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Methodology 
 

Pragmatic, randomised controlled, open feasibility trial delivered in 
two Young People services. 
 

Study Duration 18 months 

Study Centres 
 

Birmingham and Newcastle 

Objectives To demonstrate the feasibility of recruiting young people to a family 
and network based intervention and the feasibility of training staff 
from existing young people addiction services to deliver the 
intervention. To evaluate the level of treatment retention and 
explore through qualitative interviews the participants’ views, 
acceptability and experiences of the intervention and the study 
process.  
 

Number of Subjects/Patients Sixty participants will be recruited to the trial on the basis of 10% 
sample attrition, expecting data to be successfully collected on 54. 

Main Inclusion Criteria 
 

Young people aged 12 to 18 referred for drug and/or alcohol 
problems to the two services involved in the research. 

Statistical Methodology and 
Analysis 
 

The feasibility and acceptability of YSBNT as an intervention will be 
measured by recruitment rates, retention in treatment, follow up 
completion rates and by qualitative interviews. Using the 
opportunity available to compare the effectiveness of the two 
treatments, the proportion of days on which the main problem 
substance was used in the preceding 90 day period covered by each 
assessment point will be based on the Timeline Follow-Back (TLFB) 
interview. Analysis will be on an intention to treat basis and the 
primary analyses will compare the active experimental condition 
with treatment as usual, and subjects will be analysed using a 
generalised linear model with identity link and Gaussian error. The 
therapists will be included as random effects. 
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Study Summary 
 
Research evidence shows that there is a high prevalence of substance use among young 
people in the UK. Early onset and high levels of use are associated with a range of 
negative outcomes, including increased risk of later problematic use and dependence. A 
growing body of research has identified family interventions to be effective in treating 
young people’s substance use problems. However, despite this evidence, take-up of 
family based approaches, at least in the UK, has been low. A key factor appears to be the 
resource-intensive nature of many family interventions, making them difficult to 
implement and deliver in many service settings, especially in the context of substantial 
cuts to drug and alcohol services for young people.1 Another potential barrier may be 
the cultural adaptation of approaches developed in the USA to a UK setting. There is 
growing awareness of the need to adapt evidence-based treatments to different cultural 
groups and settings in order to ensure successful implementation.2,3,4  
 
Following on from developmental and adaptation work, this study aims to demonstrate 
the feasibility of recruiting young people to specifically developed family and network 
based intervention. In addition the feasibility of training staff from existing young people 
addiction services to deliver this intervention will be explored and treatment retention 
will be assessed. Qualitative interviews will elicit the participants’ views on the 
acceptability of the intervention and their experiences of both it and the study process.  
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1. Background and rationale 
 
Early onset of drug use, including alcohol, in children and young people has been 
associated with later problematic use.5,6  Early onset and early hazardous use have also 
been associated with a range of other problems including risky sexual behaviour, injury, 
antisocial behaviour, violence and changes in brain development.7,8,9 Furthermore, when 
investigating the impact of substance use on the family, research has shown that 
substance use among young people can adversely affect relationships with parents, 
carers and other family members.10 In addition, family involvement in interventions has 
been shown to influence the course of the problem in a positive way.11 
 
The two most commonly consumed drugs by young people, accounting for 90 per cent 
of treatment admissions for young people are cannabis and alcohol.12 Statistics on 
drinking and drug use among young people are divided between those drawn from 
surveys of school age and those drawn from surveys of adult populations, including 
young adults. Among school-age children, while proportions of those drinking at all have 
dropped slightly since 1988, the average units consumed increased markedly between 
1990 and 2006 and this has since stabilised at this higher level.13,14 Contrary to popular 
perceptions, average alcohol consumption among young adults (aged 16 to 24) has fallen 
since a peak in 2000-2002. Nonetheless, 15 to 16 year olds in the UK have one of the 
highest rates of underage drinking and drunkenness in Western Europe.15 Cannabis use 
among school-age children has also shown a decline since reaching a peak in 2000-
200214 and a longer decline among young adults since 1998.16 However, again, the UK is 
among the ten European countries with the highest proportion of students reporting 
smoking cannabis within the past 30 days.15  
 
Research has highlighted the pivotal role that families play as not only a risk for, but also 
a protection against, substance-related problems.11 As a consequence a range of 
preventive and treatment approaches have focused on the family and in the UK, there 
has been a strong focus on preventive programmes. A systematic review by Foxcroft and 
colleagues17 identified the Strengthening Families Programme (SFP)18, developed in the 
USA, as the most promising, with positive outcomes in both the short and the long term. 
Emerging findings from the application of this model to the UK context have also been 
promising.19  
 
Evaluation evidence in the treatment field predominately relates to family-based 
interventions, with the four most common being multisystemic therapy, integrated 
family and cognitive behavioural therapy, multidimensional family therapy and brief 
strategic family therapy.20 Reviews of evaluation studies have shown these approaches 
to be effective in reducing drinking and drug use among young people.21,20, 22  However, 
problems remain with regards to engagement of family (however defined), treatment 
decay and translating research into practice:  
 
Firstly, with regard to family engagement, services frequently have problems engaging 
individual family members.23 Furthermore, the definition of ‘family’ is contested and 
carries implications for the delivery of family interventions.24 Young people with 
substance use problems frequently come from disrupted families and may be looked 
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after by single parents, grandparents, other relations or the state.6,25 Traditional, 
systemic family approaches may be difficult to deliver in such situations.  
 
Secondly, researchers have pointed to the particularly rapid decay in treatment effect 
for adolescents’ drug and alcohol problems.20,21  Thirdly, in terms of translating research 
into practice, the intensive training required22 and the lengthy time required to deliver 
systemic family interventions can discourage practitioners from implementing them. 
National Treatment Agency statistics suggest that only two per cent of interventions 
with the under-18s consisted of ‘psychosocial and family work’ and six per cent 
‘psychosocial, family work and harm reduction’.12 The large majority of young people 
with substance misuse problems receive psychosocial interventions focused on the 
individual user that do not engage family members. Likewise, a recent survey conducted 
in the UK with services for adult family members showed that even those family 
interventions recommended by NICE26  such as Behavioural Couples Therapy27 are rarely 
implemented in services.28 
 
Despite the growing body of research identifying family interventions to be effective in 
treating young people’s substance use problems, take-up of family based approaches, at 
least in the UK, has been low. A key factor appears to be the resource-intensive nature 
of many family interventions, making them difficult to implement and deliver in many 
service settings, especially in the context of substantial cuts to drug and alcohol services 
for young people.1 Another potential barrier may be the cultural adaptation of 
approaches developed in the USA to a UK setting. There is growing awareness of the 
need to adapt evidence-based treatments to different cultural groups and settings in 
order to ensure successful implementation.2,3,4 
 
Social Behaviour and Network Therapy (SBNT) is an intervention developed in the UK 
shown to be effective with harmful drinkers29 and recommended in recent NICE 
guidance.22 Utilising cognitive and behavioural strategies SBNT helps clients build family 
and social networks supportive of change. A key strength of the approach is the primary 
focus on addressing drug and alcohol problems by engaging with a network of positive 
support for lifestyle change. SBNT has additional advantages to help sustain engagement 
with vulnerable young people, who may be disconnected from their families, by 
broadening the reach of the intervention beyond the traditional family to include 
supportive peers. Core strategies include motivational techniques, improving 
communication and coping mechanisms, and crucially given the nature of substance 
misuse, developing a network-based relapse management plan. The therapeutic 
approach also has scope to address client-focussed elective areas, for example, 
educational requirements.30 
 
Involving those who are the focus of research can have a positive impact on what is 
researched, how research is conducted and the impact of research findings.31 As well as 
being located within the wider traditions of patient and public involvement in research 
(PPI), the involvement of children and young people in research is also located within the 
context of children’s participation and rights and in particular the UN Convention on the 
Rights of the Child.32 Article 12 of the UNCRC states that all children have a right to have 
a say in decisions that affect their lives and for their views to be given due weight in 
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accordance with their age and maturity. In recent years there has been a theoretical and 
methodological shift amongst social researchers away from traditional approaches which 
saw children and young people mainly as objects of enquiry, and towards a view that 
they are social actors, with their own unique views and insight into their own reality.33,34 
There is also increasing acknowledgement of their competence to contribute such 
insights and the power of the ‘child voice’ in research.35,36,37,38,39  
 
The focus on children’s rights has also, been reflected in increasing interest in children 
and young people’s involvement in research (eg Kirby40; NCB41; Powell and Smith37) both 
as participants and through their active involvement in the planning and process of 
research.39,42 Although there is less of an evidence base in relation to children and young 
people’s involvement in research practice compared to adults,43 the case for their 
involvement has been explored in a number of publications (e.g. Alderson35; Kirby40; 
Kellett44; Shaw et al45). We therefore feel that young people’s collaboration with and 
involvement in this project will ensure that the research addresses the concerns and 
issues faced by young people with substance misuse problems, and also be an important 
addition to the wider evidence bases on PPI and young people’s involvement in research. 
 
Driven by the belief that SBNT can be successfully adapted to the youth context and will 
have great potential as a clinically and cost effective intervention which can be readily 
and widely implemented in services for young people, in an earlier phase of work this 
research team has adapted the current SBNT approach to produce a purpose-designed 
therapy manual. This was achieved by through consultation with young people with 
experience of services, family members of young people with experience of services and 
professionals working in young people services as part of Patient and Public Involvement 
work as well as separate interviews and focus groups.  
 

 
1.1. The research question  
This study aims to demonstrate the feasibility of recruiting young people to a 
specifically developed family and network based intervention [Adapted youth social 
network intervention (Y-SBNT)]. In addition, the feasibility of training staff from 
existing young people addiction services to deliver this intervention will be explored 
and treatment retention will be assessed. Qualitative interviews will elicit the 
participants’ views on the acceptability of the intervention and their experiences of 
both it and the study process. 
 

1.2. The treatments under investigation 
Study intervention: Adapted youth social network intervention (Y-SBNT). The Y-
SBNT will be delivered according to the developed purpose-designed therapy 
manual. Participants randomised to Y-SBNT will be offered six, 50 minute SBNT 
sessions for over a maximum period of 12 weeks. Where consent is obtained, 
sessions will audio-recorded and reviewed by the research team to ensure fidelity 
with the SBNT manual and principles of practice. These procedures were developed 
and tested in UKATT, and further refined by our research group with drug treatment 
staff.46 
 

Y-SBNT_Protocol_Version 2.0_19th February 2014    ISRCTN93446265 14 
 



CONFIDENTIAL: NOT FOR QUOTATION 

Using the identification of the social network of the young person conducted in the 
first session as a platform, subsequent core strategies of the adapted Y-SBNT 
approach include motivational techniques, improving communication and coping 
mechanisms, and crucially given the nature of substance misuse, developing a 
network-based relapse management plan. Participants will be given the opportunity 
to invite members of their network to the treatment sessions. The therapeutic 
approach also has scope to address client-focussed elective areas, for example, 
educational requirements.30 The study manual combines the most effective 
components of the SBNT intervention used in earlier studies with adults with 
substance use problems as well as those identified as important through young 
people, families and staff consultation. 
 
Control intervention: Treatment as usual (TAU). Young people in this arm will 
continue to receive usual care delivered by the two services. The elements will be 
monitored and carefully documented as part of the feasibility study. All contacts will 
be recorded as well as session content. TAU generally focuses on engagement, 
description of substance use, current issues that the young person brings to sessions 
and which seem relevant to the substance use and practical matters such as housing 
or school exclusion. It generally does not involve analysis of co-morbidity, discussion 
with family or multiagency work. 
 

2. Research Objectives and Design 
2.1. Research Objectives 

2.1.1. Primary objective 
To demonstrate the feasibility of recruiting young people to a family and 
network based intervention (Y-SBNT) across two service sites.  
 

2.1.1.  Secondary objectives 
- To test the feasibility of training staff from existing young people addiction 

services to deliver the family and social network intervention.  
- To evaluate the level of treatment retention amongst participants 

randomised to the family and social intervention.  
- To explore through qualitative interviews the participants’ views, 

acceptability and experiences of the intervention and the study process.  
- To explore through qualitative interviews the views, acceptability and 

experiences of those attending treatment sessions as members of the young 
person’s network. 

- To establish treatment effectiveness through 3 and 12 month outcome 
quantitative data  

- To explore cost effectiveness in preparation for a large definitive randomised 
controlled trial  

- To explore and develop models of patient and public involvement which 
support the involvement of young people in a study of this nature. 
 

3. Study design 
Pragmatic, randomised controlled, open feasibility trial delivered in two Young 
People services. 
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3.1. Outcomes 
The main objective of this feasibility study are to evaluate the feasibility of recruiting 
young people to a family and network based intervention (Y-SBNT) across two 
service sites, the acceptability of the intervention to the participants, and elements 
and processes of the design. Using the opportunity available to compare the 
effectiveness of the two treatments and advising whether this could be taken 
forward into a large-scale study, the stated measures cover all aspects.  
 
All data for the patient outcome measures will be collected by research fellows 
during face-to-face meetings. 

 
3.1.1. Primary outcome 
In conjunction with the qualitative aspect of the study, the feasibility of this 
current study and the potential of a future large-scale study designs will be 
measured by: 
- Recruitment rates: Quantitative assessment of the acceptability of the 

research will be assessed by numbers referred, number eligible and those 
agreeing to participate. 

- Retention in treatment: Retention in treatment will be evaluated by number 
of sessions attended as a measure of acceptability of the interventions to 
participants. 

- Follow up completion rates: Quantitative assessment of the number of 
follow-up interviews completed. 

 
3.1.2. Secondary outcomes 

 
3.1.2.1. Qualitative interviews 

The acceptability of the Y-SBNT intervention to the young people and the 
wider context of the impact of the intervention will be explored by 
undertaking semi-structured qualitative interviews conducted at three 
and 12 months post-randomisation. In addition, the acceptability of the 
intervention to those attending as network members will be explored 
through similarly semi-structured interviews at three months post-
randomisation. 
 

3.1.2.2. Emotional well-being 
Emotional well-being will be measured at baseline, three and 12 months 
post-randomisation using the Strengths and Difficulties Questionnaire 
(SDQ)47 has five separate sub-scales for different aspects of problems or 
behaviours: emotional problems, conduct/behaviour problems, 
inattention/hyperactivity, relationships with peers, and pro-social 
behaviour. The first four scales can be added together to produce a score 
for total difficulties. The SDQ has been used extensively and has 
demonstrated high levels of reliability and validity.48,49  

 
3.1.2.3. Social Network Support:  
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Given the emphasis on family and peer support of the intervention, social 
network support will be measured at baseline, three and 12 months post-
randomisation using the Important People Drug and Alcohol interview 
(IPDA) in order to understand the influence of social support on treatment 
for substance misuse. Researchers have described 4 sub-types of support: 
General structural support refers to embeddedness in a social network. 
e.g. number of close friends; Abstinence-specific structural support is the 
prevalence of nondrug or alcohol users relative to drug or alcohol users in 
the social network; General functional support refers to assistance from 
others that does not specifically address drug or alcohol use (e.g. giving 
advice); Abstinence-specific functional support consists of behaviours that 
focus on abstinence or substance use more directly, such as encouraging 
someone to remain in treatment or (as a negative example) offering 
alcohol or drugs. These four areas will be covered using the IPDA.  

 
3.1.2.4. Family Environment: 

Family environment will be measured at baseline, three and 12 months 
post-randomisation using the 27-item Relationship dimension of the 
Family Environment Scale50  consisting of Cohesion, Expressiveness, and 
Conflict subscales (9 items each). It is designed to measure the 
atmosphere in the family household and will be used where appropriate 
to the circumstances of the participant. These subscales measure support, 
expression of opinions, and angry conflict within a family. This 27-item 
measure has been used by some of the applicants in previous studies and 
yields scores for family cohesion, free expression of emotion in the family 
and absence of open conflict.  
 

3.1.2.5. Working Alliance Inventory: 
Working Alliance Inventory51 will be administered at end of treatment 
sessions one and three to the young people and also to the therapists 
delivering the intervention and treatment as usual. The questionnaire 
measures the perceived strength of the working alliance between 
therapists and their clients during therapy sessions. The young people will 
be provided with envelopes to seal their completed WAI in. 

 
3.1.2.6. Health Related Quality of Life (HRQoL): 

HRQoL will be assessed at baseline, three and 12 months post-
randomisation using the European Quality of Life - 5 Dimensions-5 levels 
(EQ-5D-5L). EQ-5D is a standardised measure of health status developed 
by the EuroQol Group in order to provide a simple, generic measure of 
health for clinical and economic appraisal, where health is characterised 
on five dimensions (mobility, self-care, ability to undertake usual 
activities, pain, anxiety / depression).52   
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3.1.2.7. Other: 
School attendance and engagement; self-reported crime and health care 
and social services contact will be measured at  baseline and 12 months 
post-randomisation. 
 

3.1.2.8. Intervention effectiveness 
This outcome measure will be based on the Timeline Follow-Back (TLFB) 
interview and will be the proportion of days on which the main problem 
substance was used in the preceding 90 day period covered by each 
assessment point (baseline, 3 and twelve months post-randomisation). 

 
3.1.2.9. Young peoples’ involvement 

This study will allow us to explore ways in which young people with 
experience of using services can be involved in a study of this nature, 
informing patient and public involvement (PPI) in a larger trial that may 
take place. Learning from the study will also contribute to the wider 
emerging evidence base on PPI, and hopefully inform other studies and 
involvement activity with young people whose voices are less frequently 
heard, or who may be excluded by traditional models of patient and 
public involvement.  
 
 

3.2. Summary of treatments 
Participants will be randomised to either Y-SBNT or TAU.  
 
Y-SBNT: Y-SBNT is an adaptation of SBNT developed during an earlier phase of work, 
which comprised of a systematic review of the current evidence-based literature, 
PPI involving service users and parents, and consultation with therapists and service 
managers. The intervention will be delivered by a therapist trained to do so. The 
developed therapy comprises of social network identification, motivational 
techniques, improving communication and coping mechanisms, and crucially given 
the nature of substance misuse, developing a network-based relapse management 
plan. The therapeutic approach also has scope to address client-focussed elective 
areas, for example, educational requirements.  An initial appointment will be 
followed by five further sessions in a maximum of 12 weeks (aiming for one per 
week where possible). 
 
TAU: Those participants randomised to receive TAU will continue to receive their 
usual care delivered by the two services. Treatment as usual generally focuses on 
engagement, description of substance use, current issues that the young person 
brings to sessions and which seem relevant to the substance use and practical 
matters such as housing or school exclusion. It generally does not involve analysis of 
co-morbidity, discussion with family or multiagency work. Participants allocated to 
TAU will be seen by a therapist not trained in Y-SBNT. 
 

3.3. Study Scheme Diagram 
A flow diagram is detailed in Appendix 1 
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3.4. Frequency and duration of follow-up 
Data will be collected face-to-face at baseline, at each treatment session and three 
and 12 months post randomisation.  For those participants randomised in the last 
two months of the recruitment period, final follow-up may take place within a 10 to 
12 month period. 

 
4. Participant selection 

4.1. Source 
New referrals to Young People services in two UK regions (the West Midlands – 
Birmingham; and North East - Newcastle) will be approached to take part. 
 
4.2. Number of centres 
This feasibility study will be conducted in two centres: 
 
Birmingham:  the project will work with a tier 3 service in Birmingham providing 

information, advice, treatment and support for issues related to the use of 
drugs, alcohol and other substances for people less than 18 years of age. The 
service consists of a multidisciplinary team offering individual and group 
services to young people with substance misuse problems and complex needs 
and delivers both assessment and treatment. 

 
Newcastle: The Young People’s Drug & Alcohol Service in Newcastle upon Tyne is a 

specialist service that links with a number of Tier 2 generic youth services and 
with other primary care services such as GPs and school nurses. There are 
workers from various backgrounds such as social worker, third sector, primary 
care and offender management, who have much experience in addictions and 
youth development. This service is for under 18s, with a mean age of 15/16.  

 
 

4.3. Eligibility criteria 
4.3.1. Inclusion criteria  
Patients will be considered eligible if all the following apply: 
- Young people aged 12 to 18: The older age range cut-off is the age range 

included within young people’s services.  
- Young people with drug and/or alcohol problems newly referred and 

accepted for treatment by the two agencies during the period of recruitment.  
- Willing to provide written informed consent.  
- Able to provide written informed consent. 

 
4.3.2. Exclusion criteria 
Patients will be considered ineligible if one or more of the following apply: 
- Concurrent severe mental illness that precludes them from active 

participation.  
- Severe physical illness that precludes them from active participation.  
- Unable or unwilling to give written informed consent.  
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4.4. Expected number of eligible participants 
Recent figures showed that the Birmingham service currently receives approximately 
45 new referrals per month, and carries a caseload of over 200 clients. In the last 
year approximately 280 young people accessed the Newcastle service. Drawing on 
National Treatment Agency statistics, it is expected that 90 per cent of the sample 
will fall into the target age range.12  
 

5. Participant recruitment 
5.1. Method 
All young people newly referred to the two treatment services during the 
recruitment period will be considered potential participants.  

 
5.2. Eligibility assessment  
As part of the normal course of the referral process within routine services, all 
referred young people will initially take part in an assessment session either at one of 
the two treatment agencies, their own home or at their usual place of treatment. 
Those found to be appropriately referred and meeting the inclusion criteria will be 
deemed potentially eligible for the trial.  
 
Eligible patients who do not wish to take part (i.e. unwilling to give consent) and 
those found to be ineligible will go on to receive usual care from the service. 
 
Where offered, reasons for non-participation will be collected to inform future 
studies. 
 
5.3. Information regarding study 
Eligible young people and their parents/person with parental responsibility will be 
given a leaflet and PIS at assessment by the assessment staff. If after reading the 
materials they are interested, a meeting will be arranged with the researcher who 
will fully explain the study and give the young person the opportunity to ask 
questions. If interested, the researcher will invite the young person to participate. 
Written informed consent to inclusion in the trial will then be sought. Potential 
participants will be assured of confidentiality, what to expect after the study ceases 
and given contact details in case of complaint or need for further information. They 
will be informed that participation is not compulsory and that they can withdraw at 
any time without affecting their care. The PIS will meet the requirements of the local 
ethics committees and will clearly present the possible positives and negatives 
associated with taking part in the trial.  
 
 
5.4. Consent procedure 
For those that agree to participate, the researcher will:  

(a)  Obtain written consent from them to participate in the trial; 
(b)  Conduct a baseline assessment; 
(c)  Telephone the York Trials Unit Freephone randomisation service or use the 

online system to randomise the patient (hereafter referred to as the 
participant); 
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(d)   Provide the participant with an appointment to see the therapist or 
clinician appropriate to their allocation. 

 
The research process must ensure that informed decisions are made by young 
people and their parents/person with parental responsibility whether or not to 
take part in the trial and draws on the recent experience York Trials Unit has of 
seeking consent with young people.53 In addition, the research team consists of 
people with vast experience of obtaining consent in such circumstances and age 
groups. However, competence is not related to age in a simple way but depends 
on a child’s ability to understand, weigh the options and reach an informed 
decision.54 Nonetheless, young people aged between 16 and 18 are presumed to 
be competent to give consent.  
 
Since the research in question is integral to a service that the child is already 
involved in, and the parents or person with parental responsibility will have 
already given consent for the young person to attend the service, then in line 
with the National Children’s Bureau (NCB) guidelines55 it is not felt necessary to 
additionally obtain consent from the parents/person with parental responsibility 
for the child to participate in the research. Conversely, there may be situations 
where, given the nature of the service, seeking parental consent would 
potentially breach a child’s right to confidentiality if they are attending the 
service without their parent’s knowledge. NCB guidelines state that in such 
situations parental/person with parental responsibility consent may be waived.55 
 
For the purpose of this study, the following will apply:  
- If consent is not forthcoming from a parent/person with parental 

responsibility, but the young person (aged 12 to 15) does consent they will 
still enter the trial. 

- For those aged 16 and above, consent will be only be sought from the young 
person.  

- If consent is given by a parent/person with parental responsibility but the 
young person does not consent, the young person will not enter the trial.  

 
However, bearing in mind the possibly ‘chaotic’ and complex lives many of these 
young people can be experiencing, discussion about consent in all cases will be 
handled in a sensitive manner. It is expected, on the basis of previous experience, 
that young people and their parents/ person with parental responsibility 
decisions will usually be concordant.  
  

 
5.5. Definition for the End of Trial 
End of study will be defined as the date at which the last participant has completed 
the study processes. 

 
6. Trial Interventions 

Participants will be randomised to receive treatment from a therapist trained in 
either: 
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1) Y-SBNT:  an initial appointment with one of the clinicians trained in the 

intervention, followed by five further sessions in a maximum of 12 weeks.  
 

Y-SBNT is an adaptation of SBNT developed during an earlier phase of work, 
which comprised of a systematic review of the current evidence-based literature, 
PPI involving service users and parents, and consultation with therapists and 
service managers. The intervention will be delivered by a therapist trained to do 
so. The developed therapy comprises of social network identification, 
motivational techniques, improving communication and coping mechanisms, and 
crucially given the nature of substance misuse, developing a network-based 
relapse management plan. The therapeutic approach also has scope to address 
client-focussed elective areas, for example, educational requirements.  An initial 
appointment will be followed by five further sessions in a maximum of 12 weeks 
(aiming for one per week where possible).  

 
2) TAU: an initial appointment with one of the therapists in the team not trained in 

the experimental intervention in order to receive treatment as usual with further 
appointments as required.  

 
Those participants randomised to receive TAU will continue to receive their usual 
care delivered by the two services. Treatment as usual generally focuses on 
engagement, description of substance use, current issues that the young person 
brings to sessions and which seem relevant to the substance use and practical 
matters such as housing or school exclusion. It generally does not involve analysis 
of co-morbidity, discussion with family or multiagency work. Participants 
allocated to TAU will be seen by a therapist not trained in Y-SBNT. 

 
 

6.1. Concurrent treatments 
Additional treatments identified as required will be available to both groups as and 
when necessary (e.g. treatment for Attention deficit hyperactivity disorder). 
 
6.2. Arrangements for continuation of treatment after study treatment 
Treatment will be provided as required and according to need after the study is 
completed. 

 
7. Randomisation 

7.1. Treatment allocation 
Patients who fulfil the eligibility criteria and who have provided written consent to 
take part in the study will be eligible for randomisation. Randomisation, stratified by 
centre will follow the baseline assessment in order to avoid any possible bias that 
may emerge from the assessor’s knowledge of treatment allocation prior to 
completing the measurement. Patients will be randomised by remote computer to 
either Y-SBNT or TAU. This will be conducted using the secure remote randomisation 
service at York Trials Unit. This will be available as a web-based system (24 hours) 

Y-SBNT_Protocol_Version 2.0_19th February 2014    ISRCTN93446265 22 
 



CONFIDENTIAL: NOT FOR QUOTATION 

and a telephone system (09:00 to 17:00, Monday to Friday, excluding Bank 
Holidays).  
 
The following information will be collected at randomisation from the researcher: 
1) Centre 
2) Patient details including full name, gender, date of birth, full postal address, 

contact telephone number(s) and email address. 
3) Details of up to 3 tracing contacts. 
4) Confirmation that patient meets all the eligibility criteria. 
5) Confirmation that written informed consent has been obtained. 
6) Confirmation that all baseline data has been collected. 

 
8. Blinding 

8.1. Level of blinding 
By the nature of the interventions used within this study, blinding of the participants, 
therapists and the researchers is not possible. However, those involved in the 
analysis of the data will be blind to treatment allocation. 
 
8.2. Measures to avoid/ minimising bias 
Potential sources of bias will be minimised by having minimal exclusion criteria, 
randomisation, standard training of clinicians guided by a treatment manual, 
measures of treatment fidelity and adherence to the manual, validated outcome 
measures and an intention to treat analysis. 
 

9. Data collection  
All information collected during the course of the trial will be kept strictly 
confidential.  Information will be held securely on paper and electronically at York 
Trials Unit. All trial data will be identified using a unique trial identification number. 
Analytical datasets will not contain any identifiable information. Data will be archived 
for a period of 5 years following the end of the study. 

 
9.1. Baseline data 
At baseline, information will be collected from the patient regarding TLFB; SDQ; 
IPDA; FES (relationship dimension); EQ-5D-5L; school attendance; self-reported 
crime; health care use; social services contact and demographics. 

 
9.2. Follow up interviews 
These will be conducted at 3 months and 12 months post-randomisation for both 
treatment groups. For those participants randomised in the last two months of the 
recruitment period, final follow-up may take place within a 10 to 12 month period. 
Interviews will be undertaken by the research fellows, covering the main and 
secondary outcome measures using TLFB; SDQ; IPDA; FES (relationship dimension); 
EQ-5D-5L. Data on school attendance, self-reported crime, health care use and social 
services contact will be collected at 12 months. In addition, interviews with those 
allocated to Y-SBNT will be used to explore the acceptability of the intervention to 
the young people and the wider context of the impact of the intervention. We will 
use semi-structured interviews building on the work conducted as part of 
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UKATT56,57,58,59 and previous studies of SBNT with drug users (e.g. Copello et al.46) in 
order to explore perceptions of the effectiveness and utility of the new intervention. 
The interviewer will seek to establish satisfaction with the treatment received and 
perceived processes of change, including helpful aspects of the therapeutic process. 
We will aim to understand which elements of SBNT were beneficial and acceptable in 
the care of young people. This will complement the analysis of the quantitative data 
and identify ways in which SBNT may need to be modified in preparation for a 
definitive trial.  
 
In addition, interviews will be conducted with members of the young person’s 
network who attended treatment sessions. Therapists will be requested to ask 
attending network members as to whether they would be interested in being 
interviewed. The researchers will subsequently follow up those willing to arrange an 
interview appointment. These interviews will be conducted either face-to-face or by 
telephone. Ideally, we would look to interview five network members (one per young 
person) from each participating service, giving us a total of 10 interviews. 
 
9.3. Treatment sessions 
For each therapy session, a short form will be completed by therapists delivering 
both experimental and control interventions. They will record the time of the event, 
the length of the event, who attended the session as network members, the 
therapist involved, the location and any materials used. These data will be used to 
compare delivery costs.  
 
At the end of treatment sessions one and three, both participant and therapist will 
be asked to complete the 12-item (Short version) Working Alliance Inventory (WAI)51 
in order to assess the participant-therapist relationship. 
 
Each treatment session will be audio recorded. For those allocated to Y-SBNT, these 
data will be used by the research team to assess staff fidelity and adherence to the 
intervention protocol. For those allocated to TAU, these data will be used to provide 
a clearer picture of what TAU consists of. All recordings will be identified by an 
identification number rather than personal information. Research findings 
addressing the process of therapy may contain anonymised participant quotations. 
Should a participant not be willing to have their sessions audio recorded (which can 
be indicated on the consent form), this will not affect their treatment nor preclude 
them from participating. These audio recordings will be stored and archived securely 
at the University of Birmingham.  
 
9.4. Table of data collection schedule 

Event Time period Data collected 
Pre Day 0 Consent for study; Baseline assessment of; TLFB; SDQ; IPDA; 

FES (relationship dimension); EQ-5D-5L; school attendance; 
self-reported crime; health care use; social services contact 
and demographics. 
Randomisation: including confirmation of consent; contact 
details; confirmation of Baseline questionnaire completion 
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1 1-2 weeks First appointment: time of event; the length of event; 
participant attendance; network member attendance (Y-SBNT 
group only); therapist involved; location; and any materials 
used, network member willingness to be interviewed (Y-SBNT 
group only).   
Audio recording of session. WAI completion at end of session 
one. 

2-6 2-12 weeks Subsequent appointments: time of event; the length of event; 
participant attendance; network member attendance (Y-SBNT 
group only); therapist involved; location; any materials used, 
network member willingness to be interviewed (Y-SBNT group 
only).  
Audio recording of sessions. WAI completion at end of 
sessions three. 

3 Month 3 Three month follow-up assessment;  TLFB; SDQ; IPDA; FES 
(relationship dimension); EQ-5D-5L. 
Semi-structured qualitative interviews. 

4 Months 10 -12 Twelve (final) month follow-up assessment;  TLFB; SDQ; IPDA; 
FES (relationship dimension); EQ-5D-5L; school attendance; 
self-reported crime; health care use; and social services 
contact. 
Semi-structured qualitative interviews. 

 
9.5. Completeness of data 
As data collection is being conducted by the therapists proving the treatment and by 
researchers conducting the baseline and follow up assessments, it is anticipated that 
missing data will be minimal with the exception of those participants who do not 
attend appointments or follow up and researchers are not able to locate. 
 
9.6. Data handling and storage 
Information with regards to the study participants will be kept confidential and 
managed in accordance with the Data Protection Act, NHS Caldicott Guardian, 
Research Governance Framework for Health and Social Care and the Research Ethics 
Committee (REC) approval. 
 
Personal addresses, postcodes and other contact details of consenting participants 
will be stored on a secure password protected server located at the University of 
York, for the purposes of assisting in follow-ups during the study. All paper data 
collected from participants will be maintained in a safe secure environment at York 
Trials Unit. Paper records will be identified using identifiers rather than personally 
identifiable information. 
 
Randomised participants will have their treatment session(s) audio recorded. These 
data will be used by the research team to assess therapist compliance with the 
intervention protocol and obtain a clearer picture of the components that are 
contained within TAU. All recordings will be identified by an identification number 
rather than personal information. Research findings addressing the process of 
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therapy may contain anonymised participant quotations. These recordings will be 
archived in a secure location for a minimum period of 5 years. 
 
Data will be collected through questionnaires designed on paper. Scanned data from 
the paper forms are stored in a download database where they are checked against 
the hard copy of the questionnaire. Data is error checked and then validation checks 
are run against the validate database. Discrepancies identified during validation 
which require resolution are communicated to the relevant person who is in a 
position to be able to obtain the information required to rectify the discrepancy. 
 
Qualitative interview participants’ confidentiality will be ensured by assigning a 
unique identification code to electronic sound files and transcripts of individual 
interviews, known only to the qualitative researcher and appropriate members of 
the research team.  Any personal information required will also be coded with this 
identification number and kept in a password protected electronic file or separate 
filing cabinet which will be locked at all times.  Any quotes published will be 
anonymous further protecting participant confidentiality. 

 
All information collected during the course of the trial will be kept strictly 
confidential.  Information will be held securely on paper and electronically at York 
Trials Unit. All trial data will be identified using a unique trial identification number. 
Analytical datasets will not contain any identifiable information. Data will be archived 
for a minimum period of 5 years following the end of the study. 

 
10. Treatment fidelity 
All treatment sessions will be audio-recorded for the purpose of supervision, assess staff 
fidelity and adherence to the intervention protocol. This will be done by rating frequency 
and quality of behaviour change techniques. We will adapt the fidelity assessment scale 
developed as part of the UKATT trial60 for the delivery of SBNT in order to assess a 
sample of the Y-SBNT recordings. In addition, a sample of the TAU recordings will be 
assessed to try and identify the components of TAU. It is envisaged that a sample of 10-
20% of the recordings across all therapists and both centres from the middle and end of 
the therapy will be assessed. 

 
11. Therapist and Service Manager interviews 
The therapists delivering the experimental intervention in each site will be interviewed 
during the trial, along with therapists delivering treatment as usual. Interviews with 
therapists delivering the adapted Y-SBNT will also be used to explore a number of 
themes, including the training and implementation process, how the intervention differs 
from usual treatment and how easy it has been to engage young people and their social 
networks. These interviews will seek to identify potential problems with the delivery of 
the intervention and the trial process, with a view to ironing out any difficulties in a full 
trial. Interviews with service managers will cover similar ground, exploring issues of 
implementation but also broader questions about the popularity of the intervention 
among service staff. Written informed consent will be gained from therapists and service 
managers prior to their qualitative interview. 
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12. Statistical considerations 
12.1. Sample size 
As this is feasibility study, the main purpose is to assess the acceptability and 
feasibility and to obtain information that would inform the design of a larger full 
scale trial. In addition, there is debate as to the desirability of undertaking a formal 
sample size calculation for a feasibility or pilot study. However, for this study we 
have undertaken a sample size calculation based upon the proposed sample size of 
the main study and we propose to recruit at least 60 participants to our study. 
 
For the main trial we would want to detect about 0.3 of a standard deviation 
between the two groups. If such a difference did exist, then should this feasibility 
study include data on 54 participants then we could generate a 1-sided 80% 
confidence interval (for the 3 month follow-up data), which would exclude a 0.3 
effect size difference. Consequently, if we find a non-negative effect size we would 
consider that this gives us a priori support for developing the main trial. In contrast, 
should we observe a negative effect size then we would consider, unless there was a 
clear explanation, that there was poor justification for moving towards a fully 
powered main trial as it would be unlikely that an effect size of 0.3 or greater would 
be found in a main trial.  
 
Allowing for 10 % attrition, we will need to recruit 60 participants to the trial, 
expecting data to be successfully collected on 54. 

 
12.2. Planned recruitment rate 
It is expected that recruitment will be at the rate of 10 patients per month. Should 
recruitment fall below the expected rate, we will address this by meeting with the 
sites to review progress and discuss any problems and take any necessary action in 
order to address any issues affecting recruitment. 
 

13. Qualitative research  
As well obtaining data relating to the stated outcome measures, the follow-up interviews 
conducted at three and 12 months post-randomisation will be undertaken by the 
research fellows to explore the acceptability of the intervention to the young people and 
the wider context of the impact of the intervention. The interviews will be semi-
structured in nature and build on the work conducted as part of UKATT56,57,58,59 and 
previous studies of SBNT with drug users (e.g. Copello et al.46) in order to explore 
perceptions of the effectiveness and utility of the new intervention. The research fellows 
will be trained in qualitative interview techniques and will use interview topic guides in 
order to standardise procedure across the two sites. The interviewer will seek to 
establish satisfaction with the treatment received and perceived processes of change, 
including helpful aspects of the therapeutic process. We will aim to understand which 
elements of SBNT were beneficial and acceptable in the care of young people. This will 
complement the analysis of the quantitative data and identify ways in which SBNT may 
need to be modified in preparation for a definitive trial. Interviewing network members 
at three months post-randomisation will provide essential information around their 
thoughts on being involved in such a process including any impact it had on them and 
their relationship with the young person. In addition, this will provide an opportunity to 
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explore whether taking part in the treatment was acceptable to them and their 
perceived influence of their involvement on the young person’s substance use. 

 
13.1. Interview format 
The interviews will be semi-structured in nature and based around a topic guide.  
The topic guide will cover areas including satisfaction and acceptability of the 
intervention, aspects that were helpful or unhelpful from the participant’s 
perspective, the overall experience of the treatment and suggestions for 
improvement. 

 
 

13.2. Transcription and analysis of data 
In line with our previous work involving qualitative evaluation of SBNT61, analysis 
will be based on Grounded theory methods.62 Interviews will be recorded and 
transcribed in full. Initial ideas will be identified and organised into higher order 
themes following group discussions and research group seminars. Some of the 
emerging findings will be presented to a selection of the original participants in 
order to check validity of the resulting interpretation.  

 
14. Statistical analysis 

14.1. Data management 
All data from the trial will be collected using paper-based forms (Baseline 
booklet, Treatment session forms; WAI forms; Follow-up booklets). Researchers 
and therapists will be responsible for ensuring the completeness and reliability of 
the data from their site, and then for conveying records to the York Trials Unit.  
Data from paper forms will then be entered into a master database for the trial 
using either optical scanning techniques or entered manually. 

 
14.2. Analysis of clinical data 

14.2.1. Primary analysis 
The primary clinical outcome measure for the study is based on the TLFB score 
measured interview and will be the proportion of days on which the main 
problem substance was used in the preceding 90 day period covered by each 
assessment point. Analysis will be on an intention to treat basis using two sided, 
5% significance. Missing data will be treated as failing to achieve reduction. The 
primary analyses will compare the active experimental condition with treatment 
as usual, and subjects will be analysed using a generalised linear model with 
identity link and Gaussian error. The therapists will be included as random 
effects. 
 

 
14.2.2. Secondary Analyses 
Secondary analyses will be conducted using analogous statistical models.  

 
14.2.3. Analysis of economic and quality of life data 
The economic component of the study is designed to assess the feasibility of 
conducting a cost-effectiveness analysis of a full trial.  This will involve piloting a 
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short questionnaire, analysing responses and calculating QALY changes using EQ-
5D-5L.  We would not expect to see significant changes between groups due to 
the small sample size in this pilot. 

A simple questionnaire will measure participants’ use of health care will be 
identified retrospectively by means of service use questions.  The economic 
analysis will assess the feasibility of using such a questionnaire in the 12 to 18 
population.  The questionnaire will ask about primary care, hospital visits and 
hospital stays.  In a full trial resource use data will be multiplied by national 
average unit costs to calculate per participant costs in the 3 month period before 
the intervention and the 3 month period after receiving Y-SBNT or TAU.   

Quality of life will be measured by EQ-5D-5L at baseline and each follow up time 
point.  The use of EQ-5D-5L enables the estimation of Quality Adjusted Life 
Years.  Measuring health status using QALYs follows the recommendations of 
NICE63 and enables the value for money afforded by treatment to be compared 
to a range of other health care interventions.   

A full cost-effectiveness analysis will not be conducted as this is a pilot trial and is 
not powered to detect significant differences.  The economic component of this 
trial will examine the feasibility of conducting a full incremental cost-
effectiveness analysis of Y-SBNT compared to TAU. 

 

14.2.4. Treatment Fidelity Analyses 
The experimental Y-SBNT treatment is specified and described in a treatment 
manual. Therapists are trained in trial procedures and in treatment delivery by 
attendance at initial workshops followed by regular supervision based on 
recordings of practice. Once deemed competent to deliver treatment in line with 
protocols, therapists record all treatment sessions in the study where consent 
has been obtained and these recordings form the basis of continuing supervision 
to avoid therapist drift. 
 
Recorded sessions are used separately for the purpose of rating the quantity and 
quality of the treatments delivered. This rating is based upon an instrument 
adapted from the UKATT Process Rating Scale and performed by a researcher 
trained in the method of process rating and blind to the practitioner identity. 
Correlational analysis of the data derived from rating is performed to detect 
protocol adherence and discriminability between the treatments. 

 
15. Compliance and withdrawal 

15.1. Subject compliance  
The issue of compliance has been explored with young people and also through a 
review of academic reviews of family interventions with young people conducted as 
part of an earlier phase of work and important strategies were identified to minimise 
drop out. These strategies included factors related to the therapist style and 
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orientation, structural factors, the actual therapy orientation and additional factors 
for example the provision of a quick service response and the use of mobile systems 
for appointment reminders and communication with young people. The intervention 
has in addition, been built to be flexible and delivered through outreach in a range of 
settings e.g. schools, other services, participants homes. 
 
15.2. Loss to follow up 
Attrition from follow-up is a major threat to internal validity and longitudinal studies 
of substance users frequently suffer from low follow-up rates, reflecting the 
‘chaotic’ nature of this group (e.g. Ziek et al.64). An American study found 
assessment completion rates of 77 per cent for the experimental condition and 56 
per cent for the controls in a study of Multisystemic Treatment for young 
offenders.65 The authors state that their participation rates were attenuated by a 
lack of financial incentive for the families involved and the mobility of the young 
offenders’ families.  
 
This study will draw on aspects of Scott’s Engagement, Verification, Maintenance 
and Confirmation (EVMC) model66 to track and follow-up participants, including 
techniques for building rapport with respondents, detailed locator information 
(including at least three collateral contacts), periodic reminders and (wherever 
possible) use of the same researcher to carry out interviews at baseline, three 
months and 12 months (final). It is anticipated that contact problems in this sample 
of young people will be less severe than those experienced among adult users 
(many of whom may be homeless). Family members and other contacts are likely to 
know how the young people can be reached. Problems are more likely to revolve 
around families moving address and refusal to take part in the study post-treatment. 
Good rapport at baseline, periodic reminders over the course of the study that 
involve direct contact with participants (or collaterals) and Love2Shop vouchers to 
compensate for their time involved in interview completion (at baseline, month 3 
and month 12/final) should minimise such problems. All of these approaches could 
be replicated in a larger trial. Even though it is a younger group of participants in this 
study, we will also draw from our experience in the UKATT trial where good follow 
up rates of 93 per cent at 3 months and 83 per cent at 12 months were achieved.29 
We expect to be able to follow-up 90 per cent of the sample at 12 months with the 
intensive approach outlined here. 
 

15.3. Withdrawal/ dropout of subjects 
Participants may withdraw from the study at any time without influencing their 
future care or treatment. Withdrawal may refer to the following situations: 
 
1) Where a participant wishes to withdraw from the study treatment, but is 

prepared to continue completing follow-up questionnaires (i.e. no treatment 
sessions are attended but the TLFB; SDQ; IPDA; FES (relationship dimension); EQ-
5D-5L; school attendance; self-reported crime; health care use; social services 
contact data is still collected). This is classed as ‘Withdrawal from treatment’.  
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2) Where a participant wishes to withdraw from completing any further follow-up 
interviews after completing their treatment sessions. This is classed as 
‘Withdrawal from follow-up’. 

3) Where a participant wishes to withdraw from both the study treatment AND 
from completing any further follow-up interviews. This is classed as ‘Full 
withdrawal’. 
 

We will ensure that the researchers are aware of the difference in these situations, 
and that they are explicit about whether participants wish to withdraw from 
treatment, follow up, or both.  
 
In either event, York Trials Unit will be informed. 
 

16. Interim analyses 
No interim analyses will be conducted. 

 
17. Data Monitoring 
The Chief Investigator will ensure that the study is appropriately monitored by ensuring 
that: all rights of the trial participants are adequately protected; that written informed 
consent was obtained; the trial data are accurate and complete; and that the conduct of 
the trial is in compliance with the protocol and its subsequent amendments, with GCP 
and applicable regulatory requirements. 
 
The study may be monitored and/or audited by the Trust at any time as part of the 
organisation’s commitment to maintaining the highest standards of GCP. 
 
18. Training 
One of the main aims of this study is to test the feasibility of training staff from existing 
young people drug services to deliver the family and social network intervention. 
Participating staff will be asked to volunteer to take part in delivering the experimental 
condition. A minimum of two clinicians for the experimental condition is required at 
each project service site.  
 
Training in the adapted SBNT will follow the format adopted in previous pilot work in this 
area.46 The intervention will be manual based, and the treatment manual will be 
adapted in accordance with the current trial. There will be an initial one day training 
session to introduce staff to the key-concepts and procedures involved in the 
intervention, and all staff will be required to pilot the methods with a minimum of one 
clinical case prior to the commencement of the trial. The trial will only commence once it 
has been established that the adapted SBNT is being delivered with sufficient fidelity. 
Once the trial commences, supervision will be provided on a regular on-going basis. In 
the Newcastle service, the nurse responsible for the management of the team will 
attend the training and supervise the delivery of the new intervention.  
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19. Ethical considerations 
19.1. Regulatory approvals 
The proposed study will be conducted in accordance with the MRC Guidelines on 
Good Clinical Practice in Clinical Trials. Prior to undertaking the study, approval will 
be sought from the Local REC and Research and Development department. 

 
19.2. Informed consent 
All eligible young people will be provided with a PIS prior to giving consent.  The 
information sheet will outline fully the potential benefits and risks of being 
involved in the trial. This information sheet will meet all the requirements of the 
local ethics committees. Maintenance of confidentiality and compliance with the 
UK Data Protection Acts will be emphasised to all study participants. Participation 
in the study will be entirely voluntary and written consent will be sought.  All data 
will be treated with the strictest confidence.  
 
Competence is not related to age in a simple way but depends on a child’s ability to 
understand, weigh the options and reach an informed decision.54 Nonetheless, 
young people aged between 16 and 18 are presumed to be competent to give 
consent. Below this age, since the research in question is integral to a service that 
the child is already involved in, and the parents or person with parental 
responsibility may already given consent for the young person to attend the service, 
then in line with the National Children’s Bureau (NCB) guidelines67 it is not felt 
necessary to additionally obtain consent from the parents/person with parental 
responsibility for the child to participate in the research. Equally, there may be 
situations where seeking parental consent would potentially breach a child’s right to 
confidentiality if they are attending a drug and alcohol treatment service without 
their parent’s knowledge. NCB guidelines state that in such situations 
parental/person with parental responsibility consent may be waived.55  
 

19.3. Risks and anticipated benefits for trial participants and society 
Risks are considered to be minimal. The research will be undertaken in a sensitive 
way, maintaining awareness of the vulnerability of many of the young people. Given 
the available evidence supporting family and social network approaches, it seems 
highly unlikely that the experimental group will suffer any adverse consequences as 
a result of not receiving usual treatment. In our experience, young people usually 
enjoy taking part in research and, if explained properly, this can be a useful 
experience for them.  
 
In terms of benefits to society, should this new intervention prove clinically and cost 
effective in a larger, multi-site trial and should it be widely implemented, it would 
have a significant impact on the effectiveness of young people’s drug and alcohol 
treatment and associated health and social problems, thus reducing the costs to 
society. The aim is to design and trial a realistic intervention that can be readily 
delivered even in a climate of cuts for treatment services. The scope for 
implementation and impact is therefore great. 
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19.4. Adverse events 
There are no anticipated risks in relation to either treatment arm. However, if in the 
course of the delivery of either treatment, risks of harm to the young person or 
others are identified, these will be reported to an Independent Data Monitor and 
also the Trial Steering Committee (TSC).  All adverse events (AE) [serious and non-
serious] will be reported to the Chief Investigator according to a Standard Operating 
Procedure (SOP) specific to this study. We are aware that judgements regarding 
relatedness can be difficult in this type of study, and therefore all serious adverse 
events (SAE) will be forwarded to the Independent Data Monitor within 48 hours of 
the CI becoming aware of the event. Any deemed by the team and the Independent 
Data Monitor as ‘related’ to study treatment will be reported to the sponsor, ethics 
committee and TSC. Any non-serious AEs considered as ‘related’ to study treatment 
will also be forwarded to the Data Monitor. 

 
19.5. Independent Steering Committee 
Due to the low risk nature of this trial, approval has been obtained to set up one 
independent steering and monitoring committee to undertake the roles traditionally 
undertaken by the Trial Steering Committee (TSC) and Data Monitoring and Ethics 
Committee (DMEC).  However, as we have done in previous pilot trials, we have also 
approached and set up an independent person in the field not associated with the 
project to act as Independent Data Monitor and provide regular independent review 
of interim safety and efficacy of the data. The TSC comprises of independent 
members including a Chair who is an expert in the area, a statistician, one other 
independent person from a relevant discipline/ profession, and input from the user 
and carer groups. The research team also attend these meetings.  The committee will 
meet at least annually or more often as appropriate. 

 
19.6. Trial Management Group 
Regular meetings of a Trial Management Group will take place to oversee the 
progress of the study and review recruitment. This group will include all co-
applicants, collaborators and the research staff. The study will be managed on a day-
to-day basis by the Birmingham team.  The group will meet bi-monthly early in the 
project and less often (once every 3 months) as the project develops. The group will 
provide timely reports on the progress, or completion, termination or 
discontinuation of the study to the local ethics committees.  

 
19.7. Input from Young People 
As part of the significant PPI component of this study, the project team will actively 
involve a sample of young people with a history of treatment for substance abuse 
and a sample of parents of young people with substance abuse problems 
throughout the research process. In phase one young people are being supported to 
work alongside the research team in order to ensure that the intervention is 
acceptable and relevant to our target groups, and reflects the views of service users 
and their families. Later on, in phases two and three they would be involved in the 
project as it develops, including for example in the delivery of training and/or 
production of training materials, design of data collection tools, data analysis and 
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interpretation, reporting and dissemination. Both young people and parents will also 
be supported to contribute to the trial steering committee. 
 
This study is also piloting PPI with a cohort of young people whose voices are 
seldom heard in research. The project team had originally planned to recruit a group 
of young people who would be actively engaged throughout the project on an on-
going basis through a London-based ‘young advisors’ group. However, while we are 
continuing to pursue this option, we are also exploring more flexible and accessible 
options to enable more young people to be involved. 

 
20. Financing and insurance 
This study is being co-ordinated and conducted by the University of Birmingham and 
Birmingham and Solihull Mental Health Foundation Trust. The research has been funded 
by the National Institute of Health Research Health Technology Research Programme. 
 
NHS Indemnity will apply for patients treated within NHS sites.  The University of 
Birmingham and the University of York will provide legal liability cover for their 
employed staff. Non-negligent harm will not be covered. 
 
21. Reporting and dissemination 
The results from this study will be submitted to the funders, peer-reviewed journals and 
presented at relevant meetings/conferences.  
 
22. Project timetable 

 
Proposed timeline 

 
End Dec 2013 Ethics submission 
January 2014 Therapist training completed 
01st May 2014 Start recruitment 
31st October 2014 End recruitment 
15th December 2014 Therapists/ service managers interviews completed 
15th February 2015 End 3 month data collection (incl. time to complete) 
31st October 2015 End final data collection (incl. time to complete) 
December 2014 to 
November 2015 

Data scanning, entry, cleaning and validation checks 

Sept 2015 to 
November 2015 

Data analysis and report writing 

30th November 2015 Report to NIHR HTA submitted 
 
 
 
 
 
 
 

Y-SBNT_Protocol_Version 2.0_19th February 2014    ISRCTN93446265 34 
 



CONFIDENTIAL: NOT FOR QUOTATION 

 
23. Appendices 
 
 
 
 
 
 
 
 
 
 
 
 
  

Appendix 1:  
Study flow diagram 
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