, the workplace and
their wider community while building capacity to access support when needed. If court-
involved, the MDFT team is active in helping young people comply with terms of court orders
and reducing recidivism.

Stage 3 (month 6): In the last month of the programme therapists highlight the achievements
and support families to create action plans for responding to family arguments, substance use
relapse or other potential setbacks. Family members engage in self-reflection, acknowledging
the efforts made by each other and expressing hope for the future. It is the young person and
their family’s launch into the next chapter of their lives.

Post-programme support: Stage 3 focuses on reinforcing the positive changes and
transitioning to an independent life separate from the program. Moreover, as a short-term
intensive intervention, MDFT programmes are working on discharge/transition plans from
the beginning of the program. For example, MDFT programmes might engage parents in their
own substance use or mental health treatment, and work to get youth and parents engaged
in their community (e.g. youth centres, parent and peer support organisations,
sports/recreation, clubs, employment). Finally, MDFT programmes always “leave the door
open” for youth or parents to reach out to the programme after completion if necessary.
MDFT can employ a systematic transition plan with a scheduled set of informal contacts
(phone calls, texts) with youth and parents over the first 3 months after programme
completion and, if necessary, 1 -3 sessions to avert a crisis. While it is a rare situation where
these offers of aftercare are needed, they ensure a solid transition out of the programme. We
will monitor the rate of take-up for these services in the pilot to ensure the full-scale trial
finds a feasible and financially possible offer for post-programme care.



Figure 1: Delivery of MDFT
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Adapting MDFT for delivery within the UK treatment environment

Adaption of the MDFT intervention aims to ensure that the intervention meets the needs of
the population it serves. Adaption will include a young person’s and stakeholder advisory
group who are representative of the ethnic diversity in the delivery areas. MDFT will be
adapted to ensure culture sensitivity and the most relevant EDI issues in the local context are
reflected in the content.

The membership of the stakeholder advisory group will be fluid, as time progresses it will
focus more on those delivering the intervention in the local context. At the outset it is
proposed to have representation from those with experience of delivering substance use
interventions, those who have previously adapted MDFT for delivery in different
environments, those involved in the ICANT trial (Rigter et al., 2010), local authority
stakeholders in Bristol and Newport, representatives from Barnardo’s, Ending Youth Violence
and MDFT international.

The adaption of MDFT will follow the ADAPT guidance (Moore et al., 2021)The initial stage
involves a rapid review of the previous adaptions to identify key challenges that need to be
overcome and to map similarity and differences in delivery in different contexts. Qualitative
work will be undertaken with the young people advisory group to explore issues around
feasibility and acceptability of MDFT.

Identifying what elements of MDFT require adaption without undermining the underlying
mechanism will be guided using the Modification for Adaption Design and Impact Tool (MADI;
(Kirk et al., 2020)). This tool systematically explores what materials require adaption, the
potential for unintended consequences and resource requirements. All modified materials
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will be reviewed by the stakeholder group and the young persons advisory group to ensure
feasibility and acceptability are being maintained.

In the pilot study we will evaluate the adapted version of MDFT with a focus on those who
receive it and those who deliver it to explore whether further adaption is needed. This
qualitative work will involve qualitative interviews with a population of participants who
receive MDFT and therapists who deliver it. The interviews will explore suitability of materials
for the intended population, issues around resources required for delivery, unintended
consequences, acceptability and feasibility.

Training to deliver the intervention

MDFT training is intensive and individualised, leading to certification of therapists and
supervisors. Therapists and supervisors will be recruited that reflect the diversity of the
population being served with appropriate backgrounds and experience in providing
therapeutic services to young people and families.

Initial therapist training takes about 6 months and supervision training takes an additional 4
— 5 months. MDFT programmes begin serving young people as soon as training begins.
Training uses multidimensional training and consultation methods consisting of several
integrated components: didactic, demonstration, case consultation, video review, live
supervision, and competency assessments. Initially clinicians begin training by completing an
Introduction to MDFT on an eLearning platform that is composed of 20 interactive modules.
This is followed with weekly case consultations with a certified MDFT trainer who provides a
review of the therapists work with young people and carers. These are done in groups of 2- 3
therapists and focus on teaching MDFT theory and practice through application on active
cases. Throughout the training therapists participate in several intensive video reviews of
their MDFT sessions, focussing on a single training case. Finally, the trainer comes to the
programme site for multiday site visits consisting of case consultation, video review, and live
supervision.

Supervision training involves walking through each aspect of MDFT supervision. It begins with
an Introduction to MDFT Supervision. Supervisors then put into practice the methods they
have read and written about, submitting recorded samples of their work for the trainer’s
review. Supervisors also participate in an on-site intensive supervision training focusing on
video review and live supervision methods. Therapists and supervisors are recertified
annually demonstrating their continuing competency.

Annual quality assurance activities are provided to help programmes maintain fidelity. They
include quarterly case consultations, a yearly onsite booster training, and participation in
refreshers which are offered monthly to the worldwide MDFT network and consist of 90-
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minute sessions focusing on topics of interest. Therapists must attend one refresher per year
while supervisors must attend 2 per year to recertify. However, these are continuation of
their education, and non-attendance does not impact overall quality of delivery.

The MDFT Clinical Portal is used for tracking treatment fidelity and outcomes without placing
undue burden on clinicians. Reports summarising each programme’s fidelity and outcomes
are provided once per year, or more frequently as required.

Figure 2: MDFT Theory of Change (a detailed narrative is provided in appendix |)
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Business as usual

Business as usual will be explored as part of the internal pilot study. There is a paucity of good
guality intensive interventions for young people who use drugs. An initial scoping review of
services, both statutory and non-statutory, has identified several organisations who provide
services for young people who use drugs. Avon and Wiltshire Mental Health Partnership Trust
has a specialist young person’s substance use service that offers brief interventions such as
motivational interviewing and motivational enhancement therapy for those at a high level of
severity. Sessions, lasting approximately 45-minutes are offered weekly over a period of 2-4
weeks. Bristol Drugs Project offers 1:1 and group support over a 12-week period. In Newport,
Barod offer 1:1 support and peer group sessions over 6-week period addressing alcohol and
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drug use, harm reduction and psychoeducation. Gwent Drug and Alcohol Service also offer
some support to YP although most of their support is targeted at adults.

Young people who are referred to the Front Door of both Newport and Bristol for reasons
that fit with the eligibility criteria of this bid and who are placed in the control group, will not
be offered any therapeutic intervention akin to MDFT, BAU is provided by other services
rather than Barnardo’s so MDFT therapists will not be involved in delivering BAU. They and
their family may receive Family Support help which focusses on basic parenting skills and
confidence and a "light tough" intervention directly with the young person. This mightinvolve
them being referred to a youth work provision which is most likely to be activity based with
the aim of diverting them into more positive, pro-social use of their time. For some young
people, there may be access to mentoring support, though this is dependent on geography
and capacity, not all areas of Newport or Bristol have mentoring support, and it is in demand.
It is usually delivered by a youth worker or volunteer and aims to involve young people in
more positive activities and, at times, supports them to access education or training
opportunities. MDFT differs significantly from BAU.

Research questions or study objectives

Primary research question

ERQ1 What is the effectiveness of MDFT on the frequency of self-reported substance
use, measured at 6-months post-randomisation, for young people aged 13-17
years, who are current substance users and involved in criminal activity or
considered at risk of becoming involved in criminal activity compared with
business as usual.

Secondary research questions

ERQ2 What is the effectiveness of MDFT on the frequency of self-reported substance
use, measured at 12-months post-randomisation, for young people aged 13-17
years, who are current substance users and involved in criminal activity or
considered at risk of becoming involved in criminal activity compared with
business as usual.

ERQ3 What s the effectiveness of MDFT on the frequency of violent offending at 6- and
12-months post randomisation compared with business as usual
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ERQ4

ERQ5

ERQ6

ERQ7

ERQS

ERQ9

ERQ10

ERQ11

ERQ12

ERQ13

What is the effectiveness of MDFT on behavioural and emotional difficulties at 6-
and 12-months post randomisation compared to business as usual

What is the effectiveness of MDFT on mental health and wellbeing at 6- and 12-
months post randomisation compared to business as usual

What is the effectiveness of MDFT on substance use related problems at 6- and
12-months post randomisation compared to business as usual

What is the effectiveness of MDFT on substance use related problems at 6- and
12-months post randomisation compared to business as usual

What is the effectiveness of MDFT on the frequency of criminal justice outcomes,
arrests, cautions, charges and court attendance, at 6- and 12-months post
randomisation compared to business as usual

What is the effectiveness of MDFT on the frequency of educational outcomes,
suspensions, exclusions and managed moves, at 6- and 12-months post
randomisation compared to business as usual

What is the cost per participant associated with the delivery of MDFT

To develop a prognostic model exploring the baseline demographics,
psychological and family factors that may impact observed outcomes and using
the results to elaborate mechanisms of change and where appropriate revise the
intervention logic model.

To conduct a latent class analysis to explore potential interactions between
population subgroups, intervention received, and outcomes observed. Specific
sub-groups include ethnicity, sex, age, offending behaviour and substance use
severity.

To conduct a latent class mediation analysis to explore how the volume of violent
offences is mediated by the frequency and type of substance used at 6 and 12
months.
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Part of this work will be to examine the potential impact of both UK and region-specific issues
that may be linked to race, ethnicity, sex, socioeconomic factors and other considerations
that may arise which are connected to EDI.

Internal pilot study

Prior to embarking on the efficacy study an internal pilot study will be undertaken. The aim
of the internal pilot study is to explore whether it is feasible to deliver MDFT in the UK context
and establish key parameters to incorporate into the design of the efficacy study. Progression
criteria are detailed in appendix Il and the study will be conducted between September 2025
with a transition decision in June 2026.

In the pilot study we will recruit 60 participants, 30 in each arm, across the 2 sites. This will
allow for exploration of key parameters needed to confirm sample size calculation for the
efficacy study. It is sufficient to allow estimation of two-sided 95% Cls around the proportions
of eligible, consenting, adhering and followed up at month 6 in each arm of the study with
half-widths less than 0.15. It meets the 30 per group recommended by Lancaster et al
(Lancaster et al., 2004) for estimating the SE of a primary outcome with sufficient precision,
including accounting for any variation across site, where 12 participants per arm per site is
recommended.

Objectives for the internal pilot trial

PRQ1 To conduct a prospective, two-arm, individually randomised RCT to pilot study
outcomes and methods and establish the parameters for the conduct of efficacy
evaluation.

PRQ2 To assess whether progression criteria have been met and develop an
appropriately powered efficacy protocol.

PRQ3 To confirm the pre- post-test correlation on the primary outcome, percent days
abstinent from alcohol and/or drugs to incorporate into a sample size calculation.

PRQ4 To estimate an estimate of potential effect for the primary outcome for inclusion
in a sample size calculation.

PRQ5 To explore the relationship between the use of alcohol and specific drugs and
violent offending. This will be achieved through an analysis of existing datasets;
Reframe and RISKIT-CJS, with a confirmatory analysis conducted on the pilot data
at the time of transition.
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PRQ6 To explore data redundancy at the 6-month end point to provide information on
outcome assessments.

PRQ7 To explore what constitutes business as usual across the two sites, Bristol and
Newport.

PRQ8 To qualitatively explore the feasibility, acceptability and barriers associated with
referral pathways with a particular focus on equity, diversity and inclusion.

PRQ9 To qualitatively explore intervention delivery and outcome assessments from the
perspectives of participants, their family, intervention providers and key
stakeholders.

PRQ10 To explore the cultural sensitivity of the intervention and trial methods and
explore whether further adaption to the intervention is necessary.

PRQ11 To explore whether MDFT has any iatrogenic or unintended consequences.

Design

The study protocol has undergone an independent equality impact assessment (EIA)
(appendix 1l1). The EIA explores equity, diversity, and inclusion from a variety of perspectives.
The EIA was coproduced with a Young Persons Advisory Group (YPAG). The MDFT intervention
will undergo an initial adaption stage, coproduced with an advisory group who are
representative of the population where the intervention will be delivered.

Information sheets, privacy notices and consent forms are designed to be understood and
completed by young people. All outcome measures are validated for the age of the target
population. Experts in the design of research for young people with intellectual disabilities,
SEND and neurodiversity will be consulted to ensure the materials align with best practice.
Where necessary translated materials will be prepared to meet the needs of a diverse ethnic
population and where translated versions are not available, translators, including British Sign
Language will be made available. Initial assessment will be conducted in a variety of
Barnardo’s and community locations that are accessible irrespective of disability status and
young people will be encouraged to choose a location they find most comfortable. Follow-up
assessments will be conducted using a video link and conducted by a researcher with
experience of working with marginalised young people.

16



The recruitment of MDFT therapists will be conducted through local organisations and aim to
reflect the diversity of the population where it will be delivered. Young people will be able to
choose a therapist who their own cultural or ethnic background or protected characteristics.

As part of the recruitment process Barnardo’s will work with a variety of referral agencies to
ensure equity of opportunity to engage in the research. Referral and recruitment data will be
carefully monitored in terms of ethnicity, sex and disability status, including an assessment of
those eligible but refusing consent, this will provide an early indication of any issues that may
arise due to the recruitment practices.

Table 1: Trial design

Multidimensional Family Therapy to reduce alcohol and drug

Trial design, including number of . s .
an, 8 use in adolescents, an individually, two-arm randomised

arms
controlled trial with embedded internal pilot.

Unit of randomisation Individual young person

o . Geographic area (Bristol, Newport)
Stratification variables

Severity of substance use (Low/ medium risk, high risk)
assessed using the GAIN-SS

(if applicable)

variable Percent days abstinent from alcohol and drugs

Primary

outcome SN S Ele | Time line follow-back in the 28 days prior to the 6 month follow

scale, source) up.

Percent days abstinent from alcohol and drugs in the 28-days
prior to the 12-month follow up

Self-reported volume of violent offending behaviour at months
6 & 12.

Behaviour: internalising behaviour (emotional regulation plus
peer relationships subscales), externalising behaviour
(hyperactivity plus conduct problems subscales) at months 6 &
12.

Secondary

outcome(s) variable(s)

Mental health and wellbeing at months 6 & 12.

Alcohol and substance use problems at months 6 & 12.
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Self-report Client Service Receipt Inventory (CSRI) to assess
police involvement at months 6 & 12 (arrests, cautions,
charges, court attendance), educational outcomes
(suspensions, exclusions, managed moves) and employment
status.

Offending: Self-report delinquency scale covering the previous

6-month (SRDS), violent offences are classed as carrying a

weapon, robbery, assault, racial assault and fire setting.

Behaviour: Strengths and difficulties questionnaire (SDQ),

measure(s) externalising behaviour and internalising behaviour.
(SRS S Mental health and wellbeing, Warwick-Edinburgh Wellbeing
source) Scale-short form (WEMWBS-SF).

Alcohol and substance use problems, European School Project

on Alcohol and Drugs Problem Scale (ESPAD-PS).

Self-report Client Service Receipt Inventory (CSRI).

variable Percent days abstinent from alcohol and drugs.

Baseline for
primary
outcome pueEEE sl | Single substance use question assessing the 28 days prior to
scale, source) baseline.

Volume of self-reported offending in the 6 months prior to
baseline.

Behaviour: internalising behavior and externalising behaviour
at baseline.

Mental health and wellbeing at baseline.

variable Family cohesion and conflict at baseline.

Baseline for
secondary Alcohol and substance use problems at baseline.

outcome
Self-report Client Service Receipt Inventory (CSRI) in the 6

months prior to baseline to assess police involvement (arrests,
cautions, charges, court attendance), educational outcomes
(suspensions, exclusions, managed moves) and employment
status.

el EtiglEls | Offending: Self-report delinquency questionnaire covering the
scale, source) previous 6-month (SRDS).
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Behaviour: Strengths and difficulties questionnaire (SDQ).
internalising behaviour and externalising behaviour.

Mental health and wellbeing, Warwick-Edinburgh Wellbeing
Scale-short form (WEMWABS-SF).

Family: Brief Family Relationship Scale (BFRS).

Alcohol and substance use problems, European School Project
on Alcohol and Drugs Problem Scale (ESPAD-PS).

Self-report Client Service Receipt Inventory (CSRI).

Randomisation

The randomisation of young people to MDFT or BAU will be conducted by research staff after
informed consent has been taken and the baseline assessment completed, by intake staff at
Barnardo’s. The allocation will involve an equal probability of receiving one of the two trial
arms, MDFT or BAU, and will employ random permuted blocks of variable size (2, 4 or 6) with
a random block seeded throughout. Randomisation will be conducted using a secure,
independent randomisation service, Sealed Envelope Ltd. Randomisation will be stratified by
geographical site (Bristol, Newport) and severity of substance use (low/ medium, high)
ascertained using the GAIN-SS assessed at baseline. A full quality assurance AUDIT trail will
be kept of all allocations and research staff will not be able to see future allocations. The
allocated group will be relayed back to staff in the sites.

It is not possible, or appropriate, to blind young people or staff to their allocated group
although follow-up at months 6 will be conducted by researcher’s blind to participant
allocation.

Participants

Targeting those at the greatest risk of serious youth violence will be a key priority. The
prioritisation of referrals will be decided using a multi-agency approach via intelligence
sharing between Barnardo’s, Local Authority and education safeguarding teams and Police
across Bristol and Newport. It is expected that 70% of referrals will be secondary, not
currently involved with CJS and 30% tertiary, currently involved with CJS. Referrals will come
from services in Bristol and Newport who are in contact with vulnerable children with known
or suspected substance use problems, including schools, Pupil Referral Units, Youth Offending
Services, Children's Social Services, CAMHS and specialist drug and alcohol services. It is
anticipated that most referrals will come through an agreed referral pathway with both Local
Authorities (LA), of their Front Door arrangements, Youth Justice Teams and Violence
Reduction / MACE arrangements. Following discussions with both LAs, Barnardo's is
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confident that sufficient referrals will come from this pathway to meet the required numbers.
In addition, referrals may also be made by other services. This is a similar approach to that
adopted by Barnardo’s Strategic Child Exploitation Service in Bristol which works directly with
young people at the highest risk of harm - gang involvement, serious violence, and
exploitation. Initial estimates suggest 35% of participants will be from Black, Asian or other
racially minoritised groups, 35% will have special educational needs or disabilities, 15% will
be care experienced and 35% female.

Staff at Barnardo’s will screen referrals to ensure they are consistent with the study inclusion
and exclusion criteria and take informed consent. The principle of Gillick consent will be
employed by staff trained in assessing Gillick competence to assess whether participants are
mature and intelligent enough to make their own informed decisions. As a rule, young people
aged 13 years or more, of average intelligence, are considered Gillick competent. Unless there
is a specific reason not to do so, parents/ carers will be informed of the young person’s
participation in the study. Where consent cannot be taken using the Gillick principle, consent
will be sought from a person with parental responsibility, in this scenario if a parent/ carer
provides consent the young person will also have to provide assent to ensure there is no
parental coercion to participate. Parent/carer consent is not required at the start of delivery.
MDFT therapists will work with the young person to build their trust in the process and
comfort with seeking parental/carer consent. They will also work to identify a trusted adult
that could take the place of a parent/carer where needed. Broadly speaking, we would expect
parents to be approached within a month of the young person starting MDFT. Giving young
people the time and space to decide whether to approach a trusted adult, who it may be, and
how they may approach them is crucial to the rapport building process.

It is anticipated that 60% of the referrals will come from Bristol and 40% from Newport, based

on the relative population sizes. This means that 4 therapists will be recruited in Bristol and
3 in Newport. Based on our delivery in Bristol to young people being harmed in their
communities through substance use, serious violence, and exploitation, we receive referrals
showing a disproportionate percentage of racially minoritised young people. Following
discussion with our referring partners in both LAs, we believe this pattern will be reflected in
the MDFT pilot.

Consent and baseline assessment will be conducted by staff employed by Barnardo’s they will
be conducted in a safe, therapeutic and convenient location for the young person, this will
include facilities managed by Barnardo’s, community facilities accessed as part of community
partnerships, children’s services, school and the young person’s home. Data will be collected
on-line, and randomisation will be conducted independent of Barnardo’s by research staff
after baseline data collection has been conducted.

Inclusion criteria
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1. Young people aged 13-17 years inclusive who are resident in the Bristol or Newport
LA.

2. Currently involved with the police or youth justice service or at risk of offending.

At risk of offending defined as having at least one of the following risk factors, assessed
on referral.

e Previously being in the secure estate.

e Currently, or previously, persistently absent from school (defined by DfE as
10% or more).

e Have been the victim of violence.

e Currently, or have attended alternative education provision.

e Received multiple suspensions from school or has been permanently excluded.

e Have asibling or parent who has been involved in serious violence or identified
as facing exploitation harm.

e Currently, or have been, in the care system.

e Have been identified as being at risk of criminal exploitation.

e Currently or have had a social worker.

e Have previously been in contact with youth justice services.

e Have been arrested, admitted an offence and released by the police with no
further action.

3. Evidence of alcohol or substance use on at least 4 occasions in the past 28 days,
assessed using a single substance use frequency question on referral to Barnardo’s.

4. Willing and able to provide informed consent or willing to provide assent with a
parent/ carer willing to provide consent.

Exclusion criteria:

1. Alcohol or substance severity that requires inpatient residential treatment or
immediate detoxification.

2. Severe mental health condition requiring immediate psychiatric assessment.
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Figure 3: Flow chart of recruitment processes.

Referral partners identify young people who
would be suitable for MDFT

Referral partners share information with
Barnardo’s through secure referral form.

Barnardo’s contacts young person to assess

frequency of substance use, check eligibility,

and gauge interest, share information sheet
and privacy notice

If willing to take part young person attends for
baseline assessment

On completion of assessment battery
research staff receive automated message of
a referral, randomisation conduct, allocation

relayed back to Barnardo’s staff who either
initiate MDFT or make referral to BAU.

Randomised to BAU (200) Randomised to MDFT (200)

YP referred to alternative service YP allocated MDFT therapist
Outcome assessment at month 6 QOutcome assessment at month 6
(n=182) (n=182)

Outcome assessment at month 12 Outcome assessment at month 12
(n=160) (n=160)

Data is collected at 6- and 12-months using bespoke, secure, on-line data collection system
and transferred to secure servers managed by the University of Kent. Six- and 12-month data
collection is completed by research staff blind to participant allocation and participants
receive a payment of £25 for completing assessments at baseline 6- & 12 months.

Sample size calculations

Sample size estimation was conducted in STATA18. A clinically important effect size for
substance use frequency in adolescents is estimated as 0.27, similar to the lower bound
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estimates found in systematic reviews of MDFT (Filges T. et al., 2018, van der Pol et al,,
2017b). This equates to a number needed to treat of 6, where at least one in six participants
receiving MDFT would show clinically important benefits, and a difference in the frequency
of substance use of at least 13% in the MDFT group. Detecting an effect size smaller than this
provides no additional benefit, the commissioning of services in England and Wales requires
the service to achieve a clinically important difference for the target population. To detect
this difference, with power at 80% and alpha of 0.05 and a two-tailed test, requires a sample
of 480 participants followed-up at the 6-month endpoint. Using data from other studies of
substance using adolescents (Coulton S et al., 2023, Deluca et al., 2020) we estimate the pre-
post-test correlation of the frequency of substance use to be 0.4, and incorporating this into
the sample size calculation reduces the number followed-up to 364, 182 in each group.
Assuming a loss to follow-up at the endpoint of 10%, similar to other studies in adolescent
substance use populations (Coulton et al., 2024) inflates the number needed to randomise to
400. Assuming 80% of those eligible will be willing to consent an indication of acceptability of
the study to participants and a lower figure than other studies in similar populations (Coulton
et al., 2024) would mean we would need to approach 480 across both sites. Recruitment will
be continuous between September 2025 and January 2027, 28 per month will need to be
approached in total across both sites per month with the expectation that 24 will consent to
participate in the trial across both sites. We anticipate. Based on relative population size that
40% of referrals will come from Newport and 60% from Bristol.

Table 2: Recruitment/ retention table

a1 az a3 as as a6 ar as as aw Qi

Months e.g. Oct-Dec23):  May-ul 25 Aug-Oct25  Nov25-Jan26  Fab-Apr26 May-Jul 26 Aug-Oct26  Nov26-lan27  Feb-Apr27 May-Jul 27 Aug-Oct27  Nov27-Jan28
Target number of children and young people referred

inta the project 0 50 75 75 75 75 75 75 218 360 500

Target number of children and young people recruited
i i e o a0 50 60 50 60 60 50 174 288 400

Target number of children and young peoplewha
withdraw/drop out 0 4 6 3 6 3 6 6 23 35 a0
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Table 3: Sample size calculations

PARAMETER

Minimum Detectable Effect Size (MDES) 0.27

level
0.40

Pre-test/ post-test (participant)
correlations

level 2 (cluster) n/a

0.05

0.8

One-sided or two-sided? 2-sided

Intervention 182

Number of participants Control 182

Total 364

Outcome measures

To ensure outcomes are accessible to a wide range of potential participants we will make
outcomes available in other languages, where validated and provide translators for other
languages. As we anticipate a higher level of intellectual disability than the general
population, we will seek the advice from the Tizard centre at the University of Kent who are
specialists in the conduct of research with people with intellectual disabilities. We will seek
advice on how outcomes can be presented to meet the needs of the target population; this
will include using different fonts, colours, and the restriction on the amount of text presented
on each page. The completion of outcomes will be supported with research staff available to
address any questions. All outcome tools will be agreed with our youth advisory panel prior
to use.

2 Please adjust as necessary for trials with multiple primary outcomes, 3-arm trials, etc., when a Bonferroni correction is used
to account for family-wise errors.
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Baseline measures

Key demographic variables will be collected at baseline, these include DoB, sex, ethnicity, and
index of material deprivation (IMD) derived from the participants postcode and converted to
IMD using the IMD lookup tool:

https://geoconvert.ukdataservice.ac.uk/help/fag.html.

The severity of substance use, for stratification, will be determined by Global Assessment of
Individual Need short screener for substance use (GAIN-SS; (Dennis et al., 2006)). This 5-item
self-completed questionnaire has high sensitivity, 0.86, and specificity, 0.93, with an area
under the curve of 0.97, in identifying adolescents who meet DSMIV criteria for low/
moderate or severe substance use disorders. This outcome will be used as a stratification
variable in the randomisation to ensure both groups have a similar distribution of low/
moderate and severe cases.

Primary outcome

While the study will collect secondary outcomes on offending behaviour and delinquency, it
is important to note the heterogeneity of the population is such that some participants will
not be engaging in offending while all will have used substances. The proposed primary
outcome for the study is frequency of substance use over a given period.

The YEF outcomes database for substance use contains five outcome measures: Alcohol Use
Disorders Identification Test (AUDIT), Substance and Choices Scale (SACS), CRAFFT Substance
Abuse Screening Test (CRAFFT), GAIN-I Substance Problems Scale, Adolescent Alcohol
Involvement Scale (AAIS). AUDIT and AAIS are specific to alcohol only. All the measures in the
YEF database are screening tools, the outcome is dichotomous, none measure frequency of
use beyond simple ordinal values with broad categories and none have adequate
psychometric evidence of sensitivity to change over time. The only suitable measure in the
database that measures frequency of alcohol and/ or substance use is the substance use
domain of the Global Assessment of Individual Need (GAIN). This instrument is delivered as a
structured interview. It collects data over a 90-day retrospective period on the frequency of
use of different substances. It is long, 100+ items, and repetitive. Only frequency of use of
individual substances can be derived using GAIN, rather than overall substance use because
a young person may use multiple substances in a day. This makes it difficult to operationalise
as a primary outcome measure.

We propose assessing alcohol and/ or substance use with the Time Line Follow Back method
(TLFB; (Sobell and Sobell, 1995)). The TLFB is conducted as a structured interview using a
calendar to aid recall. TLFB has established validity and reliability for multiple substances
(Martin-Willett R et al., 2020) over time periods ranging from one to 365 days. It has been
specifically validated for use with adolescents (Levy et al., 2004) and college students
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(Fishburne and Brown, 2006, Sobell et al., 1986). The TLFB has been used to collect data on
cannabis use (Donohue et al., 2004), cigarette smoking (Gariti et al., 1998) risky sexual
behaviour (Carey et al., 2001) and use of illicit substances (Hersh et al., 1999). The research
team have experience of using the TLFB in adolescent populations (Coulton et al., 2023,
Coulton et al., 2024), and it has been widely used in evaluations of MDFT (Dakof et al., 2015).
The research team have used the TLFB in several RCT’s to assess alcohol and substance use
among school pupils (SIPS Jnr High, RISKIT), adolescents attending emergency departments
(SIPS Jnr), adolescents involved in the criminal justice system (RISKIT-CJS) and adolescents in
police custody (Reframe).

In adolescent populations a standard TLFB with a recall period of 28 days. Frequency of use is
calculated as percent days abstinent from alcohol and/ or other substances in the previous
28-days. It provides a fractional outcome and is far more detailed than standard measures of
alcohol and substance use and can yield information on the overall frequency of alcohol and
substance use, frequency of individual substances, quantity of use and periods of heavy
episodic use. With a trained researcher the TLFB28 takes on average 10 minutes to complete.

The covariate for the primary outcome is assessed at eligibility and baseline using a Single
Substance Use Question (SSUQ; (Levy et al., 2021)) over the past 28-days. This single
frequency question reduces the burden on participants at baseline and addresses the issue
of potential assessment reactivity, where the assessment of substance use in detail acts as a
brief intervention. The SSUQ meets the criterion as a covariate for adolescent populations in
that it is highly correlated with frequency of substance use derived from the primary outcome
time line follow-back 28 (rho = 0.903 for alcohol and 0.830 for drugs).

Secondary outcomes

Self-reported violent offending will be assessed using the volume score of the Self-Report
Delinquency Scale (SRDS; (Smith and McVie, 2003)) over the previous six months. This 19-
item questionnaire has established psychometric properties (Fonagy et al., 2018) in this
population and has a strong correlation (R=0.95) with police charges (McAra and McVie,
2007). Violent offences are classified as carrying a weapon, robbery, assault, racial assault and
fire setting.

Emotional symptoms and behavioural difficulties will be assessed using the self-completed
Strength and Difficulties questionnaire (SDQ; (Goodman, 1997)). This assesses behaviour
across several domains including, conduct, hyperactivity, emotional regulation, peer
relationships and prosocial behaviour and allows for the generation of two multi-component
outcomes: internalising and externalising behaviours with the latter highly associated with
current or future offending behaviour. We will assess total score, externalising behaviour,
internalising behaviour. The outcome is widely used and has demonstrated excellent validity
and moderate reliability in adolescent populations (Goodman, 2001). The SDQ_is suitable for

26



completion by those aged 10-17 years and those with mild learning disabilities (Law and
Wolpert, 2014).

Wellbeing will be assessed using the Short Warwick-Edinburgh Mental Well-being scale
(SWEMWSBS; (Clarke et al., 2011)). SWEMWSABS is a 7-item, self-completed scale addressing
different aspects of eudemonic and hedonic mental health wellbeing. The scale is validated
for adolescents and demonstrates good internal consistency (Ng Fat et al., 2017), and
discriminant, construct and convergent validity (McKay and Andretta, 2017, Ng Fat et al.,
2017).

We will use questions derived from a Client Service Receipt Inventory (CSRI; (Coulton S et al.,
2023) to assess school, work and criminal justice involvement over the previous 6-months. All
these outcomes will be assessed at baseline and again at month 6.

To explore the mechanism of change we aim to assess changes in domains that are key targets
of MDFT. The Brief Family relationship Scale (BFRS; (Fok et al., 2014)) will be used to assess
family conflict and cohesion. Motivation to change will be assessed using the readiness to
change ruler (RR; (Maisto et al.,, 2011)). Self-efficacy will be assessed using the short
Situational Confidence Questionnaire (SCQ-8;(Breslin et al., 1998)). Positive and negative
Expectancy will be assessed using a four-item expectancy measure (SUE; (Montes et al.,
2019)).

Secondary outcomes will be assessed at baseline and at the 6-and 12-month follow-up points
and have established psychometric properties in adolescent population. Therapeutic alliance
will be assessed using the revised Therapeutic Alliance Scale for Children (TASC-r; (Shirk and
Saiz, 1992)) at the 6-month follow-up only.

All outcome measures have been used previously in adolescent populations, and we estimate
the outcome data set takes on between 10 and 20 minutes to complete.
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Table 4: Core outcomes and the time of data collection.

Outcome No of Baseline Six
items months
Stratification
Global Assessment of Individual Need — short screen (GAIN-5S) 5 v
Covariate
Single Substance Use Question — 28 day (SUSQ28) 1 v
Primary
Time Line Follow-Back — 28 (interview) v
Secondary
Self-reported delinquency (SRDS)* 36 v v
strength and Difficulties (SDQ)* 25 v v
Wellbeing (SWEBWMS) 7 v v
Family cohesion and conflict (BFRS) 15 v v
Alcohol and substance use problems (ESPAD) 8 v v
Client Service Utilisation (CSRI) v v
Exploratory
Motivation to change (RR) 1 v v
Substance use expectancy (SUE) 4 v v
Substance use efficacy (SCQ8) 8 v v
Therapeutic Alliance (TASC-r) 12 v
1SRDS and SDQ are YEF core outcomes.
Compliance

We will assess adherence using the MDFT clinical portal, this assesses the dose and duration
of interventions planned and delivered including the specific domains targeted at each
session. A minimum dose of MDFT is defined as completion of the following metrics over a 6-
month period. :

e Adolescent-only Sessions: 55% of total sessions being completed.

e Family Sessions: 30% of total sessions (includes the time within family sessions when
therapist might have a little one on one time with youth or parent if needed).

e Parent/ carer-only sessions: 15% of total sessions (maybe with a single parent/ carer
alone, and/ or time with the parenting team/ system together.

We plan on conducting a secondary analysis using a Complier Average Causal Effects (CACE)
model using an instrumental variable framework. CACE analysis allows us to avoid bias by
weighting the ITT treatment effect by compliance with the intervention or control treatment
received, this provides an unbiased estimate of the role of compliance in the outcomes
observed. By using different thresholds of compliance, a minimum threshold of 12 sessions
over 4 months versus complete compliance, we can explore the nature of the relationship
between compliance with the intervention and outcomes observed.
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Analysis
Pilot study analysis

In the pilot study we will explore the distributional assumptions for each outcome measure
and present descriptive statistics, either parametric or non-parametric overall, by allocated
group and by stratification variables. We will estimate likely proportions of participants who
are eligible, consent and followed up at 6 months. Each of these will be assessed against
progression criteria detailed in appendix | (PRQ1, PRQ2).

We will conduct a descriptive analysis of outcomes including measures of central tendency
and estimates of precision for continuous outcomes and proportions for categorical
outcomes. Inferential analysis at the pilot stage will focus on the primary outcome and will
involve a futility analysis using a fractional regression adjusted for stratification variables. This
will allow us to confirm or revise our sample size calculation (PRQ3, PRQ4).

We will explore the relationship between alcohol and substance use and violent offending
(PRQS5) by comparison of data derived from the TLFB for specific substances and the SRDS.
This will enable decisions to be taken about whether specific substances should be the target
of the efficacy trial. Data redundancy (PRQ6) will be explored by examining the pattern of
missing data for each outcome.

We will explore business as usual (PRQ7) through interviews with key stakeholders across
both sites, those that deliver business as usual and those that refer to their services. We will
explore key questions around acceptability of the intervention, factors that facilitate or hinder
participation, intervention delivery and outcome assessment (PRQ8, PRQ9) by conducting
interviews with young people and parents/ carers, purposively sampling those who did not
consent and those who consented but dropped out of the intervention or follow up. To
explore how the intervention is sensitive to the sociocultural needs of the target population
and determine potential culturally influenced barriers towards the acceptability of the
intervention in relation to ethnicity and equity, as well as the presence of structural barriers,
we will conduct in-depth qualitative interviews with young people from minority ethnic
communities and other marginalised groups including those with SEND and LAC, as well as
with staff, and providers. Thematic analysis (Braun and Clarke, 2006) will be used to elicit
young people’s experiences of the programme, in addition to staff, and service providers’
perspectives, and how these experiences impact on the acceptability of the intervention. The
findings will inform future adaptations of the intervention to various socio-cultural contexts.

Efficacy study analysis

The primary analysis will take the form of a fractional regression model, adjusted for baseline
stratification variables and the baseline covariate.
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Data from the internal pilot and efficacy study will be combined and analysed blind to group
allocation. The efficacy analysis will follow CONSORT guidelines. The primary outcome is
fractional, a proportion constrained by 0 or 1. The analysis will be conducted using an analysis
by intention to treat and will include all available data to maintain participants as members
of their allocated group, irrespective of what intervention was received, this provides an
unbiased estimate of effect. To adjust for potential bias from recruiting participants to the
pilot or efficacy stage, we will use an individual patient data meta-analysis, entering a
dichotomous pilot/efficacy variable into the model as a fixed effect. Differences between the
groups will be presented as marginal means and their associated 95% confidence intervals. If
the missing primary outcome data exceeds 10% sensitivity analyses will be performed using
a pattern mixture approach and multiple imputation to compare the sensitivity of conclusions
to varying assumptions about the missing data, particularly whether data is missing at random
(MAR) or missing not at random (MNAR) this allows for an assessment of both random and
systemic bias.

Secondary outcomes will be assessed in a similar way by establishing diagnostic plots to
identify the most appropriate regression approach, including stratification factors and
baseline covariates within a multi-level model.

The primary end point is 6 months post-randomisation. This will allow an assessment of
impact for short term outcomes. In order to explore whether effects are sustained over time
and assess impact on longer term outcomes a secondary analysis will be conducted at 12-
months post randomisation.

Exploratory analysis

Fractional regression analysis will be performed to model the relationship between pre-
randomisation factors, and demographics on observed outcomes at 6 months, for the primary
outcome. Interaction terms with allocation arm will be included in the analysis, and a
significance level of 0.1 will be used to determine which factors are to be included in the
model. Pre-randomisation factors will include ethnicity, sex, age, IMD decile, severity of
substance use, and baseline family cohesion, motivation, self-efficacy and expectancy. This
analysis will be augmented by an additional analysis including participants in the intervention
arm only using the same pre-randomisation factors but also including process measures of
adherence, intervention fidelity, and therapeutic alliance.

Latent class approaches will be used to explore the hypothesised mechanism of change
exploring changes over time in family cohesion, motivation to change, self-efficacy and
substance use expectancy.
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Qualitative analysis

The aim of the qualitative analysis in the efficacy study will be to link samples by grouping,
comparing, and contrasting responses from all data sources to address the research
questions. This linking of data allows for a concentrated and more meaningful analysis of the
influence of the programme through its contexts and mechanisms, and of its perceived impact
through a thematic blending of data elements. The key questions that we will seek to answer
at this stage will include:

e Are there any residual or new external or logistical issues impacting referral,
intervention delivery, or attrition?

e What are young peoples’ positive and negative experiences of the intervention and
how do these fit with providers’ perceptions?

e At what points in the intervention have these experiences occurred?

e Are there practices associated with the intervention that can be amended to further
increase its acceptability and impact?

e Do stakeholders see the intervention as impacting participant’s behaviour?

¢ In what ways has substance use and offending been impacted?

This provides an opportunity to explore the perceptions of the intervention from the point of
view of a variety of stakeholders using Normalisation Process theory (NPT; (Finch et al., 2012).
Bracketing, reflexivity, and member checking will be employed to ensure trustworthiness and
rigour.

Using NPT, the objectives of the qualitative analysis will be to identify useful and unnecessary
elements of the intervention, explore planning and implementation issues, understand issues
around ethnicity and equity, and identify perceived barriers or facilitators of implementation
in usual practice. Taking an inductive and deductive approach, no existing theory will be used
to facilitate the coding, which will allow for findings to emerge naturally from the data.
Findings will be mapped onto NPT to elucidate coherence (the extent to which the
intervention makes sense to those involved in its implementation), cognitive participation
(the extent to which individuals involved in implementing the intervention are motivated to
engage with it), collective action (the extent to which the intervention is incorporated into
everyday practice and is implemented consistently and reliably), and reflexive monitoring (the
extent to which the intervention is evaluated and reviewed over time to ensure it remains
relevant and effective).

Sub-group analyses
Sub-group analyses by their nature tend to be under-powered. To maintain power in the
analysis we will use latent-class cluster analysis to explore the emergence of different clusters
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who might experience differential effects. Latent class analysis will explore the potential
effect of ethnicity, age, sex, socio-economic status, criminal involvement and severity of
substance use on the effects observed for the primary outcome.

Longitudinal follow-ups

Participant data will be collected at baseline, prior to randomisation and again at 6- and 12-
months post randomisation. Our primary endpoint will be the 6-month post-randomisation
date. Core outcomes and the time of data collection are presented in table 4.

The implementation and process evaluation will use purposive sampling for interviews with
participants, parents or carers, intervention staff, and key stakeholders, including community
leaders working with diverse populations. Participants will be selected purposively to ensure
diversity by site, age, sex, social class, and ethnicity. Sample size will be based on achieving
data saturation, judged in practice rather than stated upfront but is expected to be about 30
interviews in total. The pilot stage will address key qualitative questions: whether the
intervention reaches all potentially eligible participants, especially across cultures; identifying
barriers and facilitators to implementing MDFT; and exploring the business-as-usual pathway.

Research questions
Fidelity, Exploring Fidelity/ Adherence, Differentiation, and Quality

1. What impact does compliance with the intervention and fidelity of the intervention
have on the outcomes observed.
2. What impact does therapist communication style have on the outcomes observed.

Exploring non-compliance

3. What factors are associated with non-compliance with the intervention.
4. Is non-compliance associated with specific characteristics of the target population,
such as ethnicity, SEN or neurodiversity.

Exploring Reach

5. Are their specific reasons CYP decide not to engage with the intervention.
6. Is the generalisability of the intervention appropriate to ensure all potential
participants can access the intervention.

Exploring responsiveness
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7. What are participants’ positive and negative intervention experiences and how do
these fit with providers’ perceptions? At what points in the intervention are these
most likely.

8. Can practices associated with the intervention be amended to increase its
acceptability and impact?

Exploring adaptation

9. Are there causal pathways that influence the outcomes observed and are they to
those proposed in the theory of change.
10. What factors associated with these causal pathways mediate the outcomes observed.

Exploring factors associated with wider implementation

11. How sustainable do delivery partners and key stakeholders believe the intervention
is.

Research methods
Exploring Fidelity/ Adherence, Differentiation, and Quality

We propose to conduct an analysis to explore the role compliance, therapeutic alliance,
fidelity and interventionist impact on the outcomes observed. A regression model, with the
primary outcome as dependent variable and adjusting for key covariates identified will be
conducted. This will allow for a quantification of what dimensions of the intervention are
associated with outcomes and will enable an exploration of whether certain domains are
more important than others and should be emphasised in the intervention delivery and, by
extension, the training. Allied to this, the perception of therapeutic alliance will provide an
insight into whether therapist communication style influences outcomes.

Exploring Non-compliance

In addition to this we would want to explore whether certain factors are associated with non-
compliance to identify potential clusters of participants who do not comply. We will conduct
a latent class analysis to identify clusters associated with non-compliance, this will enable an
exploration of whether there are groups of participants who are harder to reach than others
and by augmenting this quantitative approach with targeted qualitative interviews with
young people and interventionists, enable the wider research group to explore what
adaptations may be necessary to increase accessibility and compliance.
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Exploring Reach

A key area to explore in terms of reach is whether all potential participants are being
identified and referred to participate in the study. We will conduct specific research to explore
for differences in potentially eligible and referred participants in each site with a key focus on
ethnic and culturally appropriateness of both the referral mechanism and intervention
delivery. Through the qualitative work we will also focus on reasons why some may not want
to engage with the intervention. This information will allow us to quantify any inherent biases
associated with referral in terms of key demographics, such as age, sex or ethnicity and to
further explore these with our stakeholder interviews. This approach will enable us to
understand how generalisable the study results are and whether changes need to be made
to referral pathways or intervention delivery to make the population more inclusive.

Exploring Responsiveness

An aspect of our qualitative work with key stakeholders involves examining participants’
positive and negative experiences of the referral process and intervention, exploring how
these perspectives concur with those who deliver the intervention, explore at what points
negative and positive experiences are at their greatest and what steps could be taken to
ameliorate these experiences to improve the delivery and acceptability of the intervention.

Exploring Adaptation

The mechanism of change will be explored using a latent class mediation model. Exploring
factors that impact on the mechanism of change will be assess the relationship between pre-
randomisation factors and observed outcomes at 6 months. Pre-randomisation factors
include sex, age, ethnicity, IMD decile, family cohesion, motivation to change, self-efficacy
and substance use expectancy.

In addition to quantitatively understanding the mechanism of action, the qualitative analysis
will provide an opportunity to explore the perceptions of the intervention from the point of
view of a variety of stakeholders. The analysis will allow us to explore what elements of the
interventions are useful and what elements are unnecessary, issues around how the
interventions are planned and implemented and the perceived barriers or facilitators of
implementation in usual practice.

Through a detailed exploration of the key dimensions, we plan on stating our logic model at
the start of the project, and revise this again at the end of the internal pilot stage. The logic
model will incorporate the qualitative research exploring stakeholder perceptions of
acceptability and usefulness, hindrances and facilitators associated with the process and
intervention but will also combine quantitative analysis exploring adherence, dosage, fidelity,
and mediators associated with behaviour change. This mixed methods synthesis will enable
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us to understand what works, how it works, when it works and for whom it works and provide
a detailed elaboration of the mechanisms and processes through which it works.

Exploring Factors Affecting Implementation

Interviews with intervention delivery partners and key stakeholders, including those
delivering similar substance use services to CYP, will explore how sustainable the intervention
is in its current format. What key challenges were experienced and what changes might be
necessary to roll out the intervention more widely.

The qualitative aspect of the work will involve the collection of narrative accounts from a
range of individuals using semi-structured interviews. These will be collected from young
people participating, carers and staff involved in the programme delivery and professionally
associated with the young people. Professionals will be sampled purposefully from the
different staff groups, and vyoung people will also be purposefully sampled.
Synthesis of these data sources will allow a detailed overview of the implementation and
processes associated with successful delivery of the intervention.

Table 5: IPE methods overview

IPE Question E ] Participants/ Data analysis Research Implementation/
collection data sources methods questions logic model

methods addressed relevance
(type, number)

Fidelity/ Participant 400 participant | Regression Quantification Better quality

adherence/ survey, surveys and analysis of the role | interventions that

differentiation/ | therapeutic TASC-r fidelity, and | involve better

quality alliance, quality plays in | alliance and
session data the outcomes | communication

observed between young

people and

practitioners are
associated  with
better outcomes.

Compliance Session 400 participant | Complier Estimation of | Greater frequency
planned and surveys, Average Causal | the role | of intervention is
attended, process Effect analysis compliance associated  with
outcome data | database plays on | better outcomes

observed
outcomes  at
variable
thresholds
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Factors 400 participant | Latent Class | Explore factors | Create targeted
associated surveys, Analysis associated with | opportunities to
with non- process non- reduce non-
compliance database compliance compliance and
maximise
acceptability.
Reach Cohort Data on all Logistic Explore Identify any
Approach young people regression whether  the | potential issues
referred to the | model with | intervention with accessibility.
service consent as the | was accessible
compared with | dependent to all those
data for those outcome referred to the
who consented services
Qualitative 10 semi- Transcribing Identify any | Identify issues
interviews structured and inductive | populations with accessibility
with service interviews analysis to | that and how these
leads and key allow themes to | experienced may be addressed
stakeholders emerge limited
naturally accessibility
and the
potential
reasons for this.
Responsiveness | Qualitative 15 semi- Inductive To explore | To understand
interviews structured analysis acceptability of | how the referral
with MDFT interviews with the referral and | and delivery

participants

participants, 10
interviews with
parents/ carers
and 10 semi-
structured
interviews with
key
stakeholders,
purposive
sampling to get
variety by site,
age and
ethnicity

intervention
process. To
explore positive
and  negative
experiences
and when these
occur. To
triangulate
child-parent-
practitioner

experiences.

processes can be
maximised.
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interviews with
participants
and 10 semi-
structured
interviews with
key
stakeholders,
purposive
sampling to get
variety by site,
age and
ethnicity

findings to
explore positive
and negative
experiences

and how
changes can be
made to
maximise the
impact of the
intervention.

Adaption Quantitative 400 participant | Latent class To explore To understand the
analysis surveys mediation factors at mechanisms  of
analysis. baseline and change and
follow-up that provide
mediate the information  for
outcomes refinement of the
observed Theory of Change
Model.
Qualitative 15 semi- Inductive To explore | To understand
analysis structured analysis participant and | who the how the
interviews with practitioner intervention
participants perspectives on | works and who it
and 10 semi- how the | works for to refine
structured intervention the theory of
interviews with works and | change.
key perceived
stakeholders, barriers or
purposive facilitators  to
sampling to get the
variety by site, intervention
age and
ethnicity
Implementation | Qualitative 15 semi- Inductive Synthesis of | Identify potential
analysis structured synthesis qualitative modifications that

can be made to
maximise the
impact of the
intervention.

Costs associated with delivering the intervention will be derived using a micro-costing

approach accounting for the actual local costs and resources used in delivering the
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intervention and associated training. This will include salaries, resources, facilities, overheads,
and management costs. The cost perspective will be that of the intervention provider,
Barnardo’s. We will include any costs associated with supervision and additional training and
use the time horizon of the trial to estimate staff turnover. We aim to estimate the cost of
delivering the intervention in real practice rather than the cost of delivering the intervention
in the trial. The cost data will be provided as a mean cost per participant with 95% confidence
intervals and be adjusted to occur each year. Data will be collected using activity logs
completed by interventionists highlighting all activity associated with a single participating
case.

Participants in research should reflect the diversity of the society where any intervention will
be delivered. All the research team will engage in unconscious bias training, training in
delivering research to diverse populations. A further part of this work will be to consult both
our YPAG and local agencies working directly with the target population to develop not only
recruitment and dissemination materials and protocols that promote equitable participation,
but to ensure that interventions are themselves suitable for the target populations to be
included. This will involve ensuring scenarios and examples used in sessions are culturally
inclusive and appropriate. The study has been reviewed by a race equity associate. The study
will also undergo an Equality, Diversity and Inclusion Audit (EDIA). A copy of our equality
impact assessment is attached as an appendix to this protocol.

Based on our delivery in Bristol to young people being harmed in their communities through
substance use, serious violence, and exploitation, we receive referrals showing a
disproportionate percentage of racially minoritised young people, we would expect a similar
percentage being referred and recruited to the trial.

As was the case during the co-design phase, a group of young people (13-17 to reflect the age
groups involved in the study) will be convened monthly. This group (YPAG) will advise on
matters pertaining to recruitment (and materials) and the cultural appropriateness of both
the intervention and evaluation activities. Involvement will take the form of a monthly group
meeting in which specified questions from the wider project team and Equity Team will be
brought to the group for discussion. In addition, each session will allow dedicated space for
young people to raise any issues identified that may not have been considered already to
ensure the avoidance of ‘unknown unknowns’ (Wynne, 2015) and ground the study within
real rather than ‘imagined publics’. (Wynne, 2015) Young people that choose to take partin
the YPAG will be remunerated £25 (via voucher) for their time, in line with the National
Institute of Health and Care Research (NIHR) guidance on public participation in research
(NIHR, 2022). The YPAG will be representative of the communities where the research takes
place in terms of ethnicity and will purposively sample to ensure diversity for YP with SEN,
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LAC and neurodiverse YP. The YPAG will include young people of the target age who have
experience of substance use. The YPAG will be managed by a specific member of the research
team who has extensive experience in working with YPAG and associated safeguarding issues.
Meetings will take place on-line to avoid any potential for iatrogenic effects.

The study has been designed to minimise sources of bias. This includes having enough
participants to encompass a diverse population that is representative of the target
population, minimising inclusion, and exclusion criteria to reduce barriers to participation,
ensuring randomisation is conducted independent of the research team, flexibility in
conducting baseline and follow-up assessments to allow those with literacy difficulties to
complete assessments verbally if required.

We will actively monitor recruitment on key ethnic, socio-cultural and inclusion parameters
and where differences occur in the numbers eligible and the numbers consenting, we will
explore the reasons why using qualitative interviews to provide an insight into the cultural
and ethnic acceptability of the intervention.

We will conduct qualitative and quantitative analysis to explore the role inequality, ethnicity,
and socio-economic disadvantage plays in the outcomes observed.

All materials will be available in both English and Welsh and for those who have difficulties in
spoken English or Welsh we will provide a translation service, the need for translations will
be assessed at the referral stage. During our co-production phase we identified a high
prevalence of potential participants with intellectual disabilities. We will link with existing
services to modify the presentation of outcomes to address the needs of the population. This
will include using larger fonts, coloured transitions between outcomes, simplification in
language used and presenting less text on each page of the outcome assessment. All materials
will be considered by our young people advisory panel and should the need for further
adaptation be identified during this study, this will be considered by the Equity Team and
discussed with the wider project team.

Throughout MDFT’s development and testing, racial and cultural issues have been core
factors in tailoring interventions to each individual youth and family. Racial and cultural
diversity has been one of the hallmarks of MDFT development and in the research supporting
the model. In clinical trials of MDFT, 83% of young people and their families were from
minority groups. The model has thus developed to address the needs of racial and cultural
minority groups, primarily African American and Hispanic families in the Unites States. We
recognize that the U.K. 's minority groups will have their own unique historic and cultural
issues and themes to address, MDFT has been deemed one of the only empirically established
interventions for diverse youth populations in the Unites States. In a review of the research
on evidence-based psychosocial treatments, MDFT was ranked the most effective treatment
for substance use among African American and Hispanic youth.
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Additionally, a meta-analysis examining culturally sensitive substance use treatments
indicated that participation in MDFT was associated with significantly greater reductions in
substance use. In one MDFT study with youth who were 42% Hispanic, 38% African American,
and 11% Haitian or Jamaican, MDFT led to more rapid decreases in drug use than peer group-
based cognitive behavioural therapy. In an analysis of data from 5 MDFT clinical trials with a
total of 646 adolescents who were 51% African American, 35% Hispanic, and 14% European
American, MDFT was more effective than the comparison treatment for every group. The only
effective treatment for young African American men in these 5 trials was MDFT.

MDFT research has also identified key processes in successful therapy with minority youth. In
MDFT therapy sessions, talking about issues like anger from prejudice, feeling alienated, and
the challenges and rites of passage of growing up helped African American youth stay more
engaged. Clinically, MDFT delivers culturally sensitive treatment by probing into the multiple
systems of the young person’s life. We seek the youth’s and parents’ perspectives on their
lives and their interests in popular culture, music, film, social media, and art. Therapists must
be aware of how society affects marginalized young people. Positive development is
challenging when faced with a clash of cultures, racism, discrimination, prejudice, and with
little prospect of meaningful work. MDFT therapists must recognize that adolescents create
subcultures with distinct values and norms. In turn, breaking through the strong social control
within these groups can be challenging. The shared culture manifests in street language,
attire, music tastes, and pastimes. We strive to understand and connect with these young
people in their natural environments and during our therapy sessions.

The study will be conducted in accordance with the principles of Good Clinical Practice, the
Declaration of Helsinki and Caldicott principles. The trial will be registered in an appropriate
trial registry. Participants will only be recruited to the study once independent full ethical
approval has been granted by the University of Kent Social Research Ethics Committee and
Barnardo’s. Trial methods and data collection instruments will be assessed by a young person
advisory group and their recommendations for changes will be incorporated.

We will ensure participants do not feel coerced to consent. Once a participant is referred to
the service any consent to participate in the trial is theirs solely to make. Not consenting to
the research will not impact on the BAU they receive, and this will be explained verbally and
in writing. If a participant does consent it will be made clear that they can withdraw consent
at any time.

We will minimise the potential for participants and staff to experience any adverse or
iatrogenic events. In our experience of conducting similar studies in similar populations the
risk of adverse events is low, as is the risk of iatrogenic events. We will implement a standard
operating procedure for the reporting of adverse events that involves an independent
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experienced third-party making recommendations on the severity of any event and whether
they are associated with the trial. All staff involved in the study will have enhanced DBS
accreditation and will be familiarised with safeguarding practice and procedures.

University of Kent Social Research Ethics Identifier: SRE 1200
Barnardo’s Research Ethics Committee Identifier: BREC (23)

Trial Registration: ISRCTN10024151

All systems and personnel are approved for the management of clinical and sensitive data
and are ISO certified to 1SO27001 standard. This includes all physical systems, systems to
detect intrusion, encryption of data from point of collection to storage, quality assurance and
audit trails associated with any data collected. All identifiable data collected will be done with
explicit consent and limited to data to allow participants to be contacted for follow-up. Data
linkage will employ a unique identifier where the link to identifiable information will be stored
on an encrypted secure database. Researchers will be trained to GCP standard and will comply
with all relevant data protection legislation. Once final follow-up is completed, personally
identifiable information will be deleted from the dataset held by the university and where
consent to the trial has been granted encrypted data will be transferred to the Youth
Endowment Fund data archive. Consent for transfer of data will be taken from those resident
in England, and data used by DfE, name, DoB and postcode will be transferred. Data collection
and management will be governed by a trial specific Standard Operating Procedure agreed
and approved by ethics.

The basis of processing data was the public task basis to use their personal information. We
only use special category information (such as information about health, religion, race, or
ethnic origin) if it is necessary for research purposes or statistical purposes which are in the
public interest. Potential participants and their carers, if applicable, will be provided with a
trial specific privacy notice prior to providing consent. This privacy notice outlined what data
was being collected, for what purposes and for how long. In addition to the trial specific
privacy notice the evaluation team at the University of Kent and the intervention delivery
team at Barnardo’s will agree and sign an information sharing agreement highlighting what
information will be shared, the reasons for sharing information and the means of sharing
information. All communication between the intervention and evaluation team will use
encrypted channels secured using a virtual private network.

Development and delivery team
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Gayle Dakoff, MDFT International, MDFT training, supervision and fidelity.

Mohamed Adhar, MDFT International, MDFT training, supervision and fidelity.

Duncan Stanway, Barnardo’s, delivery of MDFT and management of the Bristol site.

Mark Carter, Barnardo’s, delivery of MDFT and management of the Newport site.

Lilli Wagstaff, Ending Youth Violence Lab, supporting MDFT delivery and adaption.

Tom McBride, Ending Youth Violence Lab, supporting MDFT delivery and adaption.

Evaluation Team

Simon Coulton, University of Kent, overall evaluation lead.

Nadine Hendrie, University of Kent, trial manager.

Dorothy Newbury-Birch, Teesside University, implementation and process evaluation

research lead.

Andy Divers, Teesside University, qualitative research, equity and diversity and young

person’s advisory group.

Risk

Mitigation

Failure to adapt intervention for delivery
in UK setting

Evaluation and implementation teams have clear plans for
the adaptation of the intervention involving those who have
developed and modified the original MDFT for delivery in
different settings, intervention who have previously
adapted the intervention for delivery in settings outside the
US, key stakeholders including those with experience of
delivering substance use interventions in the UK and those
in receipt of substance use interventions, either directly
(young people) or indirectly (parents/ carers). We are
confident an appropriately, culturally sensitive adapted
version will be available.
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Failure to create an intervention that is
culturally sensitive to the community

In adapting the intervention, a key objective will be to
ensure MDFT considers cultural sensitivity. The adaption
group involves young people, carers and stakeholders that
represent the community within the sites. Barnardo's has a
clear commitment to EDI and ensuring intervention
delivery takes account of the diversity of potential
participants, they have a great deal of experiencing in
producing culturally sensitive interventions.

Failure to engage stakeholders in project
set-up and delivery

Evaluation and implementation stakeholders have positive,
constructive relationships and communication is ongoing.
As the project progresses the evaluation team will make
site visits to discuss processes with the intervention team.

Families in the control group might receive
a range of interventions from different
providers. This may overlap with
interventions delivered as part of MDFT

Data will be collected to monitor what interventions are
being delivered and by whom in the BAU group as part of
the pilot study. Data from the sites to date suggests that
while several providers deliver substance misuse services,
both NHS and non-statutory, this tends to be based on 1:1
and group approaches involving motivational interventions
and psychoeducation. The use of intensive, family-based
interventions is rare in young people's substance use
services in the UK. We do not anticipate any contamination
within the study.

Trial does not recruit to target

The process of recruitment is an outcome of interest in a
pilot study rather than a threat to validity. We will monitor
key recruitment criteria and explore, through qualitative
interviews key barriers and facilitators associated with
recruitment, ensuring that lessons learnt are incorporated
within the efficacy study. The evaluation team have
extensive experience of recruiting participants in RCT's
involving substance using adolescents and have
consistently achieved recruitment targets.
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Not recruiting sufficient therapists to
deliver MDFT may impact on recruitment
in the trial.

We have allowed for a three-month lead in to recruit
therapists for the trial. Barnardo's has demonstrated
experience in recruiting specialist staff to deliver specialist
interventions in the target sites and have key contacts with
organisations within the community to identify staff.

Trial does not retain sufficient participants
at the final end point

We estimate 90% of eligible and consenting participants
will be available at the 6-month endpoint, a figure to be
reviewed at the end of the pilot study. Evaluation staff
have multiple strategies for retaining young people in
research studies including payments for outcome
completion, collection of multiple contact methods and the
use of co-locators. In other studies, involving similar
populations the target retention rate has been achieved
and, in some cases, exceeded.

Therapists not retained.

Therapist retention will be monitored in the MDFT group at
both sites. Barnardo's have specific strategies to retain staff
and as MDFT is not delivered currently within the UK
opportunities for staff to move to new services are limited.

The random nature of selecting young
people could be seen by some as
unethical.

we are in a state of equipoise regarding the effects of the
intervention. Control group participants will receive
established BAU that is current practice in accordance with
the Declaration of Helsinki. No participant will be
disadvantaged by being allocated to BAU.

Young people may not want to consent to
being part of study resulting in lack of
numbers for the evaluation

Young people will have access to a clear information sheet
highlighting the need to evaluate a new service. Information
will be reviewed by a young person's advisory group who will
provide input on how best to engage young people in the
research. Our experience of other studies with similar
populations is that many young people are motivated by
altruism, the opportunity to contribute to services that will
help others in a similar position in the future.
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The potential that young people, therapists
and researchers experience negative
impacts of participating in the study.

All staff and researchers have access to supervision to raise
issues relating to the trial. We will implement a reporting
system to allow all staff, young people and their carers and
researchers to highlight any potential adverse events and, if
needed, seek support. We will implement an independent
DMEC to review adverse and iatrogenic effects as they arise
and if they believe these are directly attributable to the trial
and severe in nature, they will raise the potential of stopping
the trial with the research team and funder.

Families may be resistant to participating in
the trial.

We have extensive experience of including marginalised
populations in evaluations. The pilot study will explore
qualitatively barriers to participation. All information about
the trial will be available in advance of consent and potential
participants provided an opportunity to discuss
participation. Consent will be based on the consent of the
young person rather than the family and early work in
delivering MDFT identifies the most appropriate family
members to be involved in the delivery of MDFT.

Young people may exhibit demoralisation if
randomised to BAU rather than the MDFT
intervention.

Clear information to participants that the study involves a
state of equipoise, that at this stage we have no evidence
that MDFT is better than BAU and this is what is being
tested. Disengagement and 'faking bad' are key signs of
resentful demoralisation and both concepts will be explored
gualitatively with young people.

Sites may drop out of the study due to
changes locally related to financial issues or
leadership.

All sites have a track record of commitment to the delivery
of services and an understanding of research. Senior sign off
has been secured at all sites and commitment made to
deliver the research as planned.

Imposition of COVID, or similar, restrictions

Both the delivery team and research team have
contingency plans for remote working.

Poor quality delivery of MDFT

Fidelity and quality assurance are monitored throughout the
study through the MDFT portal. Therapists are supervised
both on-site and by staff from MDFT international. Regular
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reports relating to fidelity on the part of the therapist,
adherence on the part of participants and quality assurance
are made available and reviewed. Issues can be identified
quickly and remedial action taken.

Participants do not complete | The outcome battery has been used in similar populations
guestionnaires because they are too long and takes on average 15 minutes to complete at baseline
and 25 minutes at follow up. Response from other studies
suggest burden will not be an issue.

05/25 - 09/25: Adapt MDFT for delivery in UK, trial set-up, ethics, registration, recruitment of
supervisors and therapists.

09/25 — 12/25: Conduct internal pilot with 60 participants recruited.
06/26 : Evaluate transition criteria and submit transition report form.
07/26 - 05/27: Recruit 340 to efficacy study.

01/27 — 11/27: Conduct efficacy 6-month follow-up.

07/27 — 05/28: Conduct efficacy 12-month follow-up.

06/28: Analyse results.

09/28: Submit final report
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Preconditions

Practitioners with a level 4 or equivalent qualification in psychology, social work, youth work, nursing or
occupational therapy, post-graduate qualification, or equivalent, in therapeutic interventions. Experience in
working with young people in a therapeutic environment. Staff are recruited and managed by Barnardo’s who
provide access to safe and supportive therapeutic spaces both those owned by Barnardo’s and those accessed
through existing community partnerships. Staff are managed by senior staff embedded within the proposed
sites, Bristol and Newport.

Population need

Most adults with problematic substance use report that their substance use began in adolescence (Simon et
al., 2022). Young people are much more vulnerable than adults to the adverse effects of substance use due to
a range of physical and psychological factors that often interact and the differential impact of substances on
the developing brain (Battistella et al., 2014, Copeland et al., 2013b, Parlar et al., 2021). In addition to an
increased risk of accidents and injury (NHS., 2018), substance use in adolescence is also associated with poor
educational performance and exclusion from education. Over the academic year 2015-16, almost 9% of
permanent school exclusions in state secondary schools were due to alcohol and substance use (DFE., 2019).

While the relationship between offending behaviour and substance use is complex, evidence highlights that
the prevalence of substance use is far higher in the youth offending population than the general youth
population. Approximately 25% of young people in structured alcohol and drug treatment are referred from
criminal justice (OHID., 2022) and data from the Youth Offending Team, ASSETPLUS, indicates that 76% of
young people in the CJS use alcohol and other illicit substances.

There are few well-evidenced substance misuse programmes being delivered in England and Wales. In the
areas targeted, Bristol and Newport, the treatment as usual consists of a combination of motivational
interviewing and/ or motivational enhancement therapy, both interventions that focus on a single domain,
substance use, with limited evidence of sustained effectiveness and no evidence of effectiveness in reducing
offending.

Multidimensional family therapy (MDFT) is an integrative, family-based, multiple systems-oriented treatment
specifically targeted at adolescent substance users (Liddle and Schwartz, 2002). The case for evaluating MDFT
here is founded on:

e Strength of existing evidence and likely impact - MDFT is one of the most robustly evidenced
substance misuse interventions globally, with several RCTs across the USA and Europe (Dakof et al.,
2015, van der Pol et al., 2017a), and strong evidence ratings by the Early Intervention Foundation
and several research clearing houses in the US. Unusually for a youth violence intervention it has
been the subject of systematic review which concluded MDFT reduces drug use severity 6 months
post-test, when compared to other treatments such as CBT (Dakof et al., 2015, van der Pol et al.,
2017a). MDFT has been found to reduce rates of cannabis dependence and externalising behaviours
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in a trial across Belgium, France, Germany, The Netherlands and Switzerland (Rigter et al., 2013).
Collectively these studies establish MDFT as a promising programme that has shown impact in
countries like the UK.

® Robust evidence of reducing offending - In the USA MDFT has demonstrated an impact on number
of arrests 18 months after the intervention was delivered (Liddle et al., 2024a).

e Ability to get to trial - MDFT has undergone multiple evaluations in a range of geographies and
delivery settings and developers show a strong commitment to robustly evaluating the programme
in the UK.

Given the strength of evidence across a range of outcomes - as well as long-term impact on offending and the
developers’ commitment to evaluation, there is a strong case to trial this programme in the UK. Given the
range of outcomes, it seeks to address, if effective, the impact of MDFT could extend beyond youth violence
and be a part of government efforts to improve outcomes for vulnerable children, including through the Family
Hubs initiative and the response to the Care Review.

In addition, there is strong demand in Bristol. A recent scrutiny report shows that Bristol has experienced an
increase in the number of young people referred for services relating to extra-familial harm (up 18.3%) and an
increase in child vulnerability due to poverty and inequality. The Children’s Commissioner for England
estimates thatin 2019/20 there were 4,600 children and young people aged 0-17 living in households in Bristol
with a parent who has alcohol or drug dependence. In Wales, substance misuse among children and young
people represents a particular societal focus —figures from March 2022 for Newport show above average levels
of substance misuse identified as a concern for YP receiving support and care: 10% (Wales average 7%) had
their own substance misuse as a primary concern and 33% (Wales average 31%) had parental substance misuse
as a primary concern.

Population

Inclusion criteria:

1. Young people aged 13-17 years inclusive.
2. Currently involved with the police or youth justice service or at risk of offending.

At risk of offending defined as having at least one of the following risk factors, assessed on referral.

Previously being in the secure estate.

Currently, or previously, persistently absent from school (defined by DfE as 10% or more).
Have been the victim of violence.

Currently, or have attended alternative education provision.

Received multiple suspensions from school or has been permanently excluded.

Have a sibling or parent who has been involved in serious violence or identified as facing exploitation
harm.

Currently, or have been, in the care system.

Have been identified as being at risk of criminal exploitation.

55



Currently or have had a social worker.
Have previously been in contact with youth justice services.
Have been arrested, admitted an offence and released by the police with no further action.

3. Evidence of alcohol or substance use on at least 4 occasions in the past 28 days, assessed using a
single substance use frequency question.

4. Willing and able to provide informed consent or willing to provide assent with a parent/ carer willing
to provide consent.

Exclusion criteria:

1. Alcohol or substance severity that requires inpatient residential treatment or immediate
detoxification.
2. Severe mental health condition requiring immediate psychiatric assessment.

Inputs

In both sites, as a Strategic Partner for both LAs, Barnardo's has the local relationships to ensure effective
referral pathways are put in place. It has been agreed that referrals will primarily come through the Front Door
of each LA as well as through both Youth Justice Teams. In Bristol, the new MACE (Multi-Agency Child
Exploitation) arrangement, which has oversight of young people at risk and those being harmed through
exploitation, will also act as a key referrer.

MDFT will be adapted for delivery in the UK context. Adaption follows the ADAPT guidance (Moore et al., 2021)
to ensure the intervention that aims to maximise the efficacy by ensuring they fit well within a UK delivery
context.

Staff recruitment will recruit a broad, culturally diverse range of therapists by advertising roles in community
venues and within local community networks. Barnardo’s training offer for all staff supports culturally sensitive
delivery. Where possible, consideration will be given to matching the young person and therapist. This might
be along lines of shared protected characteristics, interests and when the therapist has a particular skill set
that will meet the young person's needs. As part of induction, all staff undertake an equality, diversity and
inclusion course, which includes discussions around culturally sensitive delivery, unconscious bias and
understanding the experience of children from different backgrounds. Learning and Development is supported
by SEEN (https://weareseen.org.uk/), the national resource centre to improve outcomes for children and
young people of African, Asian and Caribbean heritage. As part of the support offered to all staff through SEEN,
there is a knowledge bank containing resources such as: ‘An emancipatory approach to cultural competency:

The application of critical race, postcolonial, and intersectionality theories’, ‘Anti-racist supervision (for
professionals)’ and ‘Being Black in rural spaces (UK Youth)'.
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Therapists need access to safe, supportive and therapeutic spaces within the community in which they can
build relationships with children and families. Barnardo’s has access to community buildings through
partnerships with the Local Authorities, VCSE networks and youth work providers across Newport and Bristol.
Local management are embedded within both Newport and Bristol, and are fully cognisant of local factors
including geography, demography, need and support services, allowing us to target and understand the
background and support needs of children and families, and access resources as required.

In Bristol, Barnardo’s own a building at Old Market (Bristol Centre), which is located for ease of access to
children and families. It has been decorated in co-production with young people who use it to be welcoming,
therapeutic and trauma-informed throughout, and contains dedicated safe spaces for therapeutic delivery.

The MDFT team in each site usually consists of 6-8 therapists, one who is trained to act in a supervisory role.
Training in MDFT is provided by MDFT international who provide an intensive training package and full
certification. Training includes the assessment of the needs of children and families and case formulation to
meet those needs. All therapists have access to supervisory support from the site based MDFT supervisor and
the wider MDFT international team. MDFT therapists have access to the MDFT portal to record planned and
delivered sessions.

Activities

The specification with respect to number of adolescent alone session, parent sessions without their adolescent,
family sessions are guidelines are not dictates or requirements. The exact configuration is very individualised
to the need of the young person and family. MDFT is not a curriculum-based intervention but instead is a
psychotherapy where the exact interventions applied, types of sessions, weekly dose, length of treatment
episode is determined by the needs of the young person and family. A minimum dosage is considered 12
sessions over a 4-month period.

MDFT typically consists of 2 sessions per week lasting anywhere from 45 to 90 minutes. 90 minutes may be
necessary for multipart family sessions. Individual sessions alone with the young person typically range from
45 — 60 minutes, sessions alone with the parents are usually 60 minutes.

Mechanisms

A key aspect of MDFT involves building a strong therapeutic alliance with young people and their parents/
carers as the foundation of achieving behaviour change. Therapeutic alliance is assessed using the Therapeutic
Alliance Scale for Children (TASC-r; (Shirk and Saiz, 1992). Where young people feel included in decision making
and experience a sense of positive collaboration with the therapist and families experience consistency in the
support offered.

Young people develop an enhanced motivation to change their substance using behaviour, assessed using the
readiness ruler (RR; (Maisto et al., 2011). They develop better strategies for managing situations where they
would previously engage in substance use, assessed using the situational confidence questionnaire (SCQ;
(Breslin et al., 1998) and they have a better understanding of their own strengths and a greater appreciation
of the negative aspects of substance use, assessed using the substance use expectancy measure (SUE; (Montes
et al., 2019). Families experience greater communication, less conflict and are empowered to solve problems
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collaboratively, assessed using the brief family relationship scale (BFRS; (Fok et al, 2014)).

In the study the influence of these mechanisms on substance use and offending will be explored using a latent
class mediation model approach that aims to identify implicit subgroups among the study population based on
their response to a set of process (mechanistic) variables hypothesised to influence change. These variables
are assessed at baseline, prior to randomisation and again at 6-months post-randomisation.

Short term outcomes
Short term outcomes are measured at baseline and again at 6-months post-randomisation.

Changes in the frequency, quantity and type of substances is assessed using the time line follow-back method
over a 28-day retrospective period (TLFB 28; (Sobell and Sobell, 1995). Violent, non-violent and antisocial
behaviour is assessed using the self-report delinquency scale (SRDS; (McAra and McVie, 2007). Emotional
regulation, internalising, externalising and prosocial behaviours, and conduct issues are assessed using the
strengths and difficulties questionnaire (SDQ; (Goodman, 1997)). Wellbeing and mental health are assessed
using the Warwick Edinburgh mental wellbeing scale (WEMWABS; (Clarke et al., 2011)). The frequency of school
attendance, exclusion, suspensions and involvement with the police and criminal justice system is assessed
using a short form client service receipt inventory validated in other studies of adolescent substance using
populations (CSRI; (Coulton S et al., 2023, Coulton et al., 2024)). Substance use related problems are assessed
using the European School Project on Alcohol and Drugs problem domain (ESPAD; (Group, 2021).

Long term outcomes

Long term outcomes occur beyond the horizon of the trial. They are considered as longer-term impacts
associated with changes observed in the short-term outcomes. Sustained reductions in substance use. Greatly
reduced violent and non-violent offending due to reductions in risk factors associated with offending behaviour
and fewer externalising and conduct behaviours. Improved educational attainment due to reduced
absenteeism and less disengagement with education leading to increased propensity to remain in education
or transition to employment. Improved physical and psychological health due to reduced substance use and
fewer internalising behaviours and a more positive transition to adulthood.
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Appendix ll: Progression criteria from internal pilot

Project implementation

Area Question Assessment Criteria Rag rating
Therapist Have sufficient | Number of | 7 >6 in post
Recruitment therapists been | therapists recruited
ited

recrurte <6 >4 in post
Therapist Training Have sufficient | % of therapists | 75% >75%

therapists been | certified

certified

" 60— 74%
Therapist Do therapists | % of therapist 75% >75%
Supervision attend planned
- supervision
supervision
sessions attended 60— 74%

Therapist Capacity | Is there sufficient | Model of | 100% 100%

capacity to provide | randomisation/

MDFT capacit

pacity 90-99%  increase
number of
therapists by 1
80% >80%




Dosage within 4-6

Do participants

% participants

60-79%

months comply with the | receiving minimal
55% adolescent | minimal dose of | dose
sessions MDFT
30% family sessions
15% parent alone
sessions
Eligible referrals Are sufficient | % of eligible | 80% >80%
referrals eligible participants  who
consent 50— 79%
Acceptability of | Are the adaptions | Review of | Adaption should be | Acceptable
adaptions to MDFT | adaptions acceptable
acceptable to
P ) Acceptable to some
therapists and .
ficipant but not all revise
articipants
P P adaption
Internal pilot evaluation
Area Question Assessment Criteria Rag rating
Participant Have sufficient | Number of | 60 60
recruitment participants been | participants
ited ited
recruite recruite 49-60
Evaluation attrition | Have sufficient | % of participants | 90% >90%
participants been | retained
70 —89%
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retained at 6-

months
Proportion with | Have sufficient | % of participants | 95% >94%
primary outcome | participants completing primary
recorded at month rovided a primary | outcome
P primary 75— 94%
6 outcome
Proportion with | Have sufficient | % of participants | 80% >80%
secondary outcome | participants completing
recorded at month rovided a | secondary outcome
P Y 60— 79%
6 secondary
outcome
Analysable primary | Proportion of | % of participants | 80% >80%
and secondary | participants  who | providing  usefull
outcome data have rovided rimar and
. P primary 60— 79%
primary and | secondary
secondary outcomes
outcomes that cab
be analysed
Randomisation Are the groups | Difference in the | 2% <2%
allocated to MSFT | proportion
and BAU of similar | allocated to each
) 3-5%
size group
Randomisation Are the groups | Difference in the | 5% <5%

allocated to MSFT
and BAU of similar
size by stratification

proportion
allocated to each
group by
stratification

5-10%

§
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Appendix lll: Equality Impact Assessment

The template form includes a comprehensive list of themes to consider in our approach to
race equity diversity and inclusion across YEF projects. However, not all sections of this form

will be equally relevant to all projects. Please agree which sections are focus areas for your
project team to complete with the relevant project lead.

Prof Simon Coulton University of Kent

Multi-Dimensional Family Therapy (MDFT)

Yes [ No [

] Yes

] Yes — with conditions

] No

O

Feasibility
[] Pilot (pre-post)

X Pilot Efficacy (internal)
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L] Efficacy

] Effectiveness

Research question

Does Multidimensional Family Therapy reduce alcohol and drug use in
adolescents.

Research design

Mixed method, individually randomised controlled trial with embedded
internal pilot.

Research location

Newport and Bristol

Research period

April 2025 — March 2028

Number of participants

400

Characteristics of participants

Young people aged 13-17 years who are at risk of offending due
to substance use or have offended and are involved with CJS.
Screen positive for a substance use disorder. Resident within
the research areas, Bristol & Newport.

‘At risk of offending’ is defined as having at least one of the
following risk factors, assessed on referral.

Previously being in the secure estate.

Currently, or previously, persistently absent from school
(defined by DfE as 10% or more).
Have been the victim of violence.

Currently, or have attended alternative education
provision.

Received at least one suspension from school.
Have a sibling or parent who has been involved in
serious violence or identified as facing exploitation
harm.

Currently, or have been, in the care system.
Have been identified as being at risk of criminal
exploitation.
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Are engaged with the Supporting Families Programme.
Currently or have had a social worker.
Have previously been in contact with youth justice
services.

Have been arrested and released by the police with no
further action.

Participants must evidence alcohol or substance use on at least
4 occasions in the past 28 days, assessed using a single
substance use frequency question and be willing and able to
provide informed consent or willing to provide assent with a
parent/ carer willing to provide consent.

Key aims and benefits of the research

Short term outcomes

Short term outcomes are measured at baseline and again at 6-
months post-randomisation.

Changes in the frequency, quantity and type of substances is
assessed using the time line follow-back method over a 90-day
retrospective period (TLFB9O0; (Sobell and Sobell, 1995). Violent,
non-violent and antisocial behaviour is assessed using the self-
report delinquency scale (SRDS; (McAra and McVie, 2007).
Emotional regulation, internalising, externalising and prosocial
behaviours, and conduct issues are assessed using the strengths
and difficulties questionnaire (SDQ; (Goodman, 1997)).
Wellbeing and mental health are assessed using the Warwick
Edinburgh mental wellbeing scale (WEMWABS; (Clarke et al.,
2011)). The frequency of school attendance, exclusion,
suspensions and involvement with the police and criminal
justice system is assessed using a short form client service
receipt inventory validated in other studies of adolescent
substance using populations (CSRI; (Coulton S et al., 2023,
Coulton et al., 2024)).
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Long term outcomes

Long term outcomes occur beyond the horizon of the trial. They
are considered as longer-term impacts associated with changes
observed in the short-term outcomes. Sustained reductions in
substance use. Greatly reduced violent and non-violent
offending due to reductions in risk factors associated with
offending behaviour and fewer externalising and conduct
behaviours. Improved educational attainment due to reduced
absenteeism and less disengagement with education leading to
increased propensity to remain in education or transition to
employment. Improved physical and psychological health due
to reduced substance use and fewer internalising behaviours
and a more positive transition to adulthood.

Previous equality related research or
consultation relevant to this research

The proposed research is to explore the adaptation of MDFT for
young people and families in the UK, regardless of their
background or self-identification as belonging to any group
whereby their protected characteristics would suggest
belonging to any marginalised group by virtue of such
characteristics.

As can be seen below, a consideration of previous relevant
research pertaining to equality has been included as it relates
to the individual characteristics of potential participants. This
has been done to aid consideration of these issues in turn. The
importance of intersectionality is also considered throughout
this assessment, and this will be explored in further detail in the
section entitled ‘Summary of the main equality issues’.

In preparation for the completion of this EIA, consultation with
a group of young people has been ongoing where consideration
of key equity-related issues have been discussed. To augment
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these discussions, two members of this group have also been
involved in helping to prepare this document.

Section 3 - Identify who from the protected characteristic groupings or other relevant disadvantaged

communities will or may be affected and how

Age

Positive impact
L] Negative impact
L] No impact

L] Impact not known

Narrative: The research study and delivery of the MDFT
intervention is likely to have a positive impact on participants of
all ages, but particularly those individuals eligible to take part
according to their age (13-17). However, as MDFT also includes
family members/carers/appropriate adults that are associated
with the young participants in question, this research study is
also likely to have benefits for individuals outside of the 13-17
age bracket of young people. Given the range of outcomes it
seeks to address, if effective, the impact of MDFT could extend
beyond youth violence and be a part of government efforts to
improve outcomes for vulnerable children, including through
the Family Hubs initiative and the response to the Care Review.

Through consultation with young people as part of the co-
design process, questions were asked about the freedom of
young people under the age of 16 to take part in the study if
their parents or carers were opposed to the idea, and if a lack
of parental/carer support would be a barrier to their taking part.
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Mitigation: Regarding young people’s concerns, the
involvement of a specific adult is not required for participation
in the study. This is because ‘family’ involvement could be an
adult other than a parent/carer with involvement in the young
person’s life. Initial sessions of MDFT are often directed at
identifying such an adult who is then able to provide consent for
continued involvement in the study.

Disability

Positive impact
Negative impact
(] No impact

Impact not known

Narrative: Overall, it is expected that the impact of the study on
participants identifying as having a disability will be positive.
This is expected to be particularly true of individuals who are
experiencing issues surrounding their mental health, as the
process of engaging in MDFT has been shown to improve
mental health outcomes for those experiencing a range of
mental health issues, even in instances of comorbidity (Liddle,
2016).

A further positive impact of the proposed research is that
participants will not only have the opportunity to access MDFT,
but also to reflect on this process with the evaluation team
afterwards, thus providing a further opportunity to examine
their participation and have their voices heard about the future
development and implementation of the intervention. This is
true both of recipients of MDFT and the delivery team.

As with many research projects of this nature, there is the
potential for negative impact for those whose specific
disabilities may make it more difficult to access this kind of
study. Furthermore, for those experiencing mental health
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difficulties, there is the possibility that both sessions and
interviews may prove challenging.

Mitigation: To mitigate any potential negative impact, it is
essential that any and all reasonable adjustments to the
delivery and evaluation process of MDFT are made to ensure
that equitable participation is possible for all participants,
regardless of their disability status. This will be achieved
through the development of both sensitivity and safeguarding
protocols for participants and a focus on appropriate
signposting for all participants.

Sexual orientation

Positive impact
(] Negative impact
L] No impact

Impact not known

Narrative: Research has shown that adolescence is a period in
which one’s sexual identity is often uncertain and that
furthermore that this can be made especially challenging in
connection with a range of wider social determinants (Moore
and Rosenthal, 2007).

However, there is evidence that also suggests that MDFT can
help to navigate these issues and provides a positive space in
which to negotiate the complex relationships between adults
and young people as they transition from adolescence into
young adulthood (Liddle et al., 2024b)

Mitigation: Whether or not the UK specific context of the study
will also allow positive interactions to develop when
encountering issues around sexual orientation and identity is
largely unknown at present, but the evaluative process will
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provide an opportunity for all participants to explore this
notion. Additionally, the training provided to all delivery staff
will make them both aware and well-equipped to deal with such
issues within a safe therapeutic environment. Individual
sessions held with young people will also afford the opportunity
to discuss anything that young participants may feel
uncomfortable speaking about with their family/appropriate
adult which can then (depending on the wishes of the young
person in question) be introduced in a safe and supportive
environment.

Ethnicity

Positive impact
Negative impact
L] No impact

L Impact not known

Narrative: The over-representation of individuals belonging to
marginalised ethnicity groups within youth justice settings is a
global issue, and so too is this the case in the UK (Van den Brink,
2022). Similarly, there are marked differences in outcomes
across a wide range of health and social indicators that are
directly linked to the ethnicity or race of individuals. As part of
the study is to explore the adaptability of the MDFT intervention
to the UK context and as such will examine any barriers or
facilitators to access and engagement of the MDFT intervention,
such barriers if encountered can be identified through
evaluation and addressed — leading to positive future outcomes.

There may be the possibility of a negative impact for those
potential participants whose first language is not English when
engaging with either the intervention or evaluative interviews
as part of the project, even if this is a reduction in efficacy of
communication linked to needing to use one’s non-native
language.
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Young people consulted as part of this process raised concerns
around engaging with therapists or researchers that were of
different ethnicities or cultural backgrounds, as they felt that
this may lead to a lack of understanding of the issues that they
faced. This was highlighted by several young people from a
variety of backgrounds. When the notion of training and
education for all prospective staff was discussed, many of the
young people expressed that this would help to form the
trusting relationships required for such a process to work. They
were however keen to point out that they felt using the phrase
‘cultural competency’ suggested that one could attain a level or
‘certificate’ in this area, when this was only something that
would work with a sustained and ongoing interest and
willingness to learn about the experiences of individuals from
other ethnic and cultural backgrounds. This move away from
the notion of ‘cultural competency’ is something that is echoed
in relevant research literature (Fisher-Borne et al., 2015).

Mitigation: Data around those individuals who both do and do
not engage or continue to engage will be collected throughout
the project to be able to identify any trends within groups.
Should it be necessary, the research team will explore any
access needs (availability of further tailored resources etc.) that
may be required moving forward. The intervention provider,
Barnardo’s has experience in recruiting, training and retaining
interventionists who are representative of the ethnic diversity
of the areas they serve.

As stated above, the introduction of culturally relevant and
sensitive training to individuals on the research and delivery
teams were welcomed by young people, but with the caveats
described above.
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Sex

Positive impact
Negative impact
L] No impact

Impact not known

Narrative: Previous studies of MDFT have indicated that it is an
effective treatment for substance use in both male and female
participants (Greenbaum et al., 2015) and thus there is the
likelihood of a positive impact in this regard.

In the UK, female involvement in crime (particularly for young
people) is still not as well understood as that of their male
counterparts. Despite accounting for 13% of proven youth
offenses is 2022, their involvement in violence remains largely
invisible and support services are rarely specifically catered to
girls and young women (Local Government Association, 2024).
Due to the nature of identification of eligibility for the study and
the referral pathways thereof, there is the possibility that young
women and girls that may benefit from involvement in the study
could be missed through the ways in which eligibility is defined.

Mitigation: Although some areas of eligibility may lead to an
under-representation of female participants in the study, when
all criteria are taken into account, it is felt that this risk is
sufficiently minimised through multiple points of identification
for eligibility and inclusion in the study. Moreover, delivery
teams will work closely with organisations that currently work
with prospective participants to fully explain the process and
support them where necessary to aid them.

Religion or belief

Positive impact

Negative impact
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L] No impact

Impact not known

Narrative: Despite research investigating the link(s) between
religion/belief and substance use more generally (Weinandy
and Grubbs, 2021) a consensus as to the role that religion and
belief play in the appearance of substance use disorders
remains unclear. Critics of current research point to a lack of an
agreed upon definition of religious belief and how this is
measured (Rew and Wong, 2006), as well as conflicting
approaches to the inclusion of spiritual (but not necessarily
formal) beliefs (Galanter et al., 2024).

In the UK context, it is worth noting that individuals from the
Muslim community report a significantly negative perception
and experience of formal and structured counselling services,
with a survey conducted by the Lantern Initiative finding that 1
in 5 people felt judged or dismissed as a Muslim when attending
such services (Woolf Institute Centre for Mental Health, 2024).

Young people involved in the consultation that identified as
belonging to non-Christian religious communities also stated
that they would have possible concerns about the discussion of
cultural or religious norms if there was the possibility that these
may clash with the theory underpinning the therapeutic
intervention. This worry was more acute if these issues were
raised in sessions with parents/carers. Broadly speaking, some
of the concerns raised in connection with religion and belief
were similar to those highlighted in discussions around ethnicity
and cultural considerations detailed above.

Mitigation: Working with religious communities in a way that
makes them feel both seen and heard and values the
importance of their beliefs is of paramount importance to
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ensure equitable access to the study. To achieve this, close
working and an iterative approach to delivery and evaluation
will be required.

Both delivery and evaluation teams will undergo training and
guidance to ensure they are confident in delivering their tasks
in a culturally sensitive and aware way. This will also be
monitored through regular consultation with an equity advisory
group when formed.

Gender reassignment

[] Positive impact
Negative impact
(] No impact

Impact not known

Narrative: There is a general paucity of literature pertaining to
non-binary gendered individuals and both alcohol and
substance misuse. However, where studies do exist, evidence
suggests that individuals identifying as non-binary experience
higher prevalence of alcohol and substance use compared to
other groups (Meads et al., 2023).

The current situation in the UK — especially for young people —
for transgender individuals is one characterised by the
problematisation and pathologisation of childhood gender
diversity and an environment in which both gender diverse
young people and their parents/carers feel increasingly isolated
(Rickett et al., 2024). This feeling of isolation is especially
pronounced when engaging with health service providers
(Horton, 2022).

Mitigation: Additional care in involving non-binary gendered
participants and their families/carers will need to be taken

73




throughout the intervention and evaluation process, taking into
account that trust may be more difficult to develop. Knowledge
of issues currently facing non-binary or transgendered
individuals will be of importance and further work as part of the
project will need to be conducted to measure any potential
impact as this is currently largely unknown.

[] Positive impact
L] Negative impact
No impact

L1 Impact not known

Narrative: It is anticipated that the impact on individuals in this
group is likely to be neutral (no impact).

Mitigation:

[] Positive impact
[] Negative impact
X No impact

[ Impact not known

Narrative: Again, the likely impact upon individuals in this group
is expected to be neutral or have no impact.

Mitigation:
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X Positive impact
[] Negative impact
[J No impact

L] Impact not known

Narrative: Studies have previously shown that social class and
socioeconomic status can lead to an over-representation of
individuals from lower income groups across a number of the
inclusion criteria for the proposed study (Sosu et al., 2021).
Furthermore, the impact of factors such as persistent
absenteeism at school have also been demonstrated to have
significantly more detrimental effects when coupled with
socioeconomic factors and the presence of mental health
conditions (Wickersham et al., 2021). As such, the research
project is expected to have a positive impact on mitigating the
impact of such adverse impacts upon those participants
currently experiencing inequality and inequity that is related to
social class/socioeconomic status.

Mitigation:

[ Positive impact
(] Negative impact
No impact

L] Impact not known

Narrative:

Mitigation:
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Section 4 — Summary and references

Summary of the main equality issues

In addition to the issues highlighted above in relation to specific
characteristics, the concept and impact of intersectionality is
also of import to this study. Examining the interplay between
characteristics and how they may combine to exacerbate equity
concerns will be also be part of any equity considerations
throughout this project.

The impact of intersectionality notwithstanding, it is anticipated
that this project will lead to broadly positive impacts for
marginalised groups engaging with the study, due to their over-
representation in many of the eligibility criteria due to
systematic inequity.

However, in terms of both the MDFT intervention and the
evaluative work surrounding this, there is the possibility of
negative consequences in situations where there may be
barriers to access for the study. However, as is detailed in the
EIA above and the action plan below, actions to mitigate these
potential negative impacts will be taken.

How will the equality impact of the
study be monitored and evaluated?

As well as the collection of data pertaining to the characteristics
of participants in the research study by the evaluation team (via
collection of relevant protected characteristic data) and the
monitoring of data that will be routinely collected by the
implementation team (through extraction of this data) the
following actions will also be undertaken:

e Use of this EIA as a basis for subsequent equity
focussed discussion of the project, amending and
adding to this as necessary as new learning is gained.

e Completing a formal review of the EIA every 3 months
in consultation with the evaluation and implementation
teams, alongside input from young people engaged in
the advisory group.
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e Conduct a literature review of relevant equity-related
research and compile a data pack specific to the two
implementation sites (Newport and Bristol)

e Monitor ongoing research examining the role of
diversity within research studies of this kind and
integrate new findings, if necessary, within research
project.

e Ensure ongoing engagement with community members
through the young person’s advisory group, seeking
feedback and further guidance from individuals with
lived and living experience relevant to the project.

e Continue to monitor, and if necessary, implement any
changes that relate to additional or unmet needs of
prospective or actual participants in regard to equity of
access to the project. This may include, but is not
limited to issues arising due to spoken or written
communication due to language or disability or to
amend any procedures or protocols that may have
been identified as presenting barriers to participation.

For more detail on the above measures, see the Action Plan
below.
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Section 5 - Action plan

Actions should be SMART and progress on the action plan should be monitored as part of

routine quarterly monitoring. Equality actions may arise during the research process, these

should also be recorded and actioned.

Action Completion date | Owner Monitoring Impact Status
Formation of | Prior to | Evaluation | This EIA and its | By creating an | Completed/Ongoing
equity team commencement team/ A | monitoring has | equity  team,
Thi " of research | Divers been added as | this will ensure
's team will be project a monthly task | that all equity

comprised of
members of the
evaluation team
but will primarily
be the
responsibility of A
Divers. In addition
to members of the
evaluation team,
this equity team
will also include 6-
8 young people

that will attend
co-design

sessions. From
these 6-8

individuals, 2 will
be invited to act
as youth co-
researchers to
engage more
regularly and who
will

feedback

documentation

provide
on

and materials to

ensure equity

for the
evaluation
team (with
equity

considerations
led by A Divers)
and two youth
co-researchers
will continue to
work upon
with this with
the evaluation
team

issues that may
arise within the
project will
receive

appropriate

attention and
weighting
within the

project as a
whole. This will
also give a clear
point of contact
for the rest of
the
raise any issues

team to

pertaining to
should
they arise.

equity
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considerations are

addressed.
Discussion of | Prior to | Evaluation | Although these | Regular Completed/Ongoing
equity and | commencement team/ A | meetings will | discussions with
community of research | Divers not be | young people
engagement project recorded, from a range of | 3 meetings  witt
notes will be | backgrounds oun erson’:
The equity team cak . that y ‘g P !
will host a series aken O | ensures that @ | advisory group have
ensure salient | wide been conducted a:
of collaboration . ’
points are | knowledge base | of 31/1/25.
and consultation .
h captured and |is drawn upon
n n e .
eve :S wit youAg reflected in this | regarding
eople. S .
PEOP EIA. equity ) h
members of the ) ) yout co
considerations.
evaluation team researchers  have
are also involved met with A Diver:
in a number of separately on
other  projects The inclusion of | fyrther occasions tc
with marginalised youth CO- | provide feedback or
communities, any researchers screening tools anc
learning from further other researct
these projects strengthens this | documentation.
that is relevant to comr‘r1.|tment 0 | Recommendations
ensurin
the current urt g have beer
project will be equitable incorporated intc
used. access to the | this EIA, which ha
project. also been supportec
with  input fron
youth co
researchers.
Literature review | Prior to | Evaluation | To support | Although it is | To be completed ir
of equity relevant | commencement team/A both the | the case that | advance of stud
research and data | of research | Divers delivery and | the delivery | beginning.
pack of two study | project evaluation team in either

sites

As stated above, a
review of relevant

team(s), an
overview of
relevant

site are well-
connected and
have deep
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literature (some
of which has been
cited in
preparation of
this EIA) will be
that

will cover relevant

conducted

research on a
range of equity
and access issues
and potential

Where
possible, this will
be project specific
to both the
geographic areas
of the

sites, and of the

barriers.

chosen

intervention,

literature will
be composed
detailing  the
main

considerations

pertaining to

equity and
diversity. In
addition to
this, a data
pack giving a

demographic

overview of the
two  delivery
sites (Newport
and Bristol) to
assist these
teams in

providing  an

knowledge of
their
communities,
the
literature

local
proposed
review and data

pack
provide

will

additional
insight of the
local
communities

and may
highlight  any
hidden

communities in
the
area(s).

local

highlighting any overview of the
recommendations local
for best practice. population.
Ensure equity | Upon creation of | Evaluation | Ongoing Building equity | Ongoing
considerations research team/A throughout at a
are built into | materials Divers project, and to | fundamental
research design be discussed | level within
) explicitly research

To eu:msure equity within methods  and
learning and - an ‘Reflexivity’ design will
exploration of action allow the
barriers and

research team
facilitators to

participation in
the
amongst diverse

study

groups,
monitoring of this
will be built into

to assess any
equity impact of
the work itself
but

allow

will also

for
monitoring  of
any barriers

that may exist
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the design of the
study.

Necessary
sociodemographic
information  will
be asked of all
participants
(though they may
choose not to
provide this) and
additional equity-
related questions
will be added to
interview
schedules to
explore
engagement with
both the
intervention and

to engagement
with either the
intervention or
evaluation.

evaluation.

This will enable
Investigate Ongoing All If/when issues exploration of
feasibility of any | throughout the surrounding feasibility and
required project as accessibility resources available to

improve accessibility
reasonable necessary are

of research
adjustments to highlighted, documents and data

materials

these will be
passed on to
the evaluation
team. Options
of amending or
providing
additional
formats for
study
documentation
will be

collection. This is in
addition to reviewing
the documents
considering best
practice for
accessibility relating
to design and literacy
Assess through equity
and barrier to
engagement
monitoring.

Where there are
resources available
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assessed and
actioned
where

necessary. This

assessment
may include
(but is not

limited to) the
provision of
resources in

other
languages,
easy-read
formats. In
each instance,

an assessment
of additional
time/cost for
implementing
amendments

will be made.

to suppor
reasonable

adjustments, these
will be
implemented. If it i

not possible  tc
develop more
accessible

documents tc

match the needs o
the participants, thi:
will be flagged uy
for future iteration:
of implementatior
of the interventior
and service

evaluation.

Reflexive practice
and monitoring

The
team

evaluation

will  be
proactive in
regularly
feedback
discussion around

inviting
and

the accessibility of
the project and
any other equity
concerns that may
be raised by
participants or the
delivery team.

Wider researcher
discussion will also

the
duration of the

Throughout

project

Evaluation
team/A
Divers

The evaluation
team will
engage in
monthly

discussions to
monitor equity

and access.

Evaluation
team will also
ensure ongoing
learning
around equity
and
incorporate
learning from
other projects.

Research team
will
demonstrate
best
around

practice

gualitative
work, ensuring
that evaluation
team engage in
reflexive
process around
acknowledging
bias around
data collection
and analysis.

Ongoing throughou
project.
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take place with the
team, such as
exploring and
mitigating for bias
when analysing
research data and
when discussing
equity in meetings.

Next steps

Both delivery and
evaluation teams
will highlight any
relevant next
stepsin relationto
further research
or practical
implications  for
the
implementation
of MDFT that are
linked to equity.

Throughout study
and
recommendations
formulated for
any further work.

All

Definitive tasks
around next
steps pertaining
to equity in
future research
and
implementation
will ensure that
any potential
gaps in
representation
of under-served
groups are
minimised both
in relation to
the current
project and
other future
work.

Ongoing

Please share your completed form with the evaluation manager for your project.
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Appendix IV: Outcomes not contained with YEF Core Outcome Dataset

GAIN-SS — Substance Use

The following questions are about common psychological, behavioral, and personal

problems. These problems are considered significant when you have them for two En zﬂ
or more weeks, when they keep coming back, when they keep you from meeting A "é -
your responsibilities, or when they make you feel like you can’t go on. = E 2 Eﬁ
2l 2 o] §| s
After each of the following questions, please tell us the last time, if ever, youhad the | 3| 2| & :j’* g
problem by answering whether it was in the past month, 2 to 3 months ago, 4 to 12 =l
4l3]2]1]0

months ago, 1 or more years ago, or never.

When was the last time that..

a. vyou used alcohol or other drugs weekly or more often? ... . -

b. you spent a lot of time either getting alcohol or other drugs using alcohol or
other drugs, or recovering from the effects of alcohol or other drugs
(e.g, feeling sick)? ... S

c. you kept using alcohol or other dmgs even though it was causing socml
problems, leading to fights, or getting you into trouble with other people? ...

d. your use of alcohol or other drugs caused you to give up or reduce your
mvolvement in activities at work, school, home, or social events?_.

e. you had withdrawal problems from alcohol or other drugs like shaky hands,
throwing up, having trouble sitting still or sleeping, or you used any
alcohol or other drugs to stop being sick or avoid withdrawal problems? ...



DUE — Drug Use Expectancy

Positive and negative expectancies
For each of the following questions, circle the answer closest to how you think?

Q1. Using substances can have a lot of positive effects, such as having fun and being popular

Strongly disagree Disagree Agree Strongly agree

Q2. Using substances can have a lot of negative effects, such as being bad for your health and
getting into trouble

Strongly disagree Disagree Agree Strongly agree
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Situational Confidence — SCQS8

PART 2! SITUATIONAL CONFIDENCE QUESTIONNAIRE

Imagine yourself, as you are right now, faced with in each of the following trigger
situations. Place an X along the line in the scale provided to show how confident
you feel right now that you would be able to resist problem drinking or other drug
use. In the example below, the person feels that he or she is about 48% confident—
a little less than halfway—about resisting in this situation.

| feel . ..
0% 25%

X 50%

75% 100%

L 1
Not at all confident

1 1
Totally Confident

= 48%

Right now, | feel | would be able to resist the urge to drink or use other drugs in

situations involving . . .

1. Unpleasant emotions

Io% 25|% 5ol% 75|% 1 ocla%
Not at all confident Totally Confident

2. Physical discomfort

Io% 25|% 50.% }'5|% 1 o?%
Not at all confident Totally Confident

3. Pleasant emotions

o% 25% 50% 75% 100%
II'ﬁlc:t at all conﬁdentI I I Totally Cc:nﬁdentI

4. Testing personal control

Io% 25|% 50|% ;rgl% 1 oclz%
Not at all confident Totally Confident

5. Urges and temptations

o% 25% 50% 75% 100%
II'~lc:t at all ccmﬁdentI I I Totally Cc:nﬁdl;-ntI

6. Conflict with others

Io% 25|% 50|% ;r5|% 1 ocl)%
Not at all confident Totally Confident

7. Social pressures

0% 25% 5ol% 75% 100%

L 1
Not at all confident

8. Pleasant times with others

0% 25%

so%

I |
Totally Confident

;5|% 100%

L 1
Not at all confident

|
Totally Confident

= %

= %

= %

= %

= %

= %

Adapted from: H.M. Annis and G. Martin, Inventory of Drug-Taking Situations (4th ed.). Toronto: Addiction

Research Foundation © 1985
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Wellbeing - SWEMWBS

Below are some statements about feelings and thoughts.

Please select the answer that best describes your experience of each over the last 2 weeks.

I've been feeling optimistic about the future
I've been feeling useful

I've been feeling relaxed

I've been dealing with problems well

I’'ve been thinking clearly

I’'ve been feeling close to other people

I've been able to make up my own mind about things

2
& &
z
&
S &£
& & &

2 3 4
2 3 4
2 3 4
2 3 4
2 3 4
2 3 4

&
§$
&
«
K
?
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Alcohol & Substance Use Problems ESPAD

C21

C22

How likely is it that each of the following things would happen to you personally, if you drink

alcohol?
Mark one box for each line.

Very Very
likely Likely Unsure Unlikely unlikely

@) Feel relaxed. ... ...ttt s
b) Get into trouble with police
c)Harmmyhealth ..
d) FEBI NAPPY...ccevcinrerenmsmsnns s snss s ssmns e sassnns sasssssses sasmassssasss R

e) Forget my probi ]
) Not be able to stop drinking ...
g) Get a hangover.._...
h) Feel more friendly and outgoing ... ..o

i) Do something | would regret

jJHave alotoffun ...
L == - . R

BECAUSE OF YOUR OWN ALCOHOL USE, how often during the LAST 12 MONTHS have you
experienced the following?

If you haven’t used alcohol the last 12 months, please mark zero occasions on all questions.
Mark one box for each line.
Number of occasions

40 or

0 12 35 69 1015 2039 more

@) Physical fight ... s I P L L | L
b) Accidentorinjury ... : : : :
¢) Serious problems with your parents................ : ......... : : :
d) Serious problems with your friends ... [ ] : : :
e) Performed poorly at school or work : : :
f) Victimized by robbery or theft....................... I [ : : :
g) Trouble with poliee ... : : . : :
h) Hospitalised or admitted to an emergency rnom...............c..c..... [] : [] :
i) Engaged in sexual intercourse withoutacondom__.._____________ | ] :
i) Engaged in sexual intercourse you regretted the next day .......... g
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Motivation — Readiness Ruler

Single item readiness ruler

On the scale below enter how you feel right now about your substance use

1 2 3 4 5 6 7 8 9 10
| never think Sometimes | think | have decided to | am already My substance use
about my about using use substances trying to use has changed | use
substance use substances less less often fewer substances less than before
often
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Family Relationships — Brief Family Relationship Scale

Responses True or False

Cohesion

1. In our family we really help and support each other.

2. In our family we spend a lot of time doing things together at home.
3. In our family we work hard at what we do in our home.

4. In our family there is a feeling of togetherness.

5. My family members really support each other.

6.1 am proud to be a part of our family.

7. In our family we really get along well with each other.

Expressiveness
8. In our family we can talk openly in our home.
9. In our family we sometimes tell each other about our personal problems.

10. In our family we begin discussions easily.

Conflict

11. In our family we argue a lot. (R)

12. In our family we are really mad at each other a lot. (R)
13. In our family we lose our tempers a lot. (R)

14. In our family we often put down each other. (R)

15. My family members sometimes are violent. (R)

16. In our family we raise our voice when we are mad. (R)



Time Line Follow-Back — TLFB28 — completed using interview rather than self-complete

To help us evaluate your drug use, we need to get an idea of what your use was like in the past
days. To do this, we would like you to fill out the attached calendar.

v Filling out the calendar is not hardl!

v Try to be as accurate as possible.

v We recognize you won'’t have perfect recall. That's OKAY.

v WHATTO FILL IN

* The idea is that for each day on the calendar we want you to indicate whether you “used” or “did not use”
drugs.

* On days when you did not use drugs, you should write a “0” in the box.
* On days when you did use drugs, you should put a “¥"7 in the box.

It's important that something is written for every day, even if itis a “0”.

v~ YOUR BEST ESTIMATE
* We realize it isn't easy to recall things with 100% accuracy.

* If you are not sure whether you used a certain drug on a Thursday or a Friday of a certain week, give it

your best guess! The goal is to get a picture of how many days you were using drugs and your patterns
of use.

v HELPFUL HINTS

* Holidays such as Thanksgiving and Christmas are marked on the calendar to help you better recall your
use. Also, think about whether you used drugs on personal holidays and events such as birthdays,
vacations, or parties.

* |f you have regular drug use patterns you can use these to help you recall your use. For example, you

may have weekend/weekday changes in your drug use or your drug use may be different depending

where you are or whom you are with.

v COMPLETING THE CALENDAR
* A blank calendar is attached. Each day should contain a "0" for no drug use or a “v'* for drug use.
* The time period we are talking about on the calendar is

from to

* |n estimating your drug use, be as accurate as possible.
* DOUBLE CHECK THAT ALL DAYS ARE FILLED IN BEFORE RETURNING THE CALENDAR.
» Before you start look at the SAMPLE CALENDAR on the next page.
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v SAMPLE CALENDAR

2000' SUN I MON I TUES I WED I THURS FRI SAT
1 2
0 0
s |3 graporoay g 6 7 8 9
0 0 0 v
E |10 11 12 13 14 15 16
v v 0 v
P17 18 19 20 21 2 23
. 25 26 27 28 29 30
0 0 0 v
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Substance Use Screening Questionnaire — SUSQ

“On how many days in the past 28 days have you used alcohol or other illegal substance (list prompt)?”
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