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Abstract

Brief alcohol intervention for risky drinking in young people
aged 14-15 years in secondary schools: the SIPS JR-HIGH RCT

Emma L Giles,” Grant J McGeechan,? Simon Coulton,3 Paolo Deluca,*
Colin Drummond,# Denise Howel,> Eileen Kaner,> Elaine McColl,>
Ruth McGovern,> Stephanie Scott,? Elaine Stamp,> Harry Sumnall,®
Liz Todd,” Luke Vale,® Viviana Albani,8 Sadie Boniface,*

Jennifer Ferguson,! Eilish Gilvarry,® Nadine Hendrie,3 Nicola Howe, 10
Helen Mossop,> Amy Ramsay,* Grant Stanley® and

Dorothy Newbury-Birch2*

1School of Health & Social Care, Teesside University, Middlesbrough, UK
2School of Social Sciences, Humanities & Law, Teesside University, Middlesbrough, UK
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SInstitute of Health and Society, Newcastle University, Newcastle upon Tyne, UK
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7School of Education, Communication and Language Sciences, Newcastle University, Newcastle
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Northumberland, Tyne and Wear NHS Foundation Trust, St Nicholas Hospital, Newcastle upon
Tyne, UK

10Newcastle Clinical Trials Unit, Newcastle University, Newcastle upon Tyne, UK

*Corresponding author d.newbury-birch@tees.ac.uk

Background: Adverse effects from young people’s alcohol consumption manifest in a range of physical
and psychosocial factors, including neurological issues, cognitive impairment and risk-taking behaviours.
The SIPS JR-HIGH pilot trial showed alcohol screening and brief intervention (ASBI) to be acceptable to
young people and schools in the north-east of England.

Objectives: To conduct a two-arm, individually randomised controlled trial to evaluate the effectiveness
and cost-effectiveness of ASBI for risky drinking in young people aged 14—15 years in the school setting,
to monitor the fidelity of ASBI and to explore the barriers to, and facilitators of, implementation with staff,
young people and parents.

Design: A baseline survey with a 12-month follow-up. Interviews with 30 school staff, 21 learning
mentors and nine teachers, and 33 young people and two parents.

Setting: Thirty state schools in four areas of England: north-east, north-west, Kent and London.

Participants: Year 10 school pupils who consented to the study (aged 14-15 years, recruited between
November 2015 and June 2016), school-based staff and parents of the young people who took part in
the study.
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ABSTRACT

Interventions: Young people who screened positively on a single alcohol screening question and
consented were randomised to the intervention or control arm (blinded). The intervention was a 30-minute
one-to-one structured brief intervention with a trained learning mentor and an alcohol leaflet. The control
group received a healthy lifestyle leaflet (no alcohol information).

Main outcome measures: The primary outcome measure was total alcohol consumed in the last 28 days.
Secondary outcomes related to risky drinking, general psychological health, sexual risk-taking, energy
drink consumption, age of first smoking, quality of life, quality-adjusted life-years, service utilisation and
demographic information.

Results: A total of 4523 young people completed the baseline survey, with 1064 screening positively (24 %)
and 443 being eligible to take part in the trial. Of those 443, 233 (53%) were randomised to the control
arm and 210 were randomised to the intervention arm. Of the 443, 374 (84%) were successfully followed
up at 12 months (intervention, n = 178; control, n = 196). The results were that the intervention showed no
evidence of benefit for any alcohol-related measure when compared with the control arm. At 12 months
we found a reduction from 61.9% to 43.3% using the Alcohol Use Disorders Identification Test cut-off
point of 8 and cut-off point of 4 (69.0% to 60.7%). These results were not significant. A cost-effectiveness
analysis showed that the average net cost saving of the brief intervention was £2865 (95% confidence
interval —£11,272 to £2707) per year compared with usual practice, with the intervention showing a 76%
probability of being cost saving compared with usual practice. The interview findings showed that school
was an acceptable setting to carry out ASBI among staff and young people.

Limitations: Recruitment of parents to take part in interviews was poor. Only 18 ASBI sessions were
recorded, making it difficult to assess internal validity.

Conclusions: Although the intervention was ineffective in reducing risky drinking in young people aged
14-15 years, it was well received by the young people and school staff who participated.

Future work: Uniform reporting of the outcomes used for ASBI would generate more robust conclusions
on the effectiveness of ASBI in the future. Pilot feasibility studies should include more than one
geographical area. Future work on involving parents is needed.

Trial registration: Current Controlled Trials ISRCTN45691494.

Funding: This project was funded by the National Institute for Health Research (NIHR) Public Health
Research programme and will be published in full in Public Health Research; Vol. 7, No. 9. See the NIHR
Journals Library website for further project information.
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Glossary

Alcohol screening and brief intervention A secondary preventative activity aimed at individuals whose
consumption level or pattern is likely to be harmful to their health or well-being. It generally consists of
screening (to identify relevant recipients) followed by structured advice or counselling of short duration
that are aimed at reducing alcohol consumption or decreasing the number or severity of problems
associated with drinking.

Control A healthy lifestyle advice leaflet (e.g. fruit and vegetable intake), which was delivered by the
school learning mentor.

Intervention A 30-minute brief interactive session that combined structured advice and motivational
interviewing techniques delivered by the school learning mentor, and provision of an alcohol advice leaflet.

Learning mentor Specifically trained staff who provide a complementary service to teachers and other
school staff, addressing the needs of young people who require assistance in overcoming barriers to
learning in order to achieve their full potential. Learning mentors support, motivate and challenge pupils
who are underachieving. They help pupils overcome barriers to learning caused by social, emotional and
behavioural problems.

Participants in the trial Young people who screened positively on a single alcohol screening question,
left their name on the survey and gave consent.

School teaching staff Teachers employed to deliver the curriculum.
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Plain English summary

his study assessed the impact and cost of a brief counselling intervention at reducing risky alcohol

use in young people aged 14-15 years. Young people in 30 secondary schools across London, Kent,
north-west England and north-east England completed a survey to identify risky drinking. Young people who
were assessed as risky drinkers were placed at random into one of two groups. The control group received a
healthy lifestyles information leaflet. The other group received a 30-minute brief alcohol counselling session
plus an alcohol information leaflet. All advice or counselling was delivered by learning mentors, who are
school support staff, in private sessions with individual young people. One year later, the young people’s
alcohol consumption was measured using the same survey and the Timeline Follow-Back questionnaire, and
compared between the two groups to see if there was any difference. School staff, parents and young
people were also interviewed to gather their views about the study. There was no difference in the level of
alcohol use between the two groups at 1 year, although many students in both groups reported drinking less
over time. During the interviews, young people, staff and parents felt that fewer young people in general
were drinking alcohol, but that brief counselling could be useful for ifAwhen they did, and school seemed a
sensible setting to receive this advice. The results of this study showed no evidence that this brief counselling
for risky drinking for young people aged 14-15 years in the secondary school setting is effective at reducing
drinking and drinking-related harm.
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Scientific summary

Background

In 2016, 11% of girls and 9% of boys aged 11-15 years reported consuming alcohol in the past week.
Alcohol consumption also increases throughout adolescence, with 1% of 11-year-olds reporting drinking
in the past week, increasing to 4% of 15-year-olds. This is against a backdrop of the Chief Medical
Officer’s recommendations that young people should not drink alcohol before the age of 15 years; those
aged 15-17 years are advised not to drink, but if they do drink they should do so no more than once
per week. They should also not exceed adult limits in any given week, and ideally should be consuming
alcohol below this level.

Alcohol screening and brief interventions (ASBIs) have been shown to be effective in reducing alcohol
consumption in young people. Brief interventions have been around since the 1970s and focus on
providing one-to-one feedback on individuals’ alcohol behaviours, are of short duration and often are
based on the principles of motivational interviewing (MI), delivered by non-specialists.

There is currently a lack of evidence on the effectiveness of one-to-one ASBIs to reduce risky drinking in young
people, particularly in a UK secondary school setting. However, evidence from other countries suggests that
ASBIs have a positive impact on alcohol-related outcomes in young people. This study built on the SIPS JR-HIGH
pilot feasibility trial, which found that it was feasible and acceptable to deliver ASBIs to young people in a UK
secondary school setting, and aimed to establish the effectiveness and cost-effectiveness of the intervention.

Objectives

1. To conduct an individually randomised controlled trial to evaluate the effectiveness and cost-effectiveness
of an ASBI for risky drinkers compared with usual practice on alcohol issues conducted by learning mentors
with young people aged 14-15 years in the school setting in four areas of England: the north-east,
north-west, Kent and London.

2. To measure effectiveness in terms of percentage of days abstinent over the previous 28 days, risky
drinking, smoking behaviour, alcohol-related problems, drunkenness during the previous 30 days
and emotional well-being.

3. To measure the cost-effectiveness of the intervention in terms of quality of life and health state utility,
quality-adjusted life-years, service use costs and cost-consequences at 12 months post intervention.

4. To monitor the fidelity of an ASBI delivered by learning mentors in the school setting.

5. To explore barriers to, and facilitators of, implementation with staff.

6. To explore young people’s experiences of the intervention and its impact on their alcohol use.

7. If the intervention is shown to be effective and efficient, to develop a manualised screening and brief
intervention protocol to facilitate uptake/adoption in routine practice in secondary schools in England.

Methods

This study assessed the effectiveness and cost-effectiveness of an ASBI to reduce alcohol consumed by
young people in an individually randomised controlled trial within a secondary school setting. It was
informed by a prior three-arm, parallel-group, cluster randomised (with randomisation at the level of school)
pilot feasibility trial with young people aged 14-15 years in Year 10 across seven secondary schools in the
north-east of England. Thirty schools were recruited into the trial across four sites in England: north-east,
north-west, Kent and London. The research included a qualitative evaluation with school staff (teachers and
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learning mentors), young people and parents to explore the acceptability and implementation of the ASBI,
and the acceptability and feasibility of wider trial procedures and processes in the school setting. Individuals
were randomly allocated with equal probability to one of two trial arms: the control arm, in which they
received a healthy lifestyles information leaflet only; or the intervention arm, in which they took part in

a 30-minute one-to-one structured intervention session based on Ml principles with a member of trained
school staff (learning mentor) and received an alcohol leaflet. To assess young people’s eligibility for the
trial, they completed a baseline survey (unless their parents opted them out). If they screened positive on
the Adolescent Single Alcohol Question (A-SAQ), left their name and provided informed consent, they were
randomly allocated to either the control or the intervention condition. At 12 months post intervention or
control, a follow-up survey was undertaken, including the same measures as at baseline in addition to the
Timeline Follow-Back (TLFB). The primary outcome measure was total number of standard drinks consumed
(units), for which one standard drink equates to 8 g of pure ethanol, in the previous 28 days, as measured
using the 28-day TLFB.

Eligibility for the trial
In total, 4523 young people completed the baseline survey. Of these, 1064 screened positive (24%)
for risky drinking on the A-SAQ.

Recruitment into the trial
In total, 443 young people (just under 10% of all those surveyed, 42% of those screening positive) were
eligible to take part in the trial by scoring positive and leaving their name to be contacted to participate.

Control
In total, 223 young people were allocated to the control arm.

Intervention
In total, 210 young people were allocated to the intervention arm.

Follow-up

At 12 months post randomisation, 374 (84%) young people completed a follow-up survey and 368 (83%)
completed the 28-day TLFB to report on the primary outcome measure. Of those in the control arm,

196 (88%) were successfully followed up, compared with 178 (85%) in the intervention arm.

Findings

The median values of the primary outcome (total units consumed in previous 28 days) were 7.3 in the
intervention arm and 7.7 in the control arm. Quantile regression indicated that there was no difference in
alcohol consumed by young people at follow-up between those who did and those did not receive the
intervention [intervention — control: median total units of alcohol in previous 28 days 0.8, 95% confidence
interval (Cl) —2.5 to 4.0]. The results showed no significant difference between trial arms in terms of
alcohol consumed at 12 months after delivery of the intervention and control sessions. Quantile regression
indicated that there was no difference in alcohol consumed by young people at follow-up between those
who did and those did not receive the intervention (intervention — control: median total units of alcohol
0.8, 95% Cl -2.5 to 4.0). Economic analysis suggested that the average net cost saving of the brief
intervention was £1324 (95% CI —£5277 to £1727) per year, compared with usual practice (results
excluding the costs of missed school days), with a 77% probability of the intervention being more
cost-effective than usual practice.
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Objective 4

Training of 80 learning mentors across schools in the four sites was undertaken to prepare them for
delivering the control and intervention sessions with the young people in the school setting. To assess
fidelity, recordings were undertaken of sessions delivered with some young people.

Recordings

In total, 18 recordings were made, seven of control sessions and 11 of intervention sessions. The control
sessions were considered to have adhered to the protocol if no mention of alcohol was made during the
session. All of the intervention sessions adhered to the protocol.

Fidelity

The Behaviour Change Counselling Index (BECCI) was used to measure fidelity of the brief alcohol intervention.
BECCl is a tool developed to measure the microskills of behaviour change counselling and MI. BECCI ratings
were given on a range of 0 to 4 to different items on a checklist, for which 0 ='not at all’, 1 = 'minimally’,

2 ='to some extent’, 3 ='a good deal’ and 4 = 'a great extent’. Scores on the 11 intervention recordings
ranged from 0.3 (behaviour change counselling delivered ‘not at all’) to 2.5 (behaviour change counselling
skills delivered ‘a good deal’). The mean BECCI score for the 11 recorded interventions was 1.6 and the median
score was 1.5; these ratings suggested that the learning mentors overall were delivering behaviour change
counselling to ‘some extent’. Learning mentors typically performed well when discussing the risks associated
with the young person'’s alcohol use. Lower scores were observed in respect of microskills relating to discussing
and exploring behaviour change.

Objectives 5 and 6

School staff interviews
In total, 30 interviews were undertaken with school staff: 21 with learning mentors and nine
with teachers.

Five key themes were identified: (1) learning mentors’ understanding of alcohol use by young people
and of their role in delivering ASBIs, (2) initiating and sustaining alcohol screening and brief interventions,
(3) factors influencing successful delivery of the trial, (4) the impact on staff and young people and

(5) embedding the intervention into routine practice.

Results

School staff perceived that components of the intervention were similar to some of the pastoral work that
they already undertook within the school around alcohol, although the intervention emphasised alcohol
use more strongly than their usual practice did. The intervention was perceived to be acceptable, with

the intervention sheet in particular being thought of as a very useful tool for engaging young people in
discussions around alcohol. This sheet included what the young people were drinking, who with, what they
thought about their drinking, what they thought other people feel about their drinking and goal-setting in
relation to their drinking. The learning mentors who delivered the intervention and control sessions felt that
they were well prepared for delivering the sessions and that the preparatory training that they had received
was well planned and thorough. A few learning mentors indicated that they would have liked refresher
sessions when there had been a time lag between training and the intervention period.

Young people interviews
In total, 33 interviews were undertaken with young people (intervention, n = 7; control, n = 10; negative
A-SAQ/not randomised, n = 16).

Three key themes were identified: (1) drinking identities and awareness of risk, (2) access to support and
advice in relation to alcohol use and (3) appraisal of the study and potential to impact on alcohol use.

© Queen'’s Printer and Controller of HMSO 2019. This work was produced by Giles et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional
journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should
be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

XXV



XXVi

SCIENTIFIC SUMMARY

Results

Young people indicated that they thought that secondary schools were an acceptable setting in which to
conduct alcohol screening and brief interventions with young people who may be drinking alcohol at risky
levels. They perceived the survey to be easy to complete and understand, and also found the intervention
worksheet to be a useful tool for engaging them in discussions around alcohol. However, some young
people felt that the gap between participating in different elements of the intervention and follow-up
was too long; for example, in some cases there could be months between the baseline survey and the
intervention or control sessions. In addition, there was some doubt around the impact that the intervention
would have on their alcohol use, with only a minority of young people explicitly stating that they had
reduced their alcohol consumption as a consequence of receiving the intervention. There was an overall
perception that the intervention could be useful for ‘other’ young people who drank more than they did.

Parent interviews
In total, two interviews were undertaken with parents.

Results

Given the poor recruitment of parents to take part in an interview, there were limited data to analyse.
However, the two parents who participated agreed that school was an appropriate setting in which to
deliver an alcohol intervention to young people and that, although alcohol use is declining in young
people, interventions such as this remained important to inform young people about the dangers of
consuming alcohol.

Objective 7
The intervention was not found to be effective.

Conclusions

The results showed no significant difference between the trial arms in the effectiveness of ASBI with young
people. That is, there is no clear evidence about the mechanism that might drive cost savings. This raises
doubts as to whether any cost savings would be real or an artefact of imprecise cost data. Interviews with
school staff, young people and parents found that they were largely accepting of the trial procedures and
processes, that they perceived learning mentors to be appropriate persons to deliver the ASBI in a school
setting and that the intervention itself was a clear and informative way to inform young people about their
drinking behaviours.

Trial registration

This trial is registered as ISRCTN45691494.
Funding

Funding for this study was provided by the Public Health Research programme of the National Institute for
Health Research.
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Chapter 1 Structure of the report and background
to the research

Key points for Chapter 1

® The Chief Medical Officer for England recommends that young people and children under the age
of 15 years remain alcohol free. If young people aged 15-17 years drink alcohol it is recommended
that they do so infrequently and no more than once per week. They should also not exceed adult
daily limits.

® Young people, however, continue to consume alcohol, although the proportion of those who do has
been decreasing since 2003.

® Young people are at increased risk of a range of communicable and non-communicable diseases and
longer-term effects from consuming alcohol. Immediate risks include injury, unsafe sex and drug use.

e Literature shows that alcohol screening and brief interventions (ASBIs) for young people are effective,
although there is limited evidence within school settings.

® There is currently insufficient evidence to be confident about the use of ASBIs to reduce risky drinking
and alcohol-related harm in young people in a school setting.

Structure of the report

This study assessed the effectiveness and cost-effectiveness of an ASBI (in a school setting) to reduce
alcohol consumption in adolescents. This was achieved by way of a two-arm, parallel-group, individually
randomised (with randomisation at the level of young person) trial in young people aged 14-15 years
in Year 10 at 30 secondary schools across four geographical areas in England: north-east, north-west,
Kent and London. The trial involved a baseline and a 12-month follow-up survey. The study included an
integrated qualitative process evaluation (Figure 1) with key stakeholders. Young people allocated to
the control arm of the trial received a healthy lifestyles information leaflet only; young people allocated
to the intervention arm took part in a 30-minute one-to-one structured intervention session based on
motivational interviewing (M) principles with a member of trained school staff (learning mentor) and
also received an alcohol information leaflet.

Survey time point 1: baseline Trial participants ]
4{Qualitative evaluation]
A v

Survey time point 2: 12 months Trial follow-up
post intervention

FIGURE 1 Data time points of the study.
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STRUCTURE OF THE REPORT AND BACKGROUND TO THE RESEARCH

Research questions

This definitive trial builds on a pilot feasibility trial' that explored the feasibility of offering an ASBI versus
‘standard care’ in this population; the focus of that preparatory study was on rates of eligibility, consent,
participation in the intervention and retention for follow-up, as well as the feasibility and acceptability of
the intervention for a range of stakeholders (teachers, learning mentors, young people and parents).

The aim of this definitive trial was to evaluate the effectiveness and cost-effectiveness of ASBIs to reduce
risky drinking in young people aged 14-15 years in the English school setting, with the primary outcome
measure of the trial being total alcohol consumed in standard units in the previous 28 days using the
Timeline Follow-Back (TLFB).

Chapters of the report

The report is structured as seven chapters detailing the design, management and outcomes of the main
trial study. The report begins by providing the background to the research and outlines the key literature
informing the design and conduct of the study. Following this, a chapter is dedicated to each core
component of the study. Chapter 2 explores the design of intervention materials as well as the training
and support provided to school staff in the delivery of the project. Chapter 3 reports the design, methods
and results of the baseline and follow-up survey, as well as the findings in respect of the primary and
secondary outcome measures. Chapter 4 provides the design, methods and results of the integrated
qualitative evaluation. Chapter 5 details the design, methods and results of the health economic evaluation of
the study. Chapter 6 presents a discussion of the key results. Finally, Chapter 7 provides the key conclusions.

Research ethics

The research study was granted ethics approval by Teesside University in September 2015 (reference
number 164/15), with Newcastle University acting as the sponsor for the research. The trial is registered
as ISRCTN45691494.

Changes to the original study protocol
The study protocol was published in 2016.2

1. The TLFB was delivered by research co-ordinators, as detailed in the protocol, in all but one school.
The remaining school indicated that it would only be willing for young people to complete the
TLFB independently, because of staff time and resource constraints. An ethics amendment for this
slightly revised procedure was submitted and approved (reference number R164/15, January 2017).

2. The sample size was originally calculated to provide 90% power to detect a standardised difference of
0.3 using a significance level of 5%. Given the difficulty in recruiting sufficient numbers the target for
power was reduced from 90% to 80% after discussion with the Trial Steering Committee (TSC) and
Data Monitoring and Ethics Committee (DMEC).

3. The EuroQol-5 Dimensions, three-level version (EQ-5D-3L) was used instead of the EQ-5D-Y [EuroQol-5
Dimensions (Youth)]. The study used the EuroQol-5 Dimensions for lack of a better instrument and
because it is used extensively in economic evaluations,® making it a standard for comparing economic
outcomes across different interventions.
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Research management

The Trial Management Group (TMG) was responsible for ensuring the appropriate, effective and timely
implementation of the trial. The TMG met once per month (more or less frequently depending on the
needs of the project) and comprised the chief investigator, the project manager, co-applicants, named
collaborators and researchers working on the project. A TSC and a DMEC were also appointed to provide
an independent assessment of the trial procedures and data analysis. These groups met three times (joint
meetings) and their remit was the progress of the trial against projected rates of recruitment and retention,
adherence to the protocol, participant safety and the consideration of new information of relevance to

the research question. Written terms of reference were agreed and used by the TMG, TSC and DMEC

(see Appendix 1).

Research governance

The project complied with the requirements of the Data Protection Act 19984 and the Freedom of
Information Act 2000,5 and other UK and European legislation relevant to the conduct of clinical research.
The project was managed and conducted in accordance with the Medical Research Council’s Guidelines

on Good Clinical Practice in Clinical Trials,® which includes compliance with national and international
regulations on the ethical involvement of patients in clinical research (including the Declaration of Helsinki,
2013).7 All data were held in a secure environment with participants’ information identified by a unique
participant identification number. Master registers containing the link between participant identifiable
information and participant identification numbers were stored in a secure area separate from the majority of
data. All staff employed on the project were employed by academic organisations and subject to the terms
and conditions of service and contracts of employment of the employing organisations. When relevant,
research staff were trained in good clinical practice and all staff worked to written codes of confidentiality.
The project used standardised research and clinical protocols and adherence to the protocols was monitored
by the TMG, TSC and DMEC. We also undertook patient and public involvement (PPI) work (see Appendix 2).

Background

Alcohol use as a public health priority

Consumption of alcohol is a risk factor for mortality and morbidity in adults, and is an important public
health issue. Alcohol misuse leads to both societal and economic costs, as well as the burden of disease,
yet it is preventable.? Although many adults in the UK consume alcohol in line with recommended
guidelines, a proportion of adults drink above these recommendations and consume alcohol at harmful
and hazardous levels.? It has been estimated that 10.8 million adults in the UK drink alcohol at levels
that are harmful to their health.’® Although young adults aged 16-24 years are less likely to drink than
individuals in older age groups, when they do choose to drink they consume more alcohol.’" As a result,
this study focused on alcohol consumption in young people.

Prevalence of alcohol consumption in young people

In 2009 the Chief Medical Officer for England recommended that young people and children remain
abstinent from alcohol until they are 18 years old.'2 This was accompanied by advice that young people
and children should not consume alcohol before the age of 15 years, and, should they choose to consume
it thereafter, that they should drink it no more than once per week and only under supervision. If young
people aged 15-17 years drink alcohol, it is recommended that they do so on only 1 day per week and do
not exceed adult daily limits, and ideally consumption should be below this level.'3

In the UK, the proportion of young people who drink alcohol has steadily decreased between 2003 and
2014.2 As there was a change in the question around consumption of alcohol in the 2016 version of
the ‘Smoking, Drinking, and Drug Use' survey,'# it is not possible to calculate the change in alcohol
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STRUCTURE OF THE REPORT AND BACKGROUND TO THE RESEARCH

consumption in 2016 relative to previous years; however, the direction of effect continues to show
decreasing alcohol consumption.

The proportion of young people who have ever had an alcoholic drink in England increases with age, with
data from 2016 suggesting that 11% of girls and 9% of boys aged 11-15 years had consumed alcohol in
the 7 days preceding the survey.'2 Of these, 1% of 11-year-olds had consumed alcohol in the preceding
week, increasing to 24% of 15-year-olds. In total, mean alcohol consumption in ‘the last week’ was
lowest in those aged 11-13 years (6.9 units) and highest among 14-year-olds (11.1 units).’? In terms of the
amount of alcohol drunk by 11- to 15-year-olds, in 20172 the mean alcohol consumption in the preceding
week was 10.3 units for boys and 8.9 units for girls.'2 For these reasons, this study focused on young
people aged 14-15 years, given that the data indicate that more young people start to consume alcohol at
this age.

Although alcohol consumption among children and young people is declining, consumption among high-risk
children and young people (e.g. those with intellectual disabilities) remains prevalent.” In comparison with
other European countries, the UK has high levels of drinking among young people.'¢ The north-east has one
of the highest rates of young people who have ever drunk alcohol, with 49% of 11- to 15-year-olds reporting
having ever drunk alcohol.'” This compares with the lowest prevalence in London of 25% and the highest in
the north-west of 50%, with an overall English average of 44%.12

Consequences of drinking alcohol at a young age

Alcohol consumption at a young age is associated with a number of detrimental outcomes. These include
physical and mental health issues, an impact on brain development, and an increased risk of accidents
and injury.'? Longer-term negative outcomes arise in particular from binge drinking, defined as the
excessive consumption of alcohol in a limited time and often measured as consuming more than six units
in a single session for both men and women.'® These long-term effects have been observed in a large
cohort study (the 1970 British Cohort Study) of > 16,000 babies born between 5 and 11 April 1970, and
followed up at ages 5, 10, 16 and 30 years.'® The findings showed that binge drinking in adolescence
was associated with later (adulthood) negative consequences, such as alcohol dependence, homelessness,
reduced educational attainment and convictions. In addition, there is evidence that alcohol use tracks
over time, from adolescence into adulthood, and also is correlated with other risky behaviours, such as
smoking.2° That study therefore recommended that alcohol interventions target young people, even
though the literature suggests that they do not always think that risky or harmful drinking is a concern
for them.2" More immediate consequences of alcohol consumption include school exclusions, with 9.5%
of exclusions during 2015-16 in state-funded secondary schools being due to drugs and/or alcohol.22

Other adverse effects of alcohol consumption in young people include an increased risk of mortality from
accidents and suicide as a direct result of drinking alcohol.2 Additional negative consequences include
longer-term impact on brain development, liver damage, and changes in hormones vital for organ
development and growth.2324 Short-term impacts can also arise from alcohol use in young people, including
regretted sexual activity, self-harming, alcohol poisoning, drunk driving and criminal behaviour.2 It can also
lead to weight loss, appetite changes, sleep disturbance, depression and an impact on school performance.26
In addition, the early consumption of alcohol has been shown to link with the amount of alcohol consumed
in older adolescence and adulthood.?” It is also the case that young people are more likely to binge drink
alcohol when they do consume it, which in turn leads to increased risk from accidents. Alcohol use is also
linked to non-communicable diseases, such as cancer, cardiovascular disease and gastrointestinal disorders.28
In terms of short-term benefits, young people report similar reasons for drinking as adults, including for social
confidence, for enjoyment?62% and to celebrate special occasions.26

Alcohol screening tools

A number of screening tools have been used with young people to identify those who are at risk from their
drinking. A systematic review into the clinical effectiveness and cost-effectiveness of alcohol screening tools
for adults and young people explored the use of the Alcohol Use Disorders Identification Test (AUDIT),30
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Alcohol Use Disorders Identification Test — Consumption (AUDIT-C)3' and AUDIT-QF (first two questions of
the AUDIT),32 FAST33 (Fast Alcohol Screening Test), CAGE,* MAST (Michigan Alcohol Screening Test),3®
Paddington Alcohol Test, 3¢ SASSI (Substance Abuse Subtle Screening Inventory) for children and young
people,?” ASSIST (Alcohol, Smoking and Substance Involvement Screening Test),3® SASQ (Single Alcohol
Screening Question),3 TWEAK (Tolerance, Worried, Rye-opener, Amnesia, K/cut down)*® and T-ACE*' in
prenatal screening, as well as laboratory and clinical markers.#2 The review found that alcohol screening tools
were more effective at identifying young people drinking at a risky level than laboratory and clinical markers,
with the AUDIT a particularly cost-effective measure.*® The SIPS JR-HIGH pilot trial report discussed the
evidence around screening measures in detail,2 although a review of existing reviews?® for ASBIs with young
people found that the CRAFFT (Car, Relax, Alone, Forget, Family or Friends, Trouble) was used particularly
for older adolescents (15—18 years old), and the AUDIT was found to have greater sensitivity and specificity
than other screening tools in young people. In addition, the Adolescent Single Alcohol Question (A-SAQ)
was shown to be a reliable single-screening question for drinking frequency#* in the SIPS (Screening and
Intervention Programme for Sensible Drinking) research programme in adults. It is a modified version of the
Single Alcohol Screening Question (M-SASQ),* which is adapted for adolescent alcohol consumption.3?

Alcohol primary prevention in the school setting

Primary prevention is a treatment or intervention that seeks to prevent disease occurrence, whereas
secondary prevention involves treating/intervening in a disease in its early stages. ASBIs are classified as a
form of secondary prevention, in that they typically target individuals who have been identified as drinking
alcohol in a pattern that is detrimental to their health.4

There is limited literature published within the past 5 years that explores primary preventative school-based
alcohol brief interventions in the secondary school setting in the UK. The majority of recently published
literature focuses on college and university students in other countries, particularly US studies focusing on
college students.

Of the previous studies that do exist, they have explored the use of classroom-based curricula and parental
interventions as primary prevention with young people.#” One such is the Steps Towards Alcohol Misuse
Prevention Programme trial,%” which explored the effectiveness of a school and parent alcohol intervention.
This trial found a significant reduction in heavy episodic drinking in 12- to 13-year-olds; the intervention
was delivered at classroom level and not to individuals.#” The Kids and Adults Together programme trial4®
explored the acceptability of primary school classroom-based activities, family events and a digital versatile
disc (DVD) to address the effects of alcohol in 9- to 11-year-olds in Wales as a primary preventative measure.
The trial found mixed support from the nine primary schools, with two withdrawing from the study. One
particular limitation highlighted was the inability to conduct follow-ups within secondary school settings

once the young people progressed from primary school. In addition, members of the team conducted a
systematic review of peer-led interventions with young people aged 11-21 years; they found 17 studies,

of which six were school-based and showed a positive benefit on alcohol use. However, none of the

six school-based studies was conducted in the UK and brief interventions were specifically excluded.

A meta-analysis of school-based prevention for risky behaviours showed that school settings appear to be
effective in reducing alcohol consumption,* whereas a separate reviews° of the prevention of multiple
health risk behaviours in schools showed a small positive effect on alcohol consumption. The former review
was, however, published in 2001 and the latter was not focused on individually targeted interventions and,
therefore, the findings are of limited relevance in the context of the individualised ASBI considered here.

Alcohol screening and brief interventions

Interest in screening and brief interventions for risky drinking has developed since the 1970s.5" ASBIs have
been defined as ‘those practices that aim to identify a real or potential alcohol problem and motivate

an individual to do something about it".52 Heather, in 1995, offered a more specific definition, stating
that brief interventions are ‘a family of interventions varying in length, structure, targets of intervention,
personnel responsible for their delivery, media of communication and several other ways, including their
underpinning theory and intervention philosophy’.5* In an early review of brief interventions, Bien>* found
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that brief interventions were more effective than no intervention or more extensive treatments, with six
common elements of brief interventions discussed, based on the FRAMES (Feedback, Responsibility,
Advice, Menu, Empathy and Self-efficacy) model.>* More recent research has reported results of brief
interventions in different settings and delivery modes, for example face to face or web based.> In terms of
implementing a brief intervention, it is often used to provide simple advice for patients with an AUDIT score
in the range of 8-15, who may be at risk of injury and chronic health conditions as a result of their alcohol
consumption.52 Given the heterogeneity of brief interventions and settings, it is therefore important to
consider the context and components of brief interventions when assessing effectiveness, rather than
focusing on general overall effectiveness. Heather®? in particular states the importance of clarifying the
length of the intervention when assessing effectiveness, given that the length can range from 5 minutes
to at least 3 hours. The same is true of the number of intervention sessions, which can be one or more,
and the content of sessions (e.g. Ml vs. self-help manual).

The pilot trial focused on the use of simple structured advice based on the FRAMES model, delivered by
learning mentors as non-specialists, as opposed to behaviour change counsellors.! This approach was
found to be acceptable in the school setting and hence was used again in this main trial.

In terms of secondary prevention, a previous review of reviews explored the use of ASBI with young
people.2> The review concluded that Ml delivered in school settings is an effective way to reduce alcohol
consumption. However, within this review, the definition of young people was wide, ranging from 10 to
21 years, even though the World Health Organization defines ‘young people’ as those aged 10-19 years.®
An additional systematic review and meta-analysis of ASBIs for young people found that ASBIs led to a
decrease in alcohol consumption and alcohol-related problems. However, this work included studies that
focused on any level of (alcohol) risk, and also defined eligible participants as those aged 11-25 years.>

There is some evidence to show school-based group ASBIs can be beneficial,’® but, even then, this has not
always been found to be the case for high-risk drinkers.> Similarly, there is literature showing that family
and school-based interventions can reduce adolescent alcohol use, but this evidence®® is not from a UK
setting and does not involve personalised individual ASBIs. A separate systematic reviews” of ASBIs with
young people showed reductions in alcohol use as a result of ASBIs but included participants up to the age
of 30 years, well outside secondary school age.

To focus on young people in particular, and also using recognised definitions for young people, a
systematic review [Giles EL, McGeechan GJ, Ferguson J, Byrnes K, Newbury-Birch D. Teeside University.
2018. (In preparation)] was recently conducted to explore the evidence on the efficacy/effectiveness

of ASBIs targeting risky drinking in young people (as defined by the World Health Organization) in
randomised and non-randomised controlled designs, or quasi-experimental studies. The ASBI had to
involve individual one-to-one advice delivered in one to four sessions to constitute a ‘brief’ intervention.
Literature searches were conducted in June 2017 of the main databases including Psycinfo, Psycharticles,
MEDLINE, Scopus and CINAHL (Cumulative Index to Nursing and Allied Health Literature). Searches
combined key alcohol, brief intervention and young people search terms. Papers were eligible for inclusion
if they were shown to meet the predefined inclusion criteria, and if their primary focus was around
young people aged between 10 and 19 years, engaged in an alcohol brief intervention in any setting,

in randomised or non-randomised controlled designs or quasi-experimental studies.

This review identified 16 papers that focused on risky drinking in young people.6'-76 The majority (n = 13)
were studies conducted in the USA,1.64-67.69-76 with one in Germany,® one in Mexico®3 and one in
Western Australia.s? The setting was mainly emergency departments (n = 8),6266.6870-73.75 with three in
universities, 516774 one with homeless adolescents,’s one with young people referred from not-for-profit
agencies,® one based in the community®* and two based in schools.526° The ASBIs used largely followed
a manual and/or used MI techniques. Findings showed that for the majority of the studies, the ASBI was
effective at decreasing alcohol-related outcomes, including a reduction in binge/heavy drinking (n = 4),
and/or a reduction in number of typical drinks/alcohol use (n = 10) and/or frequency of drinking (n =5),
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and/or a reduction in negative consequences from drinking alcohol (n = 3). One study found no significant
differences between the group receiving an ASBI and the control group.” Focusing on the two studies
conducted in a school setting, one was conducted in Mexico.% In this study, the young people were
moderate- to high-risk drinkers, mainly male (65%), with an average age of 16 years. The ASBI group
received one 90-minute ASBI compared with a waiting list control. At the follow-up points of 3 and

6 months, the ASBI group showed a significant reduction in the amount of alcohol consumed compared
with the control. The second study was conducted in the USA with young people who had an alcohol or
drug use disorder.s? The majority of participants were male (52%), with an average age of 16 years. The
ASBI were two 60-minute sessions, with one group also receiving a parent session. Significant findings
were reported for the number of days alcohol was consumed compared with the assessment-only control
group. These two school-based studies therefore suggest that the use of a school setting to deliver ASBI to
young people is effective (see Appendix 3).

Results from the SIPS JR-HIGH pilot trial

The pilot trial of SIPS JR-HIGH! was the first research in England to look at the acceptability and feasibility
of a cluster randomised (at the school level) controlled trial of ASBIs in secondary schools with 14- to
15-year-olds. To the best of our knowledge, this current study is the first English research study to examine
the effectiveness of ASBIs in young people in the secondary school setting who are identified as risky drinkers.

In the pilot feasibility study, young people who screened positive on a single alcohol screening question
and who consented to take part (n = 229) were randomised, at the level of the school, to a control arm of
an advice leaflet, to an intervention arm consisting of a 30-minute brief interactive session using structured
advice delivered by the school learning mentor and an advice leaflet (intervention 1), or to the same
30-minute brief interactive session and advice leaflet combined with a 60-minute session including family
members (intervention 2). Participants were followed up at 12 months (n =202; 88%) and completed the
same survey as at baseline.

Overall, the trial was able to recruit seven schools as originally planned, undertake intervention training with
the learning mentors who themselves were able and willing to be trained, and undertake the screening
survey with young people. In terms of the acceptability of intervention 1, this arm was found to be the most
acceptable. In relation to intervention 2, it was not feasible to engage parents in the third arm of the trial,
with qualitative interview findings suggesting that the school staff, the parents and the young people did
not think that including parents was acceptable. As a result, intervention 2 was removed from the main trial.

Rationale for the present research

Overall, the pilot feasibility study showed that it was feasible and acceptable to undertake a trial of ASBIs
in the school setting with young people, and with learning mentors delivering the intervention.! As stated
above, given the lack of literature on the use of ASBIs with young people in the secondary school setting
in the UK, this trial presented an important step in building the evidence base around the effectiveness of
ASBIs with young people for reducing risky drinking.

Aim and objectives

Aim
The aim of this study was to evaluate the effectiveness and cost-effectiveness of ASBIs to reduce risky
drinking in young people aged 14-15 years in the English secondary school setting.

© Queen'’s Printer and Controller of HMSO 2019. This work was produced by Giles et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional
journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should
be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.



STRUCTURE OF THE REPORT AND BACKGROUND TO THE RESEARCH

Objectives

1. To conduct an individually randomised controlled trial to evaluate the effectiveness and cost-effectiveness
of an ASBI for risky drinkers compared with usual practice on alcohol issues conducted by learning
mentors with young people aged 14-15 years in the school setting in four areas of England: the
north-east, north-west, Kent and London.

2. To measure effectiveness in terms of percentage days abstinence over the last 28 days, risky drinking,
smoking behaviour, alcohol-related problems, drunkenness during the last 30 days and emotional
well-being.

3. To measure the cost-effectiveness of the intervention in terms of quality of life and health state utility,

quality-adjusted life-years (QALYs), service use costs and cost consequences at 12 months post intervention.

To monitor the fidelity of an ASBI delivered by learning mentors in the school setting.

To explore barriers to, and facilitators of, implementation with staff.

To explore young people’s experiences of the intervention and its impact on their alcohol use.

If the intervention is shown to be effective and efficient, to develop a manualised screening and brief

intervention protocol to facilitate uptake/adoption in routine practice in secondary schools in England.

No vk

Outcomes and measurements of the SIPS JR-HIGH effectiveness trial
Validated tools were used in the study to capture the following primary and secondary outcomes measures.2

Primary outcome

The primary outcome measure was the number of units of alcohol consumed over the previous 28 days,
derived using the TLFB completed at 12-month follow-up?? (see documents on project page). The TLFB is
designed to be completed retrospectively and employs periodic cues to obtain reliable estimates of daily
drinking during a 28-day period.

Secondary outcome measurements

® The Adolescent Single Alcohol Question (A-SAQ)’8 was used to measure risky drinking (scoring ‘4 or
more times but not every month’, ‘at least once a month but not every week’, ‘every week but not
every day’, or ‘every day’). A score of three or above was considered positive for possible hazardous or
harmful drinking.2

® Alcohol use frequency, quantity (on a typical occasion) and binge drinking (six or more drinks in one
session for men and women)'® was assessed using the 10-question AUDIT.728 Questions 1-8 each
have five possible responses relating to how much or how often drinking behaviours occur, and these
are scored from 0 to 4. Questions 9 and 10 have three responses and are scored 0, 2 or 4. Scores were
summed to give a possible range from 0 to 40. A score of >4 was indicative of hazardous alcohol
consumption in adolescent populations,?! and the adult cut-off point of 8 was also used.230

® The AUDIT-C was used to assess risky drinking, and comprises the first three questions of the AUDIT.
All questions were scored from 0 to 4 and summed to give a range of scores from 0 to 12. An AUDIT-C
score of > 3 was indicative of hazardous alcohol consumption and > 5 was indicative of possible
dependence in adolescents.?

® Alcohol-related problems were assessed using the validated Rutgers Alcohol Problem Inventory (RAPI),
which includes measures of aggression.8? It consists of 23 questions about drinking behaviour, each
with four possible responses, all of which are scored from 0 to 3. Responses were summed to give a
total score ranging from 0 to 69. A higher RAPI score indicated more problematic drinking behaviour.2

® Drunkenness during the previous 30 days was dichotomised as ‘never’ and ‘once or more’.283

® Drinking motives were assessed using the 20-item Drinking Motives Questionnaire Revised (DMQ-R).84
There were four sets of five questions designed to assess relative frequency of drinking within each of
the subscales of coping, social, enhancement and conformity motives. All questions were on a Likert
scale, for which one is ‘almost never/never’, two is ‘some of the time’, three is ‘half of the time’, four
is ‘'most of the time’ and five is ‘almost always/always’. Higher scores within each domain indicated
stronger endorsement of positive reinforcement received through consumption of alcohol.28
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The percentage days of abstinence during the previous 28 days was calculated from the TLFB
guestionnaire by dividing the days on which no units were consumed by 28 and multiplying by 100.2
Number of units of alcohol consumed per drinking day was derived by dividing the total number of
units of alcohol consumed by the number of days on which > 0 units were consumed. Abstinent pupils
were scored as 0.2

Number of days when > 2 units of alcohol were consumed during the previous 28 days was calculated
by counting the number of days on which > 2 units were recorded.?

General psychological health was assessed using the 14-item Warwick—Edinburgh Mental Well-being
Scale (WEMWBS).# This tool used a five-point Likert scale that gives a score of 1-5 per question, giving
a minimum score of 14 and maximum score of 70. A higher WEMWABS score indicated better mental
well-being.2:86.:87

Two questions relating to sexual risk-taking were included. These were the same questions as in the pilot
study:! ‘After drinking alcohol, have you engaged in sexual intercourse that you regretted the next day?’
and ‘After drinking alcohol, have you ever engaged in sexual intercourse without a condom?’ Both
guestions could be answered with one of the three following options: ‘I have never engaged in sexual
intercourse’, ‘yes’ or 'no’. Information on changes in risky sexual behaviour for the two questions was
derived from a cross-tabulation of baseline and follow-up responses to a given question and categorised
as ‘never engaged in sexual intercourse’, ‘engaged in sexual intercourse that has been regretted during
the last 12 months’ and "have engaged in sexual intercourse that has not been regretted’.2

Energy drink consumption was assessed by asking young people how many times per week they
consumed energy drinks. Young people could answer 'never’, ‘less than once a week’, '2-4 days a
week’, '5-6 days a week’, ‘every day once a day’ and ‘every day more than once a day’. Information
on changes in the consumption of energy drinks was derived from a cross-tabulation of baseline and
follow-up questions and categorised as ‘never consumes energy drinks’, ‘has stopped consuming
energy drinks’, "has started consuming energy drinks’ and ‘consumes more/less energy drinks’.2

Age of first smoking was asked, as was how many cigarettes had been smoked in the previous 30 days.88
Information on changes in smoking behaviour was derived from a cross-tabulation of baseline and
follow-up responses and categorised as ‘never smoked’, ‘still smoking’, ‘started smoking’ and ‘smoking
more/less’ .28

Demographic information collected included gender, ethnicity and how free time is spent. The first part
of the trial participants’ postcode was collected to facilitate calculation of Index of Multiple Deprivation.2
Quality of life was measured using the EQ-5D-3L, which is a valid measure for those aged > 12 years,
and was used to measure health-related quality of life.20 Responses to the five items were converted
into utility scores using the UK population algorithm. This was administered at baseline and at

12 months post intervention.2%

Quality-adjusted life-years were estimated using general population tariffs from responses to the
EQ-5D-3L administered and scored at baseline and 12 months; service use was assessed using the
modified S-SUQ (Short Service Use Questionnaire) at baseline and 12 months.2

Use of leisure time was assessed using a multiple-choice question that gave suggestions about how
free time might be spent and the option to choose multiple answers.2

Incremental cost per QALY gained at 12 months was calculated.?

Modelled estimates of incremental cost per QALY and cost consequences in the longer term

were calculated.?

The NHS, educational, social and criminal services data were estimated using a modified S-SUQ?’

and via a learning mentor case diary developed in the pilot study,” measured at 12 months

post intervention.?

Cost consequences were presented in the form of a balance sheet for outcomes at 12 months.2

© Queen'’s Printer and Controller of HMSO 2019. This work was produced by Giles et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional
journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should
be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.






DOI: 10.3310/phr07090 PUBLIC HEALTH RESEARCH 2019 VOL. 7 NO. 9

Chapter 2 Trial process and development of
intervention materials and training

Key points for Chapter 2

® The study incorporated a control condition and a brief alcohol intervention. The brief alcohol
intervention was manualised and designed to be delivered on a one-to-one basis to young people who
screened positive for risky drinking and left their name on the questionnaire.
Young people in the control group were provided with a healthy lifestyle leaflet by the learning mentor.
Young people allocated to the intervention received feedback on their positive screen for risky drinking,
immediately after which they took part in a 30-minute, six-step interactive intervention led by the
learning mentor.

® Learning mentors were asked to audio-record time spent with participants using a dictaphone.
Audio-recorded control and intervention sessions were measured for fidelity using the Behaviour
Change Counselling Index (BECCI),%2 and control sessions were also assessed for differentiation
from the brief alcohol intervention.

Introduction

All young people recruited into the trial, regardless of arm, continued to receive ‘standard alcohol advice’
delivered as part of the school curriculum. The first section of this chapter is concerned with defining what
this consisted of in the study schools. In addition, young people allocated to the control condition received
a healthy lifestyle information leaflet. No feedback was provided to them on their positive screen for risky
drinking. Young people allocated to the brief alcohol intervention met with a trained learning mentor,
received feedback on their alcohol screening result and took part in a 30-minute one-to-one structured
intervention session. In addition, they received an alcohol advice leaflet. All young people recruited into the
trial were followed up 12 months post intervention.

The rest of the chapter describes the design of intervention materials, as well as the training and support
provided to learning mentors in the delivery of interventions. The rationale behind, and development of,
both the control and the intervention is detailed, and the amendments that were made following the results
of the pilot feasibility trial are outlined, with any resultant modifications to intervention materials reported.

Defining ‘standard alcohol advice’

All schools are required to provide Personal, Social, Health and Economic Education (PSHE) to ‘promote
children and young people’s personal and economic well-being; offer sex and relationships education;
prepare pupils for adult life and provide a broad and balanced curriculum’,% delivered as part of a wider
well-being remit through the National Healthy Schools Programme® and the Social and Emotional Aspects
of Learning strategy.®* Classroom-based drug and alcohol education is delivered to pupils as part of PSHE
classes, and is recognised as an important aspect of the secondary school curriculum (for those aged
11-16 years) in England, Scotland and Wales.

As there are no prescriptive guidelines on what PSHE should actually entail, schools have developed their
own versions of PSHE education and different ways to deliver it, rather than following standardised
frameworks of study.® We asked schools to report their usual practice and found that this varied from
school to school, but included advice on drinking responsibly and ‘safe amount of units’, alcohol facts,
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provision of Addaction® leaflets, assemblies on alcohol, advice on wider lifestyle choices, an alcohol
awareness week, utilisation of Drinkaware® resources and alcohol-awareness evenings for parents. Schools
reported that this advice was delivered by a combination of teachers, pastoral leads, tutors, nurses, learning
mentors and external speakers. One school said that it did not currently deliver advice on alcohol. Given the
variability in alcohol advice across schools, standard alcohol advice is defined in this study as the regular
provision of classroom-based alcohol education to Year 10 pupils as delivered at each particular school site.
As a result, many of the young people may have received this standard alcohol advice as usual from their
schools, in addition to the ASBI for those randomised to the intervention arm of the trial (see Appendix 4).

Trial process

Study setting and population
Young people aged 14-15 years in Year 10 at secondary schools/academies in four centres, north-east,
north-west, Kent and London, were targeted.

In each of the four geographical centres, school performance league tables®” were reviewed and schools
from the top, middle and bottom of the league tables were contacted. Efforts were made to recruit a
cross-section of schools, including academy schools, schools in deprived areas, faith schools and private
schools. Schools were included if they employed learning mentors (or equivalent members of pastoral staff).

In advance of screening, all parents/caregivers (hereafter referred to as ‘parents’) were sent a letter by the
school informing them that young people would be screened for risky drinking as part of the study in their
child’s school (see documents on project page). Parents had the choice to opt their child out of the study
by completing an opt-out form and returning it to the school in a prepaid envelope. Opt-out consent by
parents was chosen (instead of opt-in) as this was standard practice in schools (see documents on project
page). They were provided with an information sheet to inform consent (see documents on project page).2

At baseline, all participating schools showed an animation video to pupils who had not opted out of the
study. This video detailed the study process. Young people then completed the baseline survey as part
of the screening process (see documents on project page). This screening took place in the PSHE or
registration class on an individual classroom basis.

Young people had the option to (1) not complete the questionnaire (indicative of lack of assent to
screening from the young person), (2) complete the guestionnaire anonymously or (3) complete the
guestionnaire, adding their name and class.?

Those young people who screened positively on the A-SAQ and left their name were eligible for the trial.

Randomisation

Eligible pupils were individually randomised in a one-to-one ratio to the intervention or control arm of the
trial. Randomisation occurred before consent to the trial because of timing constraints: it was not feasible
for the learning mentor to access a real-time randomisation system during the session with the young
person. Therefore, the randomisation was performed earlier on the list of eligible young people and the
allocation was contained in a sealed envelope. Neither the learning mentor nor the young people knew
the arm to which they had been allocated until they opened the envelope after consent had been given.
Young people aged < 16 years provided assent and those aged 16 years provided consent, as per
guidelines issued by the Research Governance and Ethics Committee in the School of Health and Social
Care at Teesside University." Hereafter, assent and consent is referred to as consent.
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An independent statistician not otherwise involved with the study produced a computer-generated
allocation list using random permuted blocks. This statistician was provided with a list of screening
identification numbers (identifying the site, school and young person) for eligible participants, in the form
of a Microsoft Excel® (Microsoft Corporation, Redmond, WA, USA) spreadsheet. This statistician also
undertook randomisation, and an updated spreadsheet, including allocations to the study arms, was
returned to an independent researcher (JF) at Teesside University, where the sealed envelopes containing
the allocation were produced. Numbered envelopes containing a slip of paper indicating the arm to which
each individual had been allocated were then prepared, sealed and sent to each school, to be opened only
when consent had been attained.

School staff identified to deliver interventions

The pilot feasibility trial, which preceded the current trial, identified the learning mentor as the most
appropriate role within the school structure to deliver an alcohol intervention. Learning mentors are
specifically trained to provide a complementary service to teachers and other school staff, addressing the
needs of young people who require assistance in overcoming barriers to learning in order to achieve their full
potential.®® They work with a range of pupils, but they focus on those pupils with multiple disadvantages
that have an impact on their education. Within their established role, learning mentors address issues,

such as punctuality, absence, bullying, challenging behaviour and abuse, disaffection, danger of exclusion,
difficult family circumstances and low self-esteem, as well as underperformance against potential % As part
of this role, learning mentors are routinely required to provide advice and support to young people and, as
such, are well placed within a school setting to deliver an intervention to young people about alcohol use.
In this trial, interventions took place in the learning mentor’s classroom or office space.

Local areas vary in the essential qualifications they look for when appointing learning mentors. However,

at a minimum, learning mentors need to have a good standard of general education, especially literacy and
numeracy, as well as experience of working with young people.’® In the present study, learning mentors
were defined as the members of school staff trained in the delivery of the control condition/intervention to
participating students. However, in practice, within each school, titles, roles and responsibilities varied and
this did not constitute a homogenous professional group. Thus, for consistency, the school staff responsible
for delivering interventions are referred to only as learning mentors throughout the rest of this report.

Control (healthy lifestyles leaflet)

Young people allocated to the control group met with the learning mentor in school during the week
(Monday to Friday). The learning mentor explained the study to them and invited them to participate in the
trial. Once a young person had consented to the trial, the learning mentor provided them with the healthy
lifestyles leaflet (see documents on project page). This leaflet contained advice on eating less fat, sugar and
salt; eating fruit, vegetables and fish; and the importance of breakfast. It also advised readers to ‘move more’.
The healthy lifestyle leaflet was chosen as the minimally acceptable intervention that could be provided to
young people without giving any alcohol advice. No feedback on the alcohol screening results was provided.
The young people in the control group may also have received usual practice advice from the school.

Intervention (brief intervention and alcohol leaflet)
Appendix 5 reports further details on the intervention using the Template for Intervention Description and
Replication (TIDieR) checklist.’® The rest of this section details the intervention.

Young people allocated to the brief alcohol intervention met with the learning mentor face to face in school
during the school week (Monday to Friday), in the learning mentor’s office or an alternative suitable space.
The learning mentor provided feedback on their positive alcohol screen result and invited them to take part
in the trial. Those who consented to the trial received one 30-minute one-to-one interactive session brief
alcohol intervention. The session was developed within the pilot feasibility trial. The essential components of
brief alcohol interventions were adapted for young people within a school setting after consulting with a PPI
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group and piloting the intervention.’ The developed tool was a colourful A3 sheet detailing a six-step
intervention, which was intended to lead to an interactive discussion between the young person and

the learning mentor (see documents on project page). Based on the principles of MI,°2 the intervention
sought to increase the young person’s awareness of risks and enable them to consider their motivations for
changing their alcohol use. It encompassed the elements of the FRAMES approach for eliciting behaviour
change, as outlined in Chapter 7.54 It was expected that young people would be taken out of class to
attend the appointments with learning mentors. The intervention had been found to be feasible and largely
acceptable within the pilot feasibility trial and linked qualitative study. The intervention used in the pilot
trial, however, had included information about the calorie content of alcoholic drinks. Mixed views were
expressed about this content in the pilot feasibility trial and, as such, this was removed from the intervention
delivered in the present trial. Table 7 summarises the intervention and control arms.

TABLE 1 Summary of trial arm components

Rationale, theory or
goal

Materials

Procedure

Intervention
provider

Delivery mode
Location

Session duration
and frequency

Tailoring

Modifications

Fidelity assessment
plan

Fidelity outcome

Comparison condition

Healthy lifestyle leaflet

Provision of healthy lifestyle leaflet

Learning mentor

Information leaflet
School

< 1 minute

None

None

All sessions were to be audio-recorded and a
random 20% sample were to be checked

by an experienced and qualified alcohol
counsellor to ensure differentiation from the
brief alcohol intervention. Those in which no
advice was given were considered to be at
acceptable levels of differentiation

18 sessions were recorded, of which seven
were control, and were deemed to be at
acceptable levels of differentiation

MI to reduce alcohol use

Alcohol advice leaflet

Feedback on alcohol screening results, advice on
recommended alcohol consumption levels and
calculation of participants’ alcohol consumption,
raise awareness of risks associated and delivery of
behaviour change counselling

Learning mentor

Face to face and information leaflet
School

Up to 30 minutes

Yes

Adult recommended alcohol consumption
reduced from 21 to 14 units per week during
study period. The information on the intervention
sheet was not changed; however, the learning
mentor was advised to communicate this change
to participants

All sessions were to be audio-recorded and a
random 20% sample were to be assessed by an
experienced and qualified alcohol counsellor
using the BECCI

11 intervention sessions were audio-recorded.
The mean BECCI score was 1.6, indicating that
behaviour change counselling was being
delivered to ‘some extent’
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Section 1: how many units are in my drink?

This section sought to raise the young person’s awareness of the units of alcohol in drinks they often
consumed. It was comparable with the information commonly provided in simple structured advice.'®
Young people were encouraged to calculate the number of units they drank during a typical drinking day.
This calculation was then used as the basis for discussing the recommended levels for adults and the Chief
Medical Officer's recommendation that young people under the age of 15 years should not drink alcohol at
all; it was also intended to enable personalised feedback about the risks associated with the young person'’s
drinking. The Chief Medical Officer's recommendations on alcohol consumption changed part way through
the trial, stating the alcohol guidelines for all adults and not differentiating between men and women, and
so learning mentors were advised to verbally update the sheet when speaking with each young person. The
young person was also asked how common they perceived alcohol use by young people aged 14-15 years
to be. Learning mentors then advised the young people of the actual numbers before asking them to reflect
on their thoughts about this. This component was informed by social learning theory.'% This information
was delivered in accordance with the elicit-provide-elicit approach to informing within MI.

Section 2: typical drinking day

In section 2, young people were asked to discuss their typical drinking day in more detail. This background
description was intended to provide a useful context for the ensuing discussion about the young person’s
drinking, and associated risk and change. The typical drinking day was informed by the SIPS Brief Lifestyle
Counselling structure (www.sips.iop.kcl.ac.uk/blc.php). It was developed to provide greater structure

and useful prompts about drinking behaviour (with, where, because) for both the young person and the
learning mentor. In particular, the additional prompts were intended to provide information relevant to
the identification of risk (e.g. the location where a young person consumes alcohol, which may increase or
decrease risk) as well as to reinforce positive drinking behaviours (e.g. times when young people drink in
ways that are not risky) and to identify the behaviours that may become the focus of change.

Section 3: are there any risks with my drinking?

Section 3 of the intervention built on section 2 and encouraged the young person to consider the risks
associated with their alcohol use. The intention was that, by asking the young person to identify personally
relevant risks, they would begin to identify motivation for change. It was expected that this would lead
naturally on to how important it is for the young person to change their drinking. Young people were then
advised of the common risks associated with drinking more than the Chief Medical Officer's recommended
levels before being asked to reflect on this in relation to their own drinking. As well as acting as a further
prompt to identifying risks relating to their drinking, the delivery of this information was again in accordance
with the elicit-provide-elicit approach to informing within MI.

Section 4: importance/confidence

Section 4 encouraged the young person to rate the importance of changing their drinking, and their
confidence at their ability to change, using scaling questions. Importance scales are used in behaviour
change counselling to elicit change talk and assess readiness to change.'®> By prompting the young person
to consider what would need to happen for this number to increase, ratings may also be positively affected
and motivation developed. Confidence scales are useful in identifying barriers to change. Exploration around
this can enable the young person to find ways to overcome these barriers and assist in the development of a
coping plan in section 6.

Section 5: what do | think about reducing my drinking?

Section 5 asked the young person to consider the ‘bad’ and the ‘good’ things about reducing their
drinking. Beginning this section with the bad things before moving on to discussing the good things about
reducing consumption enabled pro-change to be reinforced. This is comparable with the ‘Pros and cons of
changing your drinking’, which is included in the extended brief intervention tool (www sips.iop.kcl.ac.uk/
blc.php) and discussed by Rollnick et al.’% The terminology ‘pros and cons’ was changed to ‘good and
bad’ to make the language more age-appropriate.
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Section 6: what could | do about my drinking?

The final section of the intervention was concerned with developing an action and coping plan for change.

It was acknowledged that not all young people would want to agree to such a plan. Those who did were
expected to set their own goals, facilitated by the learning mentor, based on the content of the MI. The
purpose of this section of the intervention was to elicit commitment talk from the young person, % as well

as to identify existing life skills and develop coping strategies to enable young people to achieve and maintain
change. Learning mentors employed a strengths-based approach wherein self-efficacy was promoted. Young
people who did not want to agree a plan to change their alcohol use at the present time were encouraged to
consider a time when they might want to change their drinking and consider the strategies they would employ.

On completion of the brief alcohol intervention, the young people were provided with an alcohol leaflet,
‘Cheers! Your Health’, designed by the Comic Company (www.comiccompany.co.uk/). This leaflet was
identified in the pilot feasibility trial as a suitable, age-appropriate resource that was acceptable to young
people (see documents on project page).

All learning mentors received training from November 2015 to January 2016 before commencing the
study. The training was delivered to learning mentors in group sessions within the school environment by
the trial co-ordinator in each study site. The trainers were themselves trained by Ruth McGovern, a senior
interventionist. Qutreach training has been found to be the most cost-effective implementation strategy for
ASBI delivery in other settings.’®” Microsoft PowerPoint® (Microsoft Corporation, Redmond, WA, USA)
slides were used to guide each training session. This was then followed by an audio-recorded role-play
exercise wherein learning mentors practised delivering the intervention with each other to enable the
development of skills. Learning mentors were required to record one role-play intervention delivery each.
Learning mentors were also trained to issue the participant information leaflet, gather informed consent
from the young person and deliver the alcohol information leaflet. Each training session lasted 2—-3 hours.
An intervention manual was provided to supplement the training (see documents on project page).
Following the training session, an experienced alcohol interventionist (RM) listened to the audio-recorded
role-plays, rated them using the BECCI and provided feedback on the content. This process was to ensure
that learning mentors achieved a minimum standard of fidelity. All learning mentors were required to be
rated at a minimum standard (a score of at least 1 on the BECCI) before they delivered the intervention to
participating young people within the trial. A total of 80 learning mentors were trained from the four
study sites. Four learning mentors were asked to repeat the role-play exercise after detailed feedback

was given on their practice. All four learning mentors met the minimum standard following the second
exercise. The number of learning mentors per school ranged from one to eight.

The research team provided regular support to the learning mentors, including ongoing guidance on
intervention delivery. Co-ordinators made weekly visits/telephone calls and/or sent e-mails to each school
throughout the study period to answer questions or concerns, collect materials from completed interventions
(such as consent forms and hard copies of intervention tools) and encourage learning mentors to complete
outstanding interventions. Finally, learning mentors were provided with a case diary sheet on which they
were asked to record any interactions with the individual young people in the trial (see documents on
project page). This information was used to calculate the time spent on intervention delivery and inform the
cost-effectiveness analysis (see Chapter 5).

Fidelity of an intervention within research refers to the extent to which the intervention is true to the
therapeutic principles on which it is based.'% Researchers need to be able to determine whether or not
the intervention was delivered as intended; this requires the manualisation of the intervention wherein

the philosophy, principles and procedures of the intervention are clearly described. Interventions delivered
with high fidelity promote the ability to associate trial results with intervention effectiveness. A manualised
intervention with verified fidelity enables the research to be replicated or the intervention to be implemented
in practice, if it is shown to be effective.
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Learning mentors were asked to audio-record all sessions with consenting participants that they delivered
during the trial, from which a 20% sample from various time points would be rated to assess fidelity. However,
only 18 recordings (from 11 schools) of the total 443 sessions (control interaction, n =7, 3%; intervention
delivery, n= 11, 5%) were made. Reasons for not recording sessions included the young person’s refusal,
unavailable equipment and human error (i.e. forgetting to record the sessions). Because only a limited number
of sessions were audio-recorded, all 18 recordings were rated. In this study the control condition was simply
assessed as providing no alcohol advice (acceptable levels of differentiation from the alcohol brief intervention)
versus providing any alcohol advice (unacceptable levels of differentiation). All seven recordings were free of
any alcohol advice and, as such, this small selection of recordings were delivered to an acceptable level of
differentiation. The BECCl was used to measure fidelity of the audio-recorded brief alcohol interventions
delivered during the trial. BECCl is a tool developed specifically to measure the microskills of behaviour change
counselling and Ml (e.g. questions, empathic listening statements, summaries).’® The instrument focuses on
the practitioner’s consulting behaviour and attitude rather than the patient’s response. Sessions were rated by
an experienced alcohol practitioner within the research team (RM), who is dual qualified in social work and
counselling to master’s degree level. Scores were given on a range of 0-4 for 15 different items on a checklist,
for which 0 ="not at all’, 1 ="minimally’, 2 = "to some extent’, 3 ='a good deal’ and 4 ='a great extent’. A
mean score was then calculated. Rating was completed in line with the BECCI Manual for Coding Behaviour
Change?? for the purposes of measuring and reporting on the fidelity of intervention delivery within the trial.
The mean BECCI scores for the 11 sessions ranged from 0.3 (behaviour change counselling delivered ‘'not at all’)
to 2.5 (behaviour change counselling skills delivered ‘a good deal’). The mean BECCI score for the 11 recorded
interventions was 1.6 and the median BECCI score was 1.5; these scores suggested that overall the learning
mentors were found to be delivering behaviour change counselling to ‘some extent’. This is similar to the BECCI
scores reported in other studies'© of practitioner-delivered behaviour change counselling. Learning mentors
typically performed well when discussing the risks associated with the young person'’s alcohol use. Lower scores
were observed in respect of microskills relating to discussing and exploring behaviour change.

The small number of interventions recorded is a significant weakness and limits our ability to assess threats
to internal validity.""" It is possible that the learning mentors who did not provide a recording differed in
skill from those who did. Learning mentors may have selected recorded sessions in which they felt they
performed better.
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Chapter 3 Trial methods and results

Key points for Chapter 3

A total of 1064 (23.5%) young people screened positive on the A-SAQ.

Of those, 443 young people were recruited to the trial from 30 schools in four areas.

Follow-up data at 12 months were collected from 84.4% of those recruited.

There was evidence of a reduction in drinking across the trial, as reflected in a change in AUDIT score

over the 12-month period.

® Thirty-eight (21%) young people in the intervention arm and 55 (28%) in the control arm reported
drinking no alcohol in the previous 28 days on the TLFB.

® There were few or no differences between the trial arms in the distribution of variables summarising
alcohol consumed in the previous 28 days from the TLFB.

® There were few or no differences between the trial arms in the distribution of survey variables summarising

other drinking-related aspects, smoking, psychological well-being and sexual behaviour at 12 months.

Trial summary
Inclusion criteria

Young people aged 14-15 years, inclusive.

Parents had not opted them out of the study.

Scored positive on the A-SAQ and left their names.

Were willing and able to provide informed written consent for intervention and follow-up.

Exclusion criteria

® Were already seeking or receiving help for an alcohol use disorder.
® Had recognised mental health or challenging behaviour issues, identified by school staff.

Sample size and power

The sample size was calculated to have a 90% power to detect a standardised difference of 0.3 (which
equated to a ratio of 1.5 in geometric means) in total alcohol units consumed in 28 days, using a significance
level of 5%. Parameter estimates came from the pilot trial' (mean year group size =210, 87% completing
baseline questionnaire, 80% recruited to trial and 88% providing data at the 12-month follow-up). In the
pilot trial we found that 18% of young people had screened positive and left their names. However, given
that the numbers screening positive were anticipated to be lower in the south of England, and the extra
efforts put in place in the current trial to encourage young people to leave their names on the questionnaires,
it was estimated that this figure would be 20% in the full trial. Using these estimates, follow-up data would
be required from 235 young people per arm. The number required to have follow-up data if the power was
reduced to 80% was 176. Given the difficulty in recruiting sufficient numbers, the target for power was later
reduced from 90% to 80%, after discussion with the TSC and DMEC.

Statistical analysis plan

Individual site staff input the trial data into a MACRO™ (Elsevier Limited, London, UK) database held and
maintained by the Newcastle Clinical Trials Unit. Data were extracted from MACRO into statistical software
package Stata® version 14 (StataCorp LP, College Station, TX, USA)." A complete statistical analysis plan
providing full details of all statistical analyses, variables and outcomes was finalised and signed before the
final database download. Scoring systems for numerical scales are shown in Appendix 6. All analyses were
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carried out on an intention-to-treat basis, retaining patients in the analysis group to which they had been
randomised and including any protocol violator and ineligible participants.

Descriptive analyses

After the recruitment of schools, the flow of young people through the study was presented using a
Consolidated Standards of Reporting Trials (CONSORT)? flow diagram (Figure 2). The number of young
people in the age group, how many completed baseline questionnaires, how many screened positive, how
many assented and how many completed the 12-month follow-up were reported by region and by school.
Any reasons for not completing follow-up were reported when known. Descriptive statistics were used

to report the pupil-level baseline data, by arm. These included all measures reported in the baseline
guestionnaires, reported as comparisons of percentages and means or medians as appropriate.

Inferential analyses

It was planned to use multiple linear regression to compare the primary outcome (mean number of
units consumed in the previous 28 days) between the two trial arms at 12 months, estimating the
difference between mean scores and adjusting for any imbalance in key covariates, namely gender,

( )

Young people in Year 10 within schools
(n=4584)

v

Complete baseline questionnaire
(n=4523)

v

Screen positive
(f’) =1 064)

v

Assent to study
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. | J
I ]

Control Intervention

(n=233) (n=210)

Ineligible Ineligible'
(screen negative) (screen negative)
(n=3) (n=1)
v | v

Follow-up at | Follow-up at

12 months -———A 12 months
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' !

e Withdrawn by participant, n=1

e Withdrawn by school, n=6 e Withdrawn by participant, n=1
e Unavailable for follow-up, n=27 e Unavailable for follow-up, n=27
¢ TLFB (only) not complete, n=3 * TLFB (only) not complete, n=3

FIGURE 2 The CONSORT flow diagram.
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region (north-east, north-west and south), level of deprivation (percentage of free school meals) and
baseline AUDIT score. Data from the London and Kent areas were combined as the ‘south’ region as there
were very few young people providing responses at baseline and 12 months in London schools. If, as was
considered likely, the primary outcome was skewed, the statistical analysis plan stated that there would be
a logarithmic transformation and results would be presented as ratios of geometric means. Alternatively,
other root transformations could be considered and confidence intervals (Cls) around differences in

means would be obtained by bootstrapping. However, at 12 months a substantial minority of participants
reported consuming O units of alcohol. This made it impossible to use a logarithmic transformation, and
root transformations did not deal with the skewness. Hurdle models® were considered to deal with the
zero inflation, but convergence was not achieved for all variables. It was therefore decided to use quantile
regression to model the median number of units consumed in the previous 28 days using the same covariates:
the results were very similar to those of the Hurdle models when results were available. The majority of
secondary outcomes were analysed similarly. The only exception was the comparison of the proportions who
had reduced their drinking below hazardous (or dependent) levels between baseline and 12 months; this was
done by logistic regression, adjusting for the same covariates as for other outcome variables.

In a post hoc analysis, Bayes factors were calculated to determine the strength of support for the
alternative hypothesis (Ha: the intervention shows some difference in alcohol consumption between trial
arms) versus the null hypothesis (Ho: no effect). Bayes factors can determine whether there is simply a lack
of evidence for the alternative hypothesis or whether the evidence supports the null hypothesis. A Bayes
factor of > 1 indicates support for H,, whereas one of < 1 indicates support for H,. Values of Bayes factors
of >3 or < 1/3 are regarded as substantial evidence for the alternative or null hypothesis, respectively.

Exploratory analysis included investigating differences in the primary outcome by gender, deprivation
(percentage of free school meals) and levels of drinking at baseline (A-SAQ). Gender and A-SAQ
differences were illustrated by box plots, and associations with deprivation were illustrated by a scatter
plot. The levels of drinking according to the A-SAQ at baseline were categorised as those drinking ‘more
than 3 units on four or more times in the last 6 months but not every month’, those drinking ‘at least once
a month’ and those drinking ‘at least once a week (including those drinking daily)". It had been planned

to look at the extent of the intervention received, but as all of the young people allocated to the brief
intervention received it, no such analysis was necessary.

The recruitment of schools took place between November 2015 and June 2016. During this period, 154
schools were invited to take part (north-east, n = 44; north-west, n = 35; London, n = 36; and Kent, n = 39).
Thirty-three schools were recruited (north-east, n = 13; north-west, n =7; London, n=5; and Kent, n = 8),
few of the non-participating schools gave reasons for not taking part, but those that did mentioned
impending school closure (n = 1), lacking time or staff availability (n = 7), having a policy not to take part
in surveys (n = 1) and lacking agreement with elements of the research (n = 2). Two schools that initially
agreed to take part subsequently withdrew shortly after recruitment: one in the north-west did not like the
sexual health questions, whereas the other, in Kent, withdrew because of school closure. A third school in
London later withdrew because of issues with the trial; this was after the young people had been screened
but before the meetings to obtain consent had taken place. The number of schools recruited had to be
increased from the 20 planned, partly because the average year-group size was much smaller than
anticipated from our experiences in the pilot trial.

Recruitment at the young person level is summarised in the CONSORT flow diagram (see Figure 2). Table 2
shows the figures on recruitment, screening, consent and randomisation, by area. Among the schools
recruited, 4523 (98.7 % of the year groups) pupils completed the baseline questionnaire and 1064 (23.5% of
those completing the questionnaire) screened positive. Of those screening positive, 443 (41.6%) consented
to take part in the study by providing their names. Using the pilot study data," we had expected that 14%

of those surveyed would screen positive and consent to take part in the trial, whereas we managed to
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TABLE 2 Recruitment numbers, by area

Number of Randomised to (n)

Surveys completed  Surveys positive
Young people (% of young people (% of surveys Consent to study

in year in year) completed) (% of positive) Intervention  Control
North-east 2132 2115 (99.2) 579 (27.4) 241 (41.6) 116 125
North-west 734 715 (97.4) 139 (19.4) 59 (42.4) 27 32
London 677 665 (98.2) 97 (14.6) 5(5.2) 2 3
Kent 1041 1028 (98.8) 249 (24.2) 138 (55.4) 65 73
Total 4584 4523 (98.7) 1064 (23.5) 443 (41.6) 210 233

recruit only 443 out of 4584 (9.7%). The lower than anticipated numbers eligible and willing to take part
was largely explained by fewer than expected screening positive on the A-SAQ. Four young people scored
negative on the A-SAQ and were incorrectly included, even though they were ineligible, through human
error. Three of these were randomised to the control group and completed the 12-month follow-up, but
the one randomised to the intervention group withdrew before the intervention. It can be seen that the
screen-positive rate varied by area (north-east, 27.4%; north-west, 19.4%; London, 14.6%; and Kent,
24.2%). Table 2 also shows the trial arm to which each young person was randomised. All 210 young
people randomised to intervention received the brief intervention. The numbers screening positive and
assenting to the study broken down by area and school are shown in Appendix 7. Table 3 summarises
the numbers of young people ineligible, withdrawn and lost to follow-up.

TABLE 3 Follow-up withdrawals and loss

Trial arm (n)

Intervention

Ineligible
Enrolled in trial but had not screened positive on A-SAQ 1 3
Total 1 3
Withdrawal
Withdrawn: student no longer wished to participate 2 1
Withdrawn by school: poor attendance/disciplinary issues 0 4
Withdrawn by school: health reasons 0 2
Total 2 7
Lost to follow-up/unavailable for follow-up
Lost to follow-up: participant left school 10 14
Lost to follow-up: reason unknown 1 2
In exam/absent on day of scheduled follow-up 3 6
Lost to follow-up: not contacted within 30 days 13 5
Total 27 27
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Appendices 8 and 9 show the distribution of the baseline characteristics (categorical and questionnaire
responses) of three groups of young people: those screening positive and consenting to the trial, those
screening positive and not assenting and those who screened negative. There are similar baseline
characteristics between the two subgroups who screened positive, but those who screened negative
differed from the screen-positive subgroups in terms of smoking, drinking and sexual behaviour.

Follow-up data at 12 months were collected on 374 young people (84.4% of those recruited to the trial).

A few young people did not complete the TLFB, but that information was available for 368 participants
(83.0% of those recruited). The numbers providing data on the TLFB and other questionnaires at 12 months
in each area are shown in Table 4. Numbers by area and by school can be found in Appendlix 10.

Baseline characteristics, by trial arm

Descriptive statistics for all measures reported in the baseline questionnaires are summarised by trial arm in
Tables 5 and 6: the distributions were balanced between the intervention and control arms. Overall, 46%
of young people randomised admitted ever smoking a whole cigarette, the majority of whom had begun

TABLE 4 Numbers providing follow-up data

Trial arm
Intervention Control
TLFB 12-month TLFB 12-month
complete, questionnaire complete, questionnaire
Randomised (n) n (%) complete, n (%) Randomised (n) n (%) complete, n (%)
North-east 116 98 (84.5) 98 (84.5) 125 110 (88.0) 110 (88.0)
North-west 27 25(92.3) 25(92.3) 32 27 (84.4) 26 (81.3)
London 2 1 (50.0) 1 (50.0) 3 3(100.0) 3(100.0)
Kent 65 54 (83.1) 57 (87.7) 73 56 (76.7) 58 (79.5)
Total 210 178 (84.8) 181 (86.2) 233 196 (84.1) 197 (84.5)

TABLE 5 Categorical baseline variables

Trial arm, n (%)

VELELE Intervention (N = 210) Control (N = 233)

Demographics

Gender
Female 106 (50.5) 115 (49.4)
Male 104 (49.5) 118 (50.6)

Ethnicity
White 189 (90) 213 (91.4)
Black 4(1.9) 4(1.7)
Mixed 14 (6.7) 12 (5.2)
Asian 1(0.5) 2 (0.9
Not known 1(0.5) 0(0)
Other 1(0.5) 1(0.4)
Missing 0 (0) 1(0.4)

continued
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TABLE 5 Categorical baseline variables (continued)

Trial arm, n (%)

Variable Intervention (N = 210) Control (N =233)

Use of leisure time

When you have free time do you mainly

Go round to a friend’s house (or have them come round to yours) 59 (28.1) 75 (32.2)
Go out somewhere with friends 124 (59) 123 (52.8)
Spend time with your family 25(11.9) 32 (13.7)
Spend time with brother(s) and/or sister(s) 9 (4.3) 19 (8.2)
Spend time by yourself 61 (29) 58 (24.9)
None of these 13(6.2) 14 (6)
Did not answer 3(1.4) 2 (0.9
Smoking
How old were you when you smoked a whole cigarette for the first time?
| have never smoked a whole cigarette 115 (54.8) 122 (52.4)
8 years old or younger 2(1) 6(2.6)
9 or 10 years old 5(2.4) 8 (3.4)
11 or 12 years old 32(15.2) 40 (17.2)
13 or 14 years old 47 (22.4) 44 (18.9)
Over 14 years old 9 (4.3) 9 (3.9
Did not answer 0 (0) 4(1.7)

During the past 30 days, on the days you smoked, how many cigarettes did you smoke per day?

| did not smoke cigarettes during the last 30 days 151 (71.9) 161 (69.1)
Fewer than 1 13(6.2) 12 (5.2)
1 8(3.8) 9(3.9)
2-5 18 (8.6) 23(9.9)
6-10 13(6.2) 15 (6.4)
11-20 7(3.3) 5(2.1)
More than 20 0(0) 6 (2.6)
Did not answer 0 (0) 2 (0.9)

Energy drinks

How many times per week do you usually drink energy drinks?
Never 57 (27.1) 47 (20.2)
Less than once 57 27.1) 69 (29.6)
Once 24 (11.4) 36 (15.5)
2-4 days 40 (19) 44 (18.9)
5-6 days 11(5.2) 11 (4.7)
Every day once per day 9 (4.3) 8 (3.4)
More than once per day 12 (5.7) 17 (7.3)
Did not answer 0 (0) 1(0.4)

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



DOI: 10.3310/phr07090 PUBLIC HEALTH RESEARCH 2019 VOL. 7 NO. 9

TABLE 5 Categorical baseline variables (continued)

Trial arm, n (%)

Variable Intervention (N = 210) Control (N = 233)

Risky sexual behaviour

After drinking alcohol, have you ever engaged in sexual intercourse that you regretted the next day?

No 71 (33.8) 74 (31.8)

Yes 22 (10.5) 16 (6.9)

| have never engaged in sexual intercourse 111 (52.9) 136 (58.4)

Did not answer 6(2.9) 7 (3)
After drinking alcohol, have you ever engaged in sexual intercourse without a condom?

No 71(33.8) 68 (29.2)

Yes 22 (10.5) 23(9.9)

| have never engaged in sexual intercourse 111 (52.9) 132 (56.7)

Did not answer 6(2.9) 10 (4.3)
A-SAQ

In the last 6 months how often have you drunk more than 3 units of alcohol?

Never 0(0) 0(0)
Fewer than four times 1(0.5) 3(1.3)
Four or more times but not every month 79 (37.6) 98 (42.1)
At least once a month but not every week 92 (43.8) 92 (39.5)
Every week but not every day 36 (17.1) 37 (15.9)
Every day 2(1.0) 3(1.3)

TABLE 6 Baseline data, by trial arm

Measure n Minimum LQ Median uQ Maximum Mean SD
AUDIT
Intervention 210 0 3 6 " 28 7.6 5.6
Control 232 0 3 6.5 10 40 7.6 6.4
AUDIT-C
Intervention 210 0 2 3 5 10 3.8 2.1
Control 232 0 2 4 5 12 4.0 2.4
RAPI
Intervention 207 0 1 5 12 45 8.1 9.9
Control 225 0 1 3 9 48.1 6.5 8.7
WEMWBS
Intervention 194 14 37 47 53 70 454 12.0
Control 207 14 40 46 54.9 70 46.4 1.4
continued
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TABLE 6 Baseline data, by trial arm (continued)

DMQ-R - coping
Intervention 206 1 1 1.4 24 5 1.8 1.0
Control 228 1 1 1.2 2.2 5 1.7 0.9
DMQ-R - social
Intervention 207 1 1.8 24 3.6 5 2.7 1.1
Control 228 1 1.6 24 33 5 25 1.0

DMQ-R - conforming
Intervention 206 1 1 1 1.2 5 1.3 0.7
Control 227 1 1 1 1.2 5 1.3 0.7
DMQ-R - enhancement
Intervention 207 1 1.2 1.8 2.6 4.4 2.1 1.0
Control 228 1 1.2 1.6 2.4 5 2.0 1.0

LQ, lower quartile; UQ, upper quartile.

smoking between the ages of 11 and 14 years. However, only 29% stated that they had smoked during
the previous 30 days. Fifty-six per cent of young people who responded said that they had never engaged
in sexual intercourse. Of those who had, 21% said that they had engaged in intercourse that they had
regretted the next day, and 24% said that they had engaged in intercourse without a condom. The median
AUDIT score was 6, with a range of 0-40 (the percentages of hazardous and dependent drinking are
shown in Table 8). The RAPI score, concerning alcohol-related problems, had a median of 4 and a range of
0-48. The WEMWABS score, measuring psychological health, had a median of 46 and a range of 14-70
(see Tables 5 and 6).

Twelve-month outcomes, by trial arm

The four outcome variables derived from the 28-day TLFB are reported in Table 7: this gives the descriptive
statistics per trial arm and the unadjusted and adjusted difference in medians with 95% Cls. The
distribution of the primary outcome by trial arm and region is shown in Figure 3.

It can be seen that a substantial minority of young people reported consuming no units of alcohol in the
previous month (intervention arm, n =38, 21%; control arm, n =55, 28%), particularly in the north-west
schools. However, a few young people reported consuming a very large number of alcohol units.

The median values of the primary outcome (total units consumed in previous 28 days) were 7.3 in the
intervention arm and 7.7 in the control arm. The results of the quantile regression gave an adjusted
difference (intervention — control) in median total units of 0.8 (95% Cl -2.5 to 4.0), indicating that there
was no statistically significant difference in the alcohol consumed by young people, whether or not they
received the intervention. It can be seen in Table 7 that the distributions are very similar between trial arms
for all four variables derived from the TLFB: the adjusted differences in medians between trial arms were all
close to 0. This shows that there were no differences in other aspects of alcohol consumption between
young people who received the intervention and those who did not.

The null finding requires further exploration to explore whether it is indicative of being valid, insensitive
or invalid. To explore this, we calculated the Bayes factor using the methods outlined by Dienes et al.?
To estimate the Bayes factor, we estimated the effect size difference between the groups on the primary
outcome measure. As the median difference is equivalent to the mean difference for distributions that are
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TABLE 7 Twelve-month measures, by trial arm

Difference (95% Cl)

Measure n Minimum LQ Median UQ Maximum Mean SD Unadjusted Adjusted

Number of units of alcohol consumed over previous 28 days
Intervention 178 0O 1.8 7.3 18.5 217.4 16.2 279 -05(42t03.1) 0.8(-2.5t04.0)
Control 196 0 0 7.7 18.0 88.7 13.2 175

Percentage day abstinence over previous 28 days
Intervention 178 42.9 89.3 929 96.4 100 921 9.1 -36(49t0o-22) -04(-22t01.5)
Control 196 57.1 89.3 96.4 100 100 93.0 74

Number of days > 2 units consumed over previous 28 days
Intervention 178 0O 0 1 2 16 1.8 22 00(04t004) 0.3(0.1t00.7)
Control 196 0 0 1 2 8 1.5 1.7

Drinks per drinking day

Intervention 178 0 1.5 4.2 7.8 288 53 52 00(-131t01.3) -0.5(-1.6t0 0.6)
Control 196 0 0 3.9 7.6 295 49 5.2

AUDIT
Intervention 181 0O 3 5 8 21 5.7 42 00(-1.1t01.1)  -0.1(-1.0t00.8)
Control 197 0 2 5 8 23 5.5 4.3

AUDIT-C
Intervention 180 0O 2 3 5 10 3.7 2.1 0.0(-0.6t0 0.6) 0.1(-0.4t00.7)
Control 197 0 2 3 5 9 34 22

RAPI
Intervention 181 0 0 3 7 29 45 53 00(-13t013) 02(-08t01.2)
Control 197 0 0 3 6 35 4.0 4.8

WEMWABS
Intervention 178 21 43.1 50 55 69 489 9.0 1.0(-1.6t03.6) 1.7 (-0.7 to 4.1)
Control 194 24 41 49 55 69 486 94

DMQ-R - coping
Intervention 181 1 1 1.4 18 4 1.5 06 0.0(-0.2t00.2) -0.1(-0.31t00.1)
Control 197 1 1 1.4 2 4.2 1.6 0.7

DMQ-R - social
Intervention 181 1 2 2.6 36 5 2.7 1.0 0.2(-0.11t00.5) 0.1 (-0.2t0 0.5)
Control 197 1 1.8 24 32 5 2.6 1.0

DMQ-R - conforming
Intervention 181 1 1 1 1.2 36 1.1 0.4 0.0(-0.2t00.2) 0.0 (-0.04 to 0.04)
Control 197 1 1 1 1.2 34 1.1 0.3

DMQ-R - enhancement
Intervention 181 1 1.2 16 24 5 1.9 09 -0.2(-041t00.03) -0.1(-0.3t00.2)
Control 197 1 1.2 1.8 24 44 1.9 0.8

LQ, lower quartile; UQ, upper quartile.
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similar but not necessarily symmetrical, we tested this assumption by examining the coefficient plots for both
guantile and ordinary least squares regression. After confirmation we established the effect size difference
and associated Cls using 1000 bootstrap replications stratified by school, 0.0004 (standard error 0.013).

We used a recent systematic review of brief interventions for adolescent alcohol users®” and this estimated
that the effect size difference on alcohol consumed was of the order of 0.27 (standard error 0.055), similar
in magnitude to that proposed in the sample size calculation. The resulting Bayes factor was 0.30, and

is strong evidence in support of the null hypothesis, that there is no difference between the groups in
alcohol consumed.

Other secondary outcomes were those from questionnaires (AUDIT, AUDIT-C, DMQ-R, RAPI and WEMWBS).
Table 7 shows the distribution of questionnaire scores by trial arm at 12 months. It can again be seen that
the distributions were very similar by trial arm: the adjusted differences in medians between trial arms were
close to 0, with little evidence that the results were consistent with a large difference on any scale.
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Those young people who reported risky drinking as defined by AUDIT score are described in Table 8

using cut-off points of 4 (indicating hazardous drinking) and 8 (indicating dependency). Table 8 shows the
numbers in each trial arm who reported hazardous and dependent drinking at baseline and 12 months, and
the results of the logistic regression compare the odds of reducing levels from hazardous to non-hazardous
over 12 months between arms (for those who were hazardous at baseline), and similarly for dependent
levels. The adjusted odds ratio comparing those who became non-hazardous between intervention and
control arms was 0.91 (95% Cl 0.54 to 1.56), indicating little association between trial arm and becoming
non-hazardous. That comparing the odds of becoming non-dependent was 0.55 (95% Cl 0.29 to 1.04):
the odds ratio was further away from 1 in this analysis, but was based on a smaller sample size. For both
cut-off points, the number of young people in these categories had reduced at 12 months, although there is
little evidence of any difference between control and intervention arms.

Changes in the A-SAQ score from baseline to 12 months reflected the changes in how much and how
regularly young people drank alcohol. At 12 months, 60% of young people in the intervention arm and
59% in the control arm reported that they had reduced their drinking. Only a small proportion of young
people said that they were drinking more at 12 months. These changes are shown in Table 9.

The changes in smoking status from baseline to 12 months are shown in Table 710. Twenty-three (12.8%)

young people had started smoking during this period in the intervention arm, compared with 28 (14.4%)
in the control arm. Similar numbers had reported smoking either more or fewer cigarettes over time.

TABLE 8 AUDIT scores, by trial arm

AUDIT score (%)

> 4 (hazardous)

Intervention (n = 181) Control (n = 196)
Baseline 71.3 66.8
12 months  60.8 60.7

Odds ratio (95% CI) of baseline hazardous

drinkers becoming non-hazardous at 12 months®

n=129 n=131
Unadjusted  0.91 (0.54 to 1.56) 1.00
Adjusted 1.04 (0.53 to 1.56) 1.00

> 8 (dependence)
Intervention (n = 181) Control (n = 196)
40.3 424

29.8 28.6

Odds ratio (95% ClI) of baseline dependent
drinkers becoming non-dependent at 12 months®

n=173 n=283
0.55(0.29 to 1.04) 1.00
0.54 (0.28 to 1.02) 1.00

a The sample includes only those drinkers who were hazardous/dependent at baseline.

TABLE 9 Changes in A-SAQ, by trial arm

Trial arm, n (%)

Drinking level

Reduced drinking 108 (60.0)
Drinking at same level 47 (26.11)
Increased drinking 25(13.9)

Intervention (N = 180)

Control (N = 195)
115 (59.0)

55 (28.2)
25(12.8)
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TABLE 10 Smoking status, by trial arm

Trial arm, n (%)

Smoking status Intervention (N = 180) Control (N = 195)

Never smoked 76 (42.2) 83 (42.6)
Started smoking 23(12.8) 28 (14.4)
Smoking more 20 (11.1) 17 (8.7)

Smoking less 25(13.9) 28 (14.4)
Still smoking (same amount, or amount unknown) 36 (20.0) 39 (20.0)

The changes in risky sexual behaviour are reported in Tables 17 and 72. The number of young people

who had engaged in sexual intercourse that they regretted over the 12-month period was 11 in the
intervention arm and 12 in the control arm. The number of young people who had engaged in sexual
intercourse without a condom over the 12-month period was 12 in the intervention arm and 10 in the
control arm. However, data were missing at 12 months for a substantial minority, and there were some
inconsistent results (e.g. reporting that they had engaged in risky sexual behaviour at baseline, but that
they had never engaged in sexual intercourse at 12 months). The questions were asked as ‘have you ever?’
and so young people reporting risky sexual behaviour at baseline and at 12 months could have been
referring to the same event. Any results need to be interpreted with some caution because of these issues.

TABLE 11 Regretted sexual intercourse

12 months? (n)

Intervention (N =210) Control (N =233)
Never engaged in Never engaged in

Baseline No Yes sexual intercourse Missing No Yes sexual intercourse Missing
No 45 9 8 37 15 14
Yes 5 1 4
Never engaged in sexual 15 53 18
intercourse
Did not answer 3 0 2 1 5 0 2 0

a The combinations of responses that denote new risky behaviour during the 12 months are shaded.

TABLE 12 Intercourse without a condom

12 months? (n)

Intervention (N = 210) Control (N = 233)
Never engaged in Never engaged in

Baseline No Yes sexual intercourse Missing No Yes sexual intercourse Missing
No 45 8 8 38 14 14
Yes 9 7 1 5 2 8
Never engaged in sexual 38 56 15 54 16
intercourse
Did not answer 3 0 2 1 8 0 2 0

a The combinations of responses that denote new risky behaviour during the 12 months are shaded.
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The changes in consumption of energy drinks from baseline to 12 months are shown in Table 13.
Ninety-two (51.1%) young people in the intervention arm either had stopped consuming such drinks
or reported consuming fewer during the period; the corresponding number in the control arm was

82 (42.0%).

TABLE 13 Energy drinks intake, by trial arm

Trial arm, n (%)

Energy drinks intake Intervention (N = 180)
Never consumed energy drinks 37 (20.6)

Has stopped consuming energy drinks 37 (20.6)

Has started consuming energy drinks 13(7.2)

Is consuming more energy drinks 10 (5.6)

Is consuming fewer energy drinks 55 (30.6)

Is consuming the same number of energy drinks 28 (15.6)

Control (N = 195)
29 (14.9)

31(15.9)
13(6.7)

21(10.8)
51(26.2)
50 (25.6)

Exploratory analyses

Exploratory analyses around units consumed by gender and alcohol consumed in relation to free school

meals are shown in Figures 4 and 5.
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FIGURE 4 Alcohol units consumed, by gender.
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Young people were categorised by level of drinking according to the A-SAQ at baseline. Figure 6 illustrates
the total units consumed in the previous 28 days at 12 months for these groups by trial arm. Those who
had been drinking more heavily at baseline were also the heaviest drinkers at 12 months, regardless of
whether they were in the control or the intervention group. There was no indication that the intervention
was more effective in any baseline drinking level subgroups.
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FIGURE 6 Levels of drinking, by trial arm.
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Chapter 4 Qualitative methods and results

Key points for Chapter 4

® Semistructured interviews were conducted with nine teaching staff, 21 learning mentors, 33 young
people and two parents (n = 65).

® Qverall, school-based staff, young people and parents all felt that the intervention was interesting and
could have an impact on young people who were drinking alcohol. However, most participants felt
that the screening tool was too sensitive and targeted young people who were consuming only small
amounts of alcohol, and could be adapted in the future to allow the school to forgo screening and
instead target people whom they believed to be drinking excessively and would, in their opinion,
warrant an intervention. Given that many young people receiving the intervention were not those
whom the school would have known were drinking alcohol, a targeted approach could potentially miss
many young people who would benefit from an intervention.

® The intervention materials were well received by young people and school-based staff. The intervention
worksheet was viewed as a useful tool for engaging young people in conversation about risky behaviour.
However, school-based staff and young people felt that there was too long an interval between different
elements of the study. Whereas the screening was conducted before Christmas in all schools, some
intervention and control sessions were not arranged until the following June, although it was up to the
school to arrange individual appointments.

® Qverall, the impact on learning mentor workloads within the school was seen as manageable, although
this varied greatly. The number of learning mentors within the school, the number of young people
randomised and support from other staff within the school all determined the amount of time needed
to complete the intervention sessions.

® The interviews indicated that learning mentors could be well suited to conduct alcohol screening and
brief interventions, as these complement the work that they currently do. However, it must be noted
that, despite their less formal role within the school, learning mentors may still be viewed as being in a
position of authority, which may affect whether or not young people disclose information.

Introduction

To explore the perceptions on delivery of ASBIs in the school setting, a qualitative approach to data
collection was adopted, using semistructured interviews with teachers, learning mentors, young people
and parents.

Qualitative analysis plan
A complete qualitative analysis plan, providing full details of all qualitative analyses, was finalised and
signed before the final analyses were undertaken.

Learning mentor and teacher interviews

Interviews were conducted with learning mentors who delivered the intervention in the school setting,
and with teaching staff who approved the study in their school. The aim of the interviews with learning
mentors and teachers was to understand the mechanisms and processes of implementing the intervention
and also how it could be embedded into the work of staff.
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QUALITATIVE METHODS AND RESULTS

Methods

The interviews with learning mentors and teachers were informed by theory on the likelihood of embedding
study interventions in clinical practice, namely normalisation process theory (NPT)."2 The interview guide was
linked to intervention implementation, such as role legitimacy (appropriateness of role/parental views, any role
conflicts), adequacy (training, how the young people are identified, how the intervention is conducted) and
support (time available, support from school and parents). NPT considers factors that affect implementation

in four key areas: (1) how people make sense of a new practice (coherence), (2) the willingness of people to
sign up and commit to the new practice (cognitive participation), (3) people’s ability to take on the work
required of the practice (collective action) and (4) activity undertaken to monitor and review the practice
(reflexive monitoring).

Recruitment

All learning mentors who delivered the control or intervention materials to young people in their school
(n =80) and all teaching staff who were involved in facilitating and arranging the ASBIs within schools

(n = 30) were invited to take part in a one-to-one interview with their local trial co-ordinator to share their
experiences of delivering ASBIs. Invitation letters (see documents on project page) and information sheets
(see documents on project page) were e-mailed to all eligible participants, who were asked to complete
a pro forma (see documents on project page) indicating their age, ethnicity, role and length of time in
current role, if they were interested in taking part in an interview.2 We aimed to recruit a sample of

24 participants to these interviews: 12 learning mentors and 12 teachers. A sampling framework was
used to identify learning mentors and teaching staff for the interviews based on their answers on the pro
forma. The populated sampling framework, aiming for sample variation, was based on gender, job role,
ethnicity and time in job. It can be seen in Table 14.

Data collection

A semistructured interview guide was prepared in advance of the interviews, informed by NPT (see documents
on project page).''3 Several other questions were also included to enhance understanding of the school
context and priorities in which an ASBI may be implemented. Questions included ‘what are the main issues
your school is concerned with at the minute?’ and "how does your school normally deal with issues around
alcohol use by young people?’ Interviews were conducted on school premises by one of the four trial research
co-ordinators in their area (GM, NH, SB and JoF). Informed written consent (see documents on project page)
was obtained from each participant immediately before the interview.

Analysis

All interviews were audio-recorded and transcribed verbatim, with any identifying information removed from
the transcripts. The interviews were then analysed using a framework analysis technique. Open coding was
employed, with the codes grouped into themes and subthemes. Then a coding framework based on the
principles of NPT''3 was applied (GM, SB and AR). A proportion of transcripts were second coded by an
independent researcher (SS and GM), with disagreements resolved through discussion. Following second
coding, the framework was further refined before the research team agreed the final themes.

Results

Participants

A total of 30 interviews with learning mentors and school-based staff who took part in the trial were
conducted to reach data saturation: 21 learning mentors and nine teachers (one interview involved two
learning mentors).

Interviews were conducted in 19 secondary schools across England and, on average, lasted 39 minutes

(range 12-102 minutes). Participant characteristics for the learning mentor and teaching staff interviews
are given in Table 15.
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TABLE 15 Participant characteristics

Characteristic

Gender Ethnicity Years in job

Learning mentors

Learning mentor 1 Female White 5-10 North-west
Learning mentor 2 Female Black > 10 London
Learning mentor 3 Female White <5 North-west
Learning mentor 4 Male White <5 North-east
Learning mentor 5 Male White 5-10 North-east
Learning mentor 6 Female White >10 North-west
Learning mentor 7 Female White > 10 Kent
Learning mentor 8 Male White <5 North-east
Learning mentor 9 Female White <5 Kent
Learning mentor 10 Female White <5 Kent
Learning mentor 11 Female White > 10 North-east
Learning mentor 12 Female White 5-10 North-west
Learning mentor 13 Male White > 10 North-east
Learning mentor 14 Female White > 10 North-west
Learning mentor 15 Female White >10 North-west
Learning mentor 16 Male White > 10 North-east
Learning mentor 17 Male White <5 Kent
Learning mentor 18 Female White <5 Kent
Learning mentor 19 Male White <5 North-east
Learning mentor 20 Female White <5 Kent
Learning mentor 21 Female White 5-10 Kent
Teachers

Teacher 1 Male White <5 London
Teacher 2 Female White 5-10 Kent
Teacher 3 Female White <5 London
Teacher 4 Male White 5-10 North-west
Teacher 5 Male White <5 North-east
Teacher 6 Female White 5-10 Kent
Teacher 7 Male Mixed <5 North-west
Teacher 8 Female White 5-10 North-east
Teacher 9 Female White > 10 North-west
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Five themes were identified: (1) learning mentors’ understanding of alcohol use by young people, and

of their role in delivering ASBIs; (2) initiating and sustaining ASBIs; (3) factors influencing successful trial
delivery; (4) the impact on staff and young people; and (5) embedding the intervention into routine
practice. These themes are explained in more detail below. Table 76 illustrates how these themes map on

to the core components of NPT."3

Learning mentors’ understanding of alcohol use by young people, and of their role in
delivering alcohol screening and brief interventions (coherence)
A common theme that emerged from the interviews centred on the belief that alcohol use among young
people has been declining in recent years. Learning mentors’ shared belief that alcohol use is declining is
likely to affect their views on the benefits of the intervention. This was indicative of a general feeling that
young people’s alcohol use is not something to be concerned about and that only those young people

who are putting themselves at immediate risk of harm warrant an alcohol intervention:

That is what we found, is it not, when we did the talking to them, are you putting yourself at risk,
and they are like, well, not really. If it is in your house, what risk are you putting yourself into?

TABLE 16 Mapping of themes to NPT

Learning mentor 1

Learning mentor understanding of alcohol use and their role in delivering alcohol screening and brief interventions

Subtheme  Comparison of intervention
with existing practice

Understanding of alcohol
use by young people

NPT Coherence
construct

Coherence

Initiating and sustaining ASBIs

Subtheme  Enrolment in and sustaining Pupil engagement
ASBIs

NPT Cognitive participation Cognitive participation

construct

Factors influencing successful delivery of intervention

Subtheme  External factors impacting on Confidence that young

capacity people are being honest
NPT Collective action Collective action
construct

Reflecting on the impact on staff and young people

Benefits for staff
development

Subtheme  Appraisal of the intervention
on young people’s drinking

NPT Reflexive monitoring
construct

Reflexive monitoring

Embedding intervention into routine practice

Subtheme  Embedding intervention into Changes to intervention to

routine practice make it more effective
NPT Cognitive participation Reflexive monitoring
construct

Seeing the benefit for
young people

Coherence

School support for
intervention

Collective action

Confidence in ability to
deliver intervention

Collective action

Appraisal of the
intervention materials,
procedures and training

Collective action

Understanding of
the intervention
procedures

Coherence

Current role
complements
intervention

Cognitive
participation
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I don’t think kids have access anymore . .. | couldn’t see any of our, children going to the corner shop
like | used to do.

However, despite feelings that alcohol use among young people is lower than in previous years, and a lack
of concern for those who drink in a ‘safe’ environment, there was still a belief that it was important to
provide education on the risks associated with drinking alcohol.

There was great variation in the roles of learning mentors within and between schools, with some holding a
purely pastoral role and others being involved in some teaching. This meant that there was a difference in
the amount of time learning mentors would typically spend discussing issues such as alcohol use with young
people and, therefore, a difference in the similarity of the intervention to their usual role and responsibilities.
In general, learning mentors did not tend to work on issues relating to alcohol unless these were linked to a
specific incident in the school, and even then any action would tend to involve several school staff rather
than being one on one:

Initially, if we just pick up on it just by talking to children, we can then pass it on to get further advice
or more help for the children if we think it's needed.

Most learning mentors demonstrated a good understanding of their role in delivering the ASBI. They were
aware of their responsibility to work with young people to identify opportunities to change their behaviour,
rather than simply telling them not to drink alcohol; however, learning mentors did not demonstrate
particularly high fidelity to this component of the intervention. Their understanding of their role in delivering
the intervention was demonstrated further by an awareness that, even when they were working with a
young person who was resistant to altering their behaviour, there was still an opportunity to effect change:

Realistically, telling a young person don’t ever go out and drink is not only hypocritical, but it’s also
naive, and unrealistic, because young people aren’t as daft as we think they are.

Even the ones who were quite adamant that there was nothing wrong with the drinking they did . . .
you could still get a little caveat that this is what you could try . .. and | certainly think that
was beneficial.

Teaching staff were also aware of the benefits to young people of having a safe space to discuss concerns
such as alcohol use. They acknowledged that learning mentors were well placed to provide pastoral
support and had a confidential relationship with young people separate from the authority of teaching
staff. However, there was also an appreciation that child safeguarding was paramount and, should
confidentiality need to be breached, processes were in place to deal with that. This was communicated to
young people to help them understand the parameters of confidentiality:

One of the things that when | was delivering the questionnaire . . . the students, were very keen for
their teachers not to find out any results.

We were all told by our child protection officer to make it clear during the intervention that obviously
if they say anything where we thought there was a risk of harm, we had to say that.
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Initiating and sustaining alcohol screening and brief interventions (cognitive
participation/collective action)

Learning mentors and teachers discussed a variety of methods that were used to implement the ASBI within
schools and encourage young people to enrol. The initial screening was seen as quite straightforward to
arrange and required nothing more than handing out surveys to all Year 10 pupils and then collecting these:

It was easy to hand them out because we have six tutor groups with 20 students in.

Support from key stakeholders within the school was identified as an essential component of successfully
delivering ASBIs. Although all schools agreed to participate in the trial, not all staff were necessarily made
aware of this by senior management. There was a feeling that this contributed to difficulties in releasing
young people from classes to participate in the intervention and control sessions. This was further
compounded by the time of year at which the intervention and follow-up appointments were due to take
place, which for some coincided with exam revision. If the ASBI were to be rolled out in the future, then
schools would need to have more control over when to deliver it. Equally, support from teaching staff
would be essential to allow young people to leave class to participate:

The time of year, when it comes to it, is not always the best. Possibly after the Easter holidays might
be a little bit better.

The number of learning mentors, and the role they had within the school, varied considerably among
the participating schools. Whereas some schools had multiple learning mentors, others had only one or
two, and this did not necessarily correspond to the number of young people randomised within that
particular school. For example, one school had two learning mentors who were responsible for arranging
42 appointments with young people, whereas another school had four learning mentors but only nine
appointments. Furthermore, some learning mentors held purely pastoral roles within the school, meaning
that they could dedicate time to delivering ASBIs, whereas those who also had teaching commitments
could meet with young people only at certain times. This meant that the way in which the learning
mentors organised themselves to deliver the interventions was affected by their current role, and the
subsequent impact on their workload varied considerably:

| did more than [learning mentor name removed)] at that time, | think. | can’t think what [learning
mentor name removed] was . . . we didn’t have many anyway. We didn’t have loads.

So in the end | had to pull a few from lessons just to get them done, and | can do that because I've
got a bit more time on my timetable, cos of my role, to go and pull them out of lessons, but | know
some of the other staff who've got full teaching hours have struggled with that.

Learning mentors discussed the legitimacy of them undertaking this work, and felt that their relationship
with young people could be both a facilitator of and a barrier to effective implementation of the ASBI.
Teaching staff, however, were more confident that the pastoral relationship between the learning mentor
and young people made the former ideally suited to delivering the intervention:

| think some people, the ones who especially didn’t know us . . . | think they're still a little bit
suspicious of the reasons why they were being asked questions about alcohol, and they were just like
‘no, | just don’t want to do it’.
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She’s not a tutor so she never would have had to [have] told a kid off for not wearing their uniform
correctly so straight away a student would not associate that member of staff with somebody who's
moany, whingy, don’t want to talk to them.

Factors influencing successful delivery of the intervention (collective action)

Even when learning mentors organised appointments with young people, the integration of the ASBIs into
their existing workload often depended on external factors. For example, if an incident occurred at school
that the learning mentor had to deal with, trial-related appointments had to be rearranged. Furthermore,
even when young people were allowed out of class, there were occasions when they forgot to turn up.
All of this meant that learning mentors had to spend extra time rearranging those missed appointments:

Erm it was just one of those things, | mean my job is very varied, | could turn up in the morning and
have a huge . .. disclosure and bang, that's my day . .. So, it was something that | knew | had to do
but it was difficult fitting it in.

So, on paper it didn’t look like it was going to be too bad, because there was, you know, | think | had
about eight interventions to do, but when the kids don‘t turn up . ..

Many of the learning mentors expressed their concerns around the screening process for the brief
intervention, as many young people told them that they did not really drink alcohol. Few participants
considered the possibility that young people had been reluctant to disclose the extent of their drinking to
them. However, most learning mentors were confident that young people were being honest with them
about how much alcohol they drank, and believed that the screening tool was too sensitive. This relates

to findings discussed earlier, that some learning mentors accepted that alcohol use by young people is OK
if the situations in which they are drinking do not appear to be risky, and so feel that there is no need to
intervene in these circumstances. This suggests that the preconceptions of learning mentors are likely to be
a barrier to implementing the ASBI, as, if they do not believe that there is a need to intervene, then this
could affect any future roll-out of the intervention:

There was a couple that | thought, you must have, you must have lied on your questionnaire, you
must have.

Whereas it was quite surprising to see their names on there, in talking to them . .. it wasn’t the
concern, it wasn't justified [the intervention].

For the most part, learning mentors grew in confidence as they delivered a greater number of interventions.
Although they found it difficult to remember everything they had to do when they completed their initial
appointments, the more they got used to doing them, the easier they became:

Yeah, | mean it was a little bit difficult at first to get myself familiarised with it but | think you know,
once | read through it and then it explained it, it was OK after the first [one].

Reflecting on the impact on staff and young people (reflexive monitoring)

Interview participants expressed mixed feelings on the potential impact of the intervention on young
people’s drinking, with some participants feeling that the impact could be positive. Learning mentors
recognised that the intervention could serve as a teachable moment for young people who perhaps had
never considered how much alcohol they were drinking. However, some learning mentors questioned
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whether or not the intervention would have a lasting impact on young people’s drinking. This was
especially the case for those learning mentors who questioned the screening process and the need for an
intervention for young people who they felt were not drinking in a risky way:

As | said, | do think it benefited, cos like obviously the units side of things, | do think it made them
think ‘Cor, is it, you know, that much?’ so to speak? | do, | think it's a very good thing, a very
good thing.

Learning mentor 9

No, I don’t think it will make them change. But then is that because our cohort wasn't, they weren't
that bad.
Learning mentor 3

There was also a recognition among teaching staff that participating in the interventions could not only be
beneficial for young people, but also that there was also an opportunity for learning mentors to develop
and gain new skills that could help them in the future. In particular, they felt that it taught learning
mentors to think of the bigger picture, in that alcohol may be playing a part in a range of behaviours that
are ongoing in school, and that this could potentially be tackled in a relatively short time:

The staff involved developed a skillset that they could take learning from and apply to other mentoring
and support situations in school.
Teacher 4

I think furthermore it's also meant that our learning mentors to perhaps more quickly, more promptly
look at some of the macro-issues around that child.
Teacher 5

Embedding intervention into future practice (cognitive participation/collective action/
reflexive monitoring)

There was a general agreement that the intervention was something that could be useful for schools in the
future, with the potential to benefit young people. However, it was reported that this would depend on
senior school management supporting implementation. In particular, it was seen as important for staff
resources to consist of a sufficient number of appropriately trained staff to deal with delivering interventions
across all year groups:

No, only just to say really if this is going to be taken further we’d be really interested in being involved
because it’s a really good safety net for our students.
Teacher 6

The staffing that we have in place, around the number of students that we have would need to be
looked at.
Teacher 5

In general, participants felt that the intervention and related manual were useful. In particular, the A3
worksheet, which was used to facilitate the behaviour change session between learning mentors and young
people, was generally well received. Learning mentors also felt that the intervention sessions were long
enough. However, despite the positive feedback about the intervention materials, many learning mentors
expressed some concern about the length of time between screening and receipt of the intervention. They
felt that screening young people before Christmas and then waiting until after the Easter break to conduct
the interventions was too long a gap for the students, with many not even remembering that they had
completed the baseline survey. However, it should be noted that our protocol allowed for the intervention
sessions to take place as soon as the screening had been completed; it was up to schools to arrange
individual appointments with young people. Should the ASBI be rolled out in the future, schools themselves
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would be responsible for scheduling and arranging screening and intervention sessions with young people
and could therefore work around their timetables:

I thought the intervention itself was excellent, | thought the piece of work was well thought out, and
I think with certain young people it’'ll be incredibly effective.
Learning mentor 4

| think the time gap between them actually doing it — especially with it being before Christmas — and
us coming to do the interventions . . . | think they actually forgot.
Learning mentor 6

Before they delivered the intervention sessions in schools, learning mentors were trained by a member of
the research team on the intervention and trial processes. The consensus was that the training was well
thought out and prepared learning mentors for delivering sessions. However, the training took place
before the Christmas break and the interventions were not due to begin until January. Some schools did
not manage to arrange their intervention and control sessions until between April and June owing to other
commitments, and this may have led to a loss in confidence in delivering the intervention. Some learning
mentors felt that top-up training could have been provided; however, it may be more beneficial to arrange
training for the interventions once it is known when they are likely to take place:

[It] was great, she did a really, sort of brief overview, we had a chance for role play as well, for the
longer interventions, which was effective.
Learning mentor 10

When | was doing the interventions | didn’t know whether | was saying the right things. Probably just
a bit more training on the best approach, that’s all.
Learning mentor 3

Interviews with young people and parents

Interviews were conducted with young people who took part in any stage of the study within the school
setting, and with parents of young people who were involved in the study. The aim of the interviews with
young people was to explore their experiences of taking part in the study and their views on any derived
benefits, adverse events or improvements resulting from participation, whereas the aim of the parent interviews
was to gain their views on school-led interventions for adolescent alcohol use, issues relating to parental
consent to take part in such interventions and the appropriateness of school-led health promotion work.

Methods

Recruitment

Young people were eligible for interview if they completed the baseline survey, left their contact details
and ticked the appropriate box agreeing to be contacted, so could include those screening positively or
negatively on the A-SAQ. We aimed to recruit a purposive sample of 40 participants for the young people
interviews. A sampling framework was used to identify participants based on their gender, A-SAQ score,
ethnicity and study site. The researchers were blinded to which arm of the trial young people had been
randomised and, therefore, we could not sample based on these criteria.

A maximum variation sample was used based on young people’s A-SAQ score (positive and negative),
geographical location, trial arm, gender and ethnicity. For example, more young people in the north-east
were of a white ethnic background and scored positively on the A-SAQ, whereas more young people

in London were of a black ethnic background and scored negatively on the A-SAQ. Recruitment was
therefore tailored to take account of these regional variations. From the framework of eligible participants,
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the first 206 were given an information sheet and invitation letter by their school and asked to inform a learning
mentor as soon as possible if they did not want to take part in an interview. The reason for inviting only 206
was that we did not want to over-recruit and thus have to reject a substantial number of potential participants.
From these 206, participants were approached sequentially until we reached the desired sample size of 40.
However, given time constraints, by the end of the school term only 33 interviews had been conducted.

Parents were eligible for an interview if they had not opted their child out of the study prior to the baseline
survey. Schools were asked to text or e-mail to all eligible parents (n = 4245) a link to the participant
information sheet and invitation letter, which were hosted on Online Surveys (formerly Bristol Online
Surveys; Bristol, UK). Those interested in taking part in an interview were asked to provide their contact
details so that the qualitative lead (GM) for the project could contact them to arrange a suitable date and
time. The populated sampling frameworks for the young people and parent interviews can be seen in
Tables 17 and 18. Although every effort was made to recruit parents to the interviews, by reminding
schools to send out texts and e-mails to eligible participants we are not aware of how many parents were
contacted by their school. However, we do know that 14 parents opened the link to the invitation letter,
five went on to view the information sheet, and only three provided their contact details.

TABLE 17 Young people interviews sampling framework

A-SAQ Positive Negative  Positive Negative  Positive Negative  Positive Negative
Target 8 2 4 6 2 8 6 4 40
Recruited 7 1 3 4 1 7 6 4 33

Ethnicity

White
Target 6 0 3 1 1 1 4 2 17

2M  4F OM OF 2M 1F 1M OF 1M OF OM 1F 3M 1F 1M 1F
Recruited 5 0 2 0 0 1 4 2 14

2M  3F OM OF 2M OF OM OF OM OF OM 1F 3M 1F 1M 1F

Asian

Target 0 1 0 1 0 1 2 1 6
OM OF 1™ OF OM OF OM 1F OM OF 1™ OF OM 2F OM 1F

Recruited 0O 1 0 1 0 0 2 1 5
OM OF 1™ OF OM OF OM 1F OM OF OM OF OM 2F OM 1F

Black

Target 0 1 1 2 0 6 0 1 11
OM OF OM 1F OM 1F 1M 1F OM OF 3M 3F OM OF OM 1F

Recruited 0 0 1 2 0 6 0 1 10
OM OF OM O OM 1F 1M 1F OM OF 1™ 5F OM OF OM 1F

Mixed

Target 1 0 0 1 1 0 0 0 3
M OF OM OF OM OF OM 1F OM 1F OM OF OM OF OM OF

Recruited 1 0 0 1 1 0 0 0 3
M OF OM O OM OF OM 1F OM 1F OM OF OM OF OM OF

continued
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TABLE 17 Young people interviews sampling framework (continued)

Region
VELEL]E North-east North-west London
Chinese
Target 0 0 0 0 0 0 0 0 0
OM OF OM O OM O OM OF OM OF OM OF OM OF OM OF
Recruited 0O 0 0 0 0 0 0 0 0
OM OF OM OF OM O OM OF OM OF OM OF OM OF OM OF
Other
Target 1 0 0 1 0 0 0 0 2
M OF OM O OM OF 1M OF OM OF OM OF OM OF OM OF
Recruited 1 0 0 0 0 0 0 0 1

MM OF OM OF OM OF OM O OM OF OM OF OM OF OM OF
F, female; M, male.

TABLE 18 Parent interviews sampling framework

Region
VELEL [ North-east North-west London
Gender Male Female Male Female Male Female Male Female
Target 1 1 1 1 1 1 1 1 8
Recruited 0 1 0 0 0 0 0 1 2
Ethnicity
White
Target 1 1 1 1 1 1 1 1 1-2
Recruited 0 1 0 0 0 0 0 1 2
Asian
Target 1 1 1 1 1 1 1 1 1-2
Recruited 0 0 0 0 0 0 0 0 0
Black
Target 1 1 1 1 1 1 1 1 1-2
Recruited 0 0 0 0 0 0 0 0 0
Mixed
Target 1 1 1 1 1 1 1 1 1-2
Recruited 0 0 0 0 0 0 0 0 0
Chinese
Target 1 1 1 1 1 1 1 1 1-2
Recruited 0 0 0 0 0 0 0 0 0
Other
Target 1 1 1 1 1 1 1 1 1-2
Recruited 0 0 0 0 0 0 0 0 0
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Data collection

A semistructured interview guide was prepared in advance of the interviews. A number of questions were

included to gain feedback on individual participants’ experiences of the trial. Questions included "What are
your thoughts on alcohol use by young people?’, ‘Could you tell me about your own drinking?” and "What
do you consider to be the most appropriate way for the school to respond to issues relating to alcohol use
and young people?’.

Interviews with young people were conducted on school premises, with the local trial research co-ordinators
from their region (GM, NH, SB and AA) responsible for arranging and conducting interviews. Participants
were asked to sign an informed consent form if they were 16 years old, or an informed assent form if they
were 15 years old, immediately before the interview commenced. Interviews with parents were conducted
over the telephone (by GM) and participants were asked to provide verbal consent prior to the interview
commencing.

Analysis

All interviews were audio-recorded and transcribed verbatim, with any identifying information removed
from the transcripts. The interviews were then analysed using thematic analysis, with codes identified
inductively. One researcher (GM) conducted the initial coding of the young people and parent interviews.
Following this, codes were grouped into themes and subthemes. A proportion of the transcripts were
second coded by an independent researcher (EG) to check for validity of the emergent themes. Any
disagreements between the first and second coders were resolved by consensus.

Results

Participants

A total of 38 young people (24 girls and 14 boys) initially agreed to be interviewed, with 33 interviews
subsequently conducted with young people involved in the trial (20 girls and 13 boys). The remaining
five interviews could not be completed as the young person had been withdrawn from the trial (n=1),
had moved school (n = 1) or did not attend school on the day it was arranged (n = 3). Interviews were
conducted in 17 out of the 30 study secondary schools and lasted for an average of 20 minutes.

Three parents completed the online pro forma indicating that they were interested in taking part in an
interview. Two interviews were conducted (both with women), one in the north-east and one in Kent.
The remaining participant could not be contacted to arrange a suitable time for an interview. Interviews
lasted an average of 38 minutes. Participant characteristics for the young people and parent interviews
are given in Table 19.

Interviews with young people

Following analysis of the young people’s interviews, three themes were identified: (1) drinking identities
and awareness of risk, (2) access to support and advice in relation to alcohol use and (3) appraisal of
the intervention and potential impact on alcohol use. These themes are now outlined with illustrative
guotations from participants.

Drinking identities and awareness of risk

A common theme centred on identifying oneself as a drinker. A number of young people distinguished
between themselves as someone who only had the occasional drink of alcohol but did not really drink
and those ‘other young people’ who were drinkers because they were perceived to drink more often. This
very much reflects the results from the learning mentor interviews, in which it was seen as acceptable for
young people to consume some alcohol. This shared belief that drinking some alcohol is not risky would
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TABLE 19 Participant characteristics

Young people

Young person 1 Male 15 White Positive Intervention Kent
Young person 2 Female 16 White Positive Control North-east
Young person 3 Male 16 White Positive Control Kent
Young person 4 Female 16 White Negative NA London
Young person 5 Male 15 White Positive Control North-east
Young person 6 Female 16 Asian Negative NA Kent
Young person 7 Female 16 White Negative NA Kent
Young person 8 Female 16 White Positive Control Kent
Young person 9 Female 15 Black Negative NA London
Young person 10 Female 16 Black Negative NA Kent
Young person 11 Male 16 White Positive Intervention North-east
Young person 12 Female 16 Mixed Negative NA North-west
Young person 13 Female 15 Asian Positive Intervention Kent
Young person 14 Male 16 White Negative NA Kent
Young person 15 Female 15 White Positive Intervention North-east
Young person 16 Male 15 Mixed Positive Control North-east
Young person 17 Female Unknown Asian Negative NA North-west
Young person 18 Male 16 White Positive Intervention Kent
Young person 19 Male Unknown Black Negative NA North-west
Young person 20 Female 15 Black Negative NA London
Young person 21 Male 16 White Positive Control North-east
Young person 22 Male Unknown White Positive Intervention North-west
Young person 23 Female 16 Black Negative NA London
Young person 24 Female 16 Asian Positive Control Kent
Young person 25 Male 15 Other Positive Intervention North-east
Young person 26 Male 16 White Positive Control North-west
Young person 27 Female 16 Black Negative NA London
Young person 28 Male 15 Asian Negative NA North-east
Young person 29 Female Unknown Black Negative NA North-west
Young person 30 Male 15 Black Negative NA London
Young person 31 Female 16 Black Negative NA London
Young person 32 Female 15 Black Positive Control North-west
Young person 33 Female 16 Mixed Positive Control London
Parents

Parent 1 Female 45 White Kent
Parent 2 Female 55 White North-east

NA, not applicable.
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probably have an impact on young people’s engagement with an alcohol brief intervention, as if they do
not believe their alcohol consumption to be excessive then they do not have much motivation to change
their behaviour. As this is also reflected in the beliefs of learning mentors, it could be a significant barrier
to future implementation of ASBIs in a secondary school setting. However, although most of the participants
felt that others probably drank more than they did, a few participants were quite open about the fact that
they drank and seemed to take pride in the fact that they could ‘handle’ drink more than others:

If you are responsible then there is no problem, if you‘re drinking in a safe way then it's OK.
Young person 1

One of my friends is 18 [years] and she can drink a bottle of wine and be drunk whereas | can have
like, | could have three of the ones she drinks and | still wouldn’t be that drunk.
Young person 2

There was also variation in young people’s conceptualisation of the risks associated with drinking alcohol
at a young age. Much like the learning mentors, those who did not think that there were any risks
associated with drinking alcohol at a young age seemed to focus on the short-term risks, such as falling
over or being separated from friends. However, those who articulated that there were risks tended to look
at the longer-term risks in relation to their health:

Yeah but it's like, | don‘t know, we can stay in the same place or we’re not like harming anybody or
anything or we won't harm ourselves or stuff, we just, | don’t think it’s not safe.
Young person 2

I think it was something to do with like, | can’t remember what it was, but it can lead to cancer and
stuff and there’s just loads of illnesses that you can get from it.
Young person 3

Young people put forward a range of reasons for why they did, or did not, drink alcohol. The social
aspects of drinking alcohol were discussed by many of the participants, who felt that drinking alcohol
made them more confident, made social events more fun and helped them to take their mind off the
mental pressures associated with school and exams. Young people also extensively discussed the role of
peer pressure in drinking alcohol, with many feeling that it was a big factor in their decision-making
around alcohol. However, many more discussed that there was no pressure at all, and often there would
be a mix of young people who were and were not drinking:

So it may be, if you don't do it, you feel like you're going to be judged by your friends, judged by
others, or another reason why you may go drink out, like you go out to parties and, having the like,
forced to drink, is, because maybe people, who are this age, think it's cool to drink and, you know,
people are gonna [sic] like you more.

Young person 4

| can just go out and like only two people drink, if they want to drink they can, some people don’t
want to, so we're not bothered.
Young person 5

Another factor that had an impact on whether or not young people consumed alcohol, and how much they
consumed, related to their parents’ views on young people drinking. Many of the participants discussed
that they only really drank alcohol when their parents allowed it, and usually this was under supervision
either as part of a special occasion or when drinking at home with their parents at the weekend. There may
be cultural differences in parental consent for alcohol consumption, as outlined in one of the following
guotations. However, some young people were aware that, although they could consume some alcohol,
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if they went too far with it then their parents would not be happy with them. This suggested a level of trust
between parents and their children, in that parents were allowing them the freedom to experiment with
alcohol but there were still boundaries in place. However, on occasion young people would drink more than
they had been allowed, which could lead to repercussions:

She doesn’t like it. Sometimes like if | was at a party she’d go like in the shop for me and get me
something to drink so she’d know what | was drinking and stuff but then if | was just saying | was
drinking in the street or | drank like 2 days in a row then she’d say [name], don’t drink anymore.

My parents do not allow drinking, but English people, | shouldn’t say this, English people might find it
all right to let the children drink at certain age, like 16 is all right.

Access to support and advice on alcohol use

In general, participants felt that there was a lack of formal support and advice for young people around
alcohol use in the school setting. There was an acknowledgement that schools did what they could in
terms of holding special assemblies or one-off sessions during PSHE lessons. However, there was also a
feeling that the information and advice normally provided in school is outdated and does not resonate
with young people, thereby limiting its impact. It was felt that if a young person had any concerns about
alcohol use, they would need to seek out information by talking to their tutor or head of year, who might
be able to refer them to support services. This willingness to engage in dialogue with school staff suggests
that school-based alcohol brief interventions may be a feasible delivery model. However, it must be noted
that those who seek out advice and support may already be motivated to change their behaviour, and not
everyone who is screened by the school will share these motivations. In fact, it was noted in the interviews
that not all young people were willing to discuss alcohol use in school:

No, it does pop up in assembly, like, a couple of times, but they don’t go into depth about it. Just like
kind of mention it and then go onto something else.

I think you would have to try and find out I think it would be a case of coming to the welfare centre
first, there are no posters around but it does fall on the person to find out and this is a problem.

| believe that erm young people should be aware of the drinking and but | don’t feel like what they
are giving us is effective enough. I feel like it is just a waste of time, a waste of their money, a waste
of our valuable education, etc.

Although there was a sense that advice and support on alcohol use within the school setting was
insufficient and often was not relevant to young people, there were a number of avenues for support and
advice that young people would use. Young people explained how they would often go to older friends or
siblings to ask for advice about drinking and how to stay safe if they did decide to drink. However, there
were mixed feelings when it came to discussing alcohol use with their parents; although some were happy
talking to a parent, others would never discuss alcohol with them for fear of worrying them, being judged
or getting into trouble for underage drinking:

And I've also had some advice from my brother as well, he says to make sure you go out with people
you're actually good friends with so they don’t leave you if you're really drunk.
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Probably like my stepdad, my stepdad’s kind of got the whole mentality of like, he kind of realised
what it was like because he did it when he was my age and he could probably help me with it.
Young person 11

Well, actually, I dunno [sic], it kind of depends because, like I'm not really, really close to my parents,
that | would speak to them, about these things, but, normally, maybe, | would go to, like my
older friends.

Young person 4

Appraisal of the intervention and potential impact on drinking behaviour

Young people in general thought that the intervention would have limited impact on their own drinking.
However, they felt that the intervention would perhaps be more effective for those young people who
drank more alcohol than they did. The perceived effectiveness of the intervention therefore seemed to be
very much related to young people’s self-defined identity as being a drinker or not. However, some
participants did discuss small changes they had made to their behaviour following the intervention:

| think if | was drinking a lot more, or a little bit more, it would definitely change it, but because
I don’t drink that much, it didn’t have too much of an effect.

Young person 1

| was really confused. | was like, ‘Why am | doing this?’ The closest I've got to something relating to
alcohol is probably sparkling water.

Young person 12

So then like from the session, so | wanted to do it cause like it made me understand why | shouldn't
do it and supported me in thinking why | should probably drink less. She was like you shouldn’t drink
that much because these are the reasons why, so basically it supported me into like reducing how
much | drink, yeah.

Young person 13

The relationship between the learning mentor and young people was a key factor influencing their
experience of the study and intervention. Among those young people randomised to the intervention,
most felt comfortable talking to the learning mentors about their drinking behaviour and were reassured
that the sessions would be treated as confidential. However, despite having a different relationship with
learning mentors from that with teachers, young people were acutely aware that the learning mentors
were still school staff. Some were concerned that there may be repercussions from disclosing their alcohol
use to learning mentors and, therefore, diluted how much information they gave:

| did like [name], she was funny and engaging, it didn’t feel like it was gonna [sic] be all serious.
| did think | could speak to her.

Young person 8

Because | think, | knew that no one would be told about it and it's like personal and secretive so
I knew like my name wouldn’t be like going around and like and that it wouldn't be broadcast.
Young person 13

I just don't think it's one of those things that you'd really want to go and speak to someone about like
going and talking to [name], because [name’s] nice but | wouldn’t feel comfortable just sitting there
and telling him everything about me, do you know what | mean?

Young person 16
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Following analysis of the parent interviews, two themes were identified: (1) parents’ thoughts on alcohol use
by young people and methods to reduce harm and (2) parents’ thoughts on school-based interventions for
alcohol use.

Parents’ thoughts on alcohol use by young people and methods to reduce harm

Mirroring the results presented earlier from the interviews with learning mentors, teachers and young people,
there was a belief among parents that it was acceptable for young people to drink some alcohol, with a
focus very much on reducing short-term hazards rather than on the long-term risks. Both of the parents who
were interviewed discussed that they allowed their children to consume alcohol under age as they believed
that this took away curiosity and taught them how to drink responsibly under adult supervision. However,
although they allowing their children to drink alcohol, they also discussed the short-term risks associated with
drinking too much or putting oneself in a vulnerable situation, demonstrating their belief that allowing their
children to consume alcohol in a controlled environment would reduce the associated short-term risks:

I mean my son is 15 and | will allow him to have a drink occasionally erm but just like | said I've
discussed with him the dangers of drinking and especially of drinking spirits just because obviously
that, they can get drunk far quicker drinking spirits.

Yeah, yeah I’'m not making it something big and you know clever that they can, you know that they
are not proving themselves with adults by drinking because they don't need to so actually they are
more proving themselves as adults by being able to sit with me and have fun you know and enjoy
themselves in a sensible way.

Thoughts on school-based interventions for alcohol use

Neither parent demonstrated a great deal of awareness of what approach was taken within their children’s
schools for offering advice and support on the risks of alcohol use. However, despite this, both parents felt
that the school could do more, especially in discussing the short- and long-term risks. Although one parent
was aware that alcohol would fall under the remit of PSHE lessons, they felt it was not discussed in any
great detail. The other parent did not know how their child’s school currently approached issues with
alcohol because their child had never needed any such support:

I think with like the PSHE thing they um, | think they hardly discuss alcohol at all . .. but | don’t think
that they do very much talking to children about the risks of alcohol and trying to be sensible.

Yeah I've never had, I've never heard of the school’s involvement kind of thing, so I've got no
experience of it myself.

When discussing the potential impact of delivering the current intervention in the secondary school setting,
both parents were particularly enthusiastic and felt that it was a good idea. Both expressed a belief that any
intervention that discusses the impact of alcohol and how to minimise risk is worthwhile. However, reflecting
what was expressed in the young people and school staff interviews, there was a feeling that the intervention
would have limited impact on alcohol consumption. The parents felt that, even though learning mentors
have a less formal relationship with young people than teaching staff, young people would still be reluctant
to discuss alcohol with them. There was a suggestion that any such intervention would perhaps be better
facilitated by an external agency:

Oh well that sounds great but | don’t know if my son actually did that bit, | don’t remember him
mentioning it to me.
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| think it is giving them a good understanding about what'’s healthy as it were and that sort of thing
and that’s got to be a lot better. The problem is | think if kids really, really want to drink they are
looking for the thing that is highest in alcohol.

Parent 1

Yeah but | think probably it’s, kids will still probably be concerned about what they said . .. Yeah
I think someone probably completely like unrelated to the school. Because I've worked in a school and
| know that people talk to each other.

Parent 2
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Chapter 5 Health economics methods and results

Key points for Chapter 5

® The objective of the economic evaluation of the SIPS JR-HIGH trial was to explore the cost-effectiveness
of the brief intervention for alcohol problems in young people compared with usual practice. The
evaluation also included a cost—-consequences analysis that was used to more broadly compare
intervention delivery costs with other gains and costs from the trial.

® The costs of the intervention included the cost of materials to deliver the intervention, the cost of
training learning mentors in schools in the brief intervention techniques and the cost of learning
mentors’ time spent preparing and delivering the intervention. The economic outcomes from the trial
were the costs of health and other social care resource use, such as general practitioner (GP) visits,
hospitalisations and arrests, and the value of QALYs estimated using the EQ-5D-3L scale to capture
self-reported quality of life. The use of resources was captured through young persons’ self-reports,
and unit costs for the different services were sourced from national databases and a literature search.

® The average cost of delivering the intervention (learning mentors’ time and the costs of the screening,
training and intervention materials) was £31.30 (95% Cl 30.9 to 31.7) per intervention participant.

® The intervention group had lower costs, on average, over 12 months’ follow-up than the control
group, but this difference was not statistically significant. The estimated average net cost saving was
—£2865 (95% Cl —£11,272 to £2707). This value included the effect on costs of missing school days
from problems associated with alcohol consumption. When excluding these costs, the average cost
saving was —£1324 (95% CI —£5277 to £1727). The Cl includes 0, but is wide enough to include
economically important differences that could favour intervention or control.

® The average difference in QALYs between the intervention and control was around —0.004 (95% ClI
-0.019 t0 0.011) QALYs, with lower QALY values for the intervention group. Although the minimum
important difference for this population and context is unknown, the mean difference is equivalent
to 1.5 days (out of 365 days) in full health over a 12-month period. The Cls surrounding the mean
difference in QALYs between intervention and control group above are equivalent to —6.9 to 4.0 days
in full health. The lack of difference in QALYs between groups is not unexpected as the trial was not
specifically designed to change participants’ reported quality of life (or QALYs). Moreover, the impact
on health might be expected to become manifest in the medium or long term if the intervention were
to be effective.

® The intervention has an estimated 74% probability of being cost-effective based on cost per QALY
thresholds of between £20,000 and £30,000. This results are based on the service use and costs
excluding missing school days from the calculations of differences in costs. These results were similar
when the cost of missing school days was included.

® Given the results reported in Chapter 3 regarding changes in alcohol intake, it is unclear what factors
influenced possible differences in cost and the approximately 74% chance of the intervention being
cost-effective.

Introduction

This chapter describes the results of the economic evaluation of the SIPS JR-HIGH trial intervention,
which included a within-trial cost—utility analysis as well as a cost—consequences analysis. A model-based
long-term analysis was originally planned as part of the economic evaluation of the trial, but it was not
developed because the within-trial results did not support a need to pursue this approach and because
there was a lack of a clear mechanism by which longer-term outcomes could be extrapolated from
shorter-term trial data.
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HEALTH ECONOMICS METHODS AND RESULTS

Health economics analysis plan
A complete health economics analysis plan, providing full details of all analyses, was finalised and signed
before the final analyses were undertaken.

Overview of methods

Within-trial cost-utility

The objective of the within-trial cost—utility analysis was to estimate and compare the costs and effectiveness
of the ASBI against usual practice. A cost-utility analysis measures effectiveness in terms of QALYs, and
estimates incremental costs with respect to usual practice, incremental QALYs and incremental costs per
QALY. The incremental costs per QALY, also called the incremental cost-effectiveness ratio, provide an
estimate of the additional cost associated with achieving one more QALY. The perspective for the analyses
was the UK public sector (NHS, and educational, social and criminal services).

The estimation of QALYs gained/lost relies on valuations for health states, for which a score of 1 is assigned
to full health and 0 to being dead. This in turn relies on measures of the quality of life of study participants.3
The SIPS JR-HIGH trial used measures of quality of life derived from responses to an EQ-5D-3L scale,!'s
which is used extensively in economic evaluations.? The difference in costs between the intervention and
the control participants was based on the cost of delivering the intervention versus current practice plus

the difference at follow-up in the young participants’ use of public sector services (e.g. GP appointments,
school nurse visits, accident and emergency visits). Given the time horizon of 12 months, no discounting
was applied.

Cost-consequences analyses

The cost—consequence analysis presents the cost and effects data of the intervention in the form of a
balance sheet. In the balance sheet, a series of comparisons of effects and of costs are presented as pros
and cons for the intervention against the control group, that is, information is presented as disaggregated
and no attempt is made to formally combine effects with intervention costs as is done in a cost-effectiveness
analysis, in which results are summarised in the incremental cost-effectiveness ratio. The approach can
potentially capture wider effects than those captured by measures of cost or quality of life. The principle
behind a balance sheet is that the analyst should seek to capture all costs and benefits no matter on whom
they may fall, the same principles that underpin a cost-benefit analysis."16

For the cost—consequences analysis, the difference in costs was based on the estimated difference in

costs from the within-trial cost—utility analysis. Among the effects under consideration were the levels of
service use (primary health care, secondary health care, school, criminal justice system, etc.) listed above.
In addition, the effectiveness measures were expanded to include secondary outcome measures of the
trial, which included participants’ reported percentage of days of abstinence over the previous 28 days,
drinks per drinking day and days drinking more than two units from the 28-day alcohol TLFB, measures of
risky drinking (AUDIT) and alcohol-related behavioural problems.

Measures

Quality of life

Quality of life was measured using participants’ responses to an EQ-5D-3L scale,''s which has been validated
in young people aged > 14 years.'"” The scale was included alongside other trial outcome measures in the
baseline and follow-up questionnaires. The scale contains five dimensions: mobility, self-care, doing usual
activities, having pain or discomfort, and feeling anxious/depressed. Each of these dimensions has three
possible levels. The permutation of the responses to the different dimensions results in 243 health states.
Two further states (unconscious and death) are included, producing a set of 245 possible EQ-5D-3L

health states.
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The different EQ-5D-3L scores from the young participants’ answers were transformed into the
corresponding health states, and these were assigned tariff values or utilities associated with each health
state. Tariff values were sourced from UK population tariffs for adults. This resulted in a ‘health state
utility’ at each time point for each young person.

Quality-adjusted life-years were estimated using the area under the curve method, calculated for each
participant as the arithmetic average of the follow-up and baseline tariff-scaled EQ-5D-3L scores.

Cost of the use of primary care, secondary care and other services

The list of different services used by the young people in the intervention and the control group during the
trial was informed by the pilot study.! For each participant, their use in the previous 6 months of health,
educational, criminal and social care services was recorded using the Short Service Use Questionnaire
instrument, administered at baseline and again at follow-up.®' The answers were captured as the number
of appointments, visits, etc., and covered GP visits, social worker visits, school nurse visits, emergency
department attendances, hospital admissions and arrests.

In addition to service use, the questionnaire completed by the young people contained a question on
missed days (or part of a day) of school or work in the previous 6 months. Responses were collected using
a four-point scale with values at 0, 1 or 2 times, 3 to 5 times and > 5 times. To estimate the average
number of missed days from school or work, a representative value was used for the second and third
categories (1 and 4), with the last category coded as 5.

Each contact with services was matched to a unit cost for that service. Table 20 summarises the unit costs
of resource use. The costs of primary health care contacts were the cost per visit reported in the Unit
Costs of Health and Social Care 20158 prepared by the Personal Social Services Research Unit and the
Department of Health and Social Care and the Department for Education. Hospital attendances, visits to the
emergency department and school nurse visits were costed based on NHS reference costs. These are based
on the most recent data available, currently the National Schedule of Reference Costs for 2015-16.128

The cost of days of school absenteeism/truancy was taken to be negligible (zero) for school absenteeism of
more than four times in the previous 6 months. School absenteeism is expected to influence individuals’
and social returns on education through the impact that school attendance has on gains in cognitive
capacity, and the forgone income premiums for higher numeracy and literacy levels. Research suggests,
however, that the return to investment penalty from absenteeism is less important in the secondary school
years than in the primary school years, and that the most detrimental effects on student performance are
from recurrent absenteeism (e.g. missing 2 days per week) rather than from sporadic absenteeism. 25129
Young people with frequent truancy achieve lower scores on numeracy and literacy tests and lag behind
their peers.'2¢ A large literature has explored the impact of poorer school scores on earnings, and estimates
are that children with lower numeracy and literacy could have annual salaries that are between 12% and
20% lower than those of their average-level peers.122123 Therefore, for children who reported absenteeism
levels of > 5 days in 6 months, the cost of absenteeism was estimated as the present value of the lost
working lifetime income using the average yearly earnings during 50 years of working life between the
ages of 16 and 66 years and of 23 and 73 years.130

The cost per young person of service use for each type of service was calculated as the product of the
young person’s level of service use multiplied by the appropriate unit cost (see Appendix 17). For each
young person, the total service use cost was estimated as the sum across all service categories.
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TABLE 20 Details of unit costs of health and other social care resources

Range (f)

Unit cost

Resource (average) (£) Lower Comments Source

oo ayiu-Aielgijsieuinol mmm  Aleigr sjeuinor YHIN

Health services use

General practice visit Per visit (patient contact 44

lasting 11.7 minutes)

Emergency department  Attendance 89
attendance

Hospital admission Admission 457

Social and school services

Social worker visit: Per hour of client-related 88
London work

School nurse visit Per visit 54

Arrest, absenteeism/truancy

Being arrested Per event "

NA

67

290

NA

34

NA

NA

106

587

NA

62

NA

Cost including direct care staff costs
(nurse FTE 0.51) and cost of qualifications

Assumed usual practice to be that a young
person who presents as intoxicated is kept
in the emergency department until he or she
has sobered up (probably assessed by breath
test or visual assessment)®

Assumed length of stay after admission:
1.8 days

Cost components same as those of social
worker visit: non-London times London
multiplier to account for higher costs of
service provision in London (1.60)

Assumed cost for specialist community nurse
(entry requirements for school nurse position
include an approved course in specialist
community public health nursing)®

Assuming young people answered the
question based on a broader understanding
of the meaning of ‘arrest’ as police
involvement (e.g. public cautions)

Unit Costs of Health and Social Care 2015,
p. 17718

National Schedule of Reference Costs
2014-15 — emergency medicine. Type:
01 non-admitted. Subcategory: 'no
investigation’ with ‘no significant
treatment’"®

National Schedule of Reference Costs
2015-16 — non-elective excess bed-days.
Currency code WD227

‘Mental and behavioural disorders due to
use of alcohol: acute intoxication’ and
‘Mental and behavioural disorders due to
use of alcohol: Harmful use’'?!

Unit Costs of Health and Social Care 2015,
pp. 177, 189. Children’s services''®

National Schedule of Reference Costs —
2014-15. Service description: nursing.
Currency code: NO5CO 'School-based
Children’s Health Core Services’, one to one'"®

Expert opinion
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Resource

School/work
absenteeism

School/work
absenteeism

Per category

Per category

Unit cost
(average) (£)

102,612

Range (f)

Lower

NA

NA

Upper
NA

NA

Comments

Very low to low (SIPS JR score of < 4).
Impacts on the individual assumed to be
negligible. The level of absenteeism is not
sufficiently high to have an impact on future
earnings

High (SIPS JR score of > 5)

Cost from the present value of the lost
income over the working life (50 years)
(i.e. present value of productivity loss over
lifetime earnings)

Assuming an effect on annual income from
lower numeracy and literacy skills resulting

from high absenteeism between 12% and

20%

Earnings £/week for full-time employment

(30 hours per week) over 52 weeks per year.

Weighted average across male and female
workers (59% and 41%, respectively)

Discount rates for lifetime earnings: 3.5%
Duration of working life: 50 years

Weighted average using % of population
in the UK with higher education or more

(40%) as staring working at age of 23 years,

and the rest as starting working at age of
16 years

Source

Assumptions made based on Hanushek,'??
Mclntosh and Vignoles,'?* Orazem and
Gunnarsson,'** Psacharopoulos and
Patrinos,'?* and Salzer and Heine'?¢

Assumptions made based on Hanushek,'??
McIntosh and Vignoles,' Orazem and
Gunnarsson,'?* Psacharopoulos and
Patrinos,'?®> and Salzer and Heine'?®

Yearly earnings data estimated from weekly
earnings published in Annual Survey of
Hours and Earnings: 2016 provisional
results (ONS)'2°

Proportion of the population by education
level from ONS ‘KS501UK — qualifications
and students’ database'?®

FTE, full-time equivalent; NA, not applicable; ONS, Office for National Statistics.

a Appropriate cost subcategory informed by expert opinion on usual practice from research team member.

b National Careers Service Job Profiles: School Nurse (https:/nationalcareersservice.direct.gov.uk/job-profiles/school-nurse; accessed 28 March 2018). The cost of an arrest was based on
figures from police involvement only. The costs of an arrest reflected the fact that the majority of police call-outs when young offenders are involved will not result in a proven offence,
prosecution and custodial sentences with associated costs of courts and detention.'’
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https://nationalcareersservice.direct.gov.uk/job-profiles/school-nurse

The resources assessed for the delivery of the intervention included only those that would be needed if the
intervention were to be provided in practice in the future.'3' Therefore, the resources necessary to develop
the intervention materials as well as the resources used in the scientific evaluation of the intervention
would not normally be included. Similarly, resources common to both the intervention and the usual
practice (control arm) would not normally be included, as these are not relevant for the comparison
between the two programmes.'32

As a brief reminder, screening for alcohol problems and the short intervention took place in schools using
learning mentors. During the intervention, participants received structured advice/counselling of short
duration (anticipated to be, on average, 30 minutes) aimed at reducing alcohol consumption or decreasing
problems associated with alcohol, based on theoretical principles of behaviour as a dynamic interaction
between the individual, behaviour and environment.33

The following costs of the intervention were included:

Costs of the resources needed for screening the young people for high alcohol drinking levels (printing
and postage of information and consent letters to parents informing them of the screening in their
children’s school, printing and postage of screening questionnaires).

Costs of preparing school learning mentors for interviewing the young people according to the
principles of the intervention material (time invested by expert trainers and by the learning mentors).
Costs of the interview with the young person (learning mentor time spent preparing the intervention,
learning mentor time delivering the intervention and cost of printing of materials for the intervention).

The information on trainer time and cost of printed materials was sourced from the records of the research
team. Learning mentors’ time preparing the interview with the young person, and their time with the
young person, were captured using the learning mentors’ case diaries. Learning mentors reported the time
for preparing the intervention in six categories (0-5 minutes, 6-10 minutes, 11-20 minutes, etc.) with an
open-ended question for times exceeding 45 minutes, and time delivering the intervention in intervals

of 10 minutes (0—10 minutes, 11-20 minutes, etc.) with an open-ended guestion for times exceeding

60 minutes. Data on the length of time were transformed from ranges to integer values using the
mid-point of the scales (see Table 20).

The cost of learning mentor time was based on published learning mentor gross annual pay statistics for
the Local Government Earnings Survey 2013/14 (latest available), adjusted upwards by 1% using the
average of public sector salary growth year-on-year from April 2013 to April 2017.134 The cost of the
trainers’ time was based on the pay scale of the 2015/16 (latest available) nationally agreed single

pay spine for higher education institutions in the UK, published by the national University and College
Union.™> Costs of time were calculated as average per annum salary plus on-costs (employer contribution
to National Insurance and superannuation plans) and training costs, converted to £/minute. Appendix 12
presents details of this calculation. The cost per intervention group participant of the time of the learning
mentors in preparing and delivering the intervention was estimated as the product of the salary cost

per minute multiplied by the duration in minutes of the preparation time and the interview for each
young person.

The total costs for each young person in the intervention group for the delivery of the intervention were
estimated as the sum of the fixed costs of screening and training plus the individual-level interview costs
plus the individual-level costs at follow-up of primary care, secondary care and other services.
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Primary and secondary effectiveness measures from the trial

The primary and secondary effectiveness outcomes from the trial were used for the cost-consequences
analysis. These measures are described in more detail in Chapter 1, and consisted of the primary outcome
measure of the intervention calculated as the number of units of alcohol consumed over the previous

28 days derived from the TLFB questionnaire, as well as to the following secondary outcome measures:
percentage of days of abstinence over the previous 28 days, drinks per drinking day and days drinking

> 2 units from the 28-day TLFB.

The participant questionnaire also included the AUDIT, AUDIT-C, RAPI, WEMWBS and DMQ-R. Questions
on smoking and consumption of energy drinks were used to assess the prevalence of other health
risk behaviours.

The measures of interest were the changes at follow-up for these outcomes between the intervention and
the control group, which were estimated as part of the statistical analyses of the intervention outcomes
(see Chapter 3).

Sociodemographic characteristics

Sociodemographic characteristics of participants included gender, ethnicity and the geographic location of
the study site. The four study sites were located in England and were grouped into ‘north’ (north-west,
north-east) and ‘south’ (Kent, London).

Data

Data for analyses consisted of responses from participants randomised into intervention and control groups
who consented to the trial and completed the follow-up questionnaire. Young people were recruited to

the study across schools in the four study sites (London, the north-east, the north-west and Kent) between
November 2015 and June 2016, with a 12-month follow-up. More detail about recruitment and randomisation
can be found in the study protocol and Chapter 2 of this report.

Analyses were carried out on an intention-to-treat basis, that is, participants’ outcomes were analysed
according to the group to which they were randomised into rather than according to the treatment they
received. By implication, our sample included those participants who did not provide an answer (i.e. missing
values) to the final outcome measure of the intervention (the 28-day TLFB). One potential downside, in
principle, to using this approach is that estimates of outcomes from the intervention can be very conservative,
primarily in trials with high participant non-adherence. On the other hand, the method is used widely in
statistical analyses because it can limit biases that would arise from excluding the outcomes of non-compliers,
for example, if this group had a worse expected outcome from the start of the study.'3! For the SIPS JR-HIGH
trial, the disadvantages of this approach were minimised by the fact that there was little crossover or protocol
violation from participants.

Statistical and econometric analyses

Exploratory analyses of the differences between the intervention and control groups in quality-of-life scale
(EQ-5D-3L), service use and intervention delivery time and costs were performed to explore trends in the
data in terms of missing and extreme values.

Differences in QALYs and costs at follow-up between the intervention and the control group were
estimated using a seemingly unrelated regression adjusting for participant characteristics and baseline
values. Seemingly unrelated regression estimation was used to allow for the fact that costs and QALYs may
be correlated within individuals.¢137 Adjustment was made to control for the overall variability in costs
and QALYs from possible imbalances in baseline characteristics of participants that could have existed even
in the presence of randomised assignment to control and intervention groups. Costs were adjusted by
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baseline service use costs and QALYs were adjusted by baseline EQ-5D-3L scores. Participant characteristics
included in both the cost equation and the QALY equation were baseline AUDIT score, baseline score for
emotional well-being (WEMWABS), gender, geographical site and an indicator variable identifying if time to
follow-up interview was shorter or longer than the target 12-month period (> + 30 days). The difference in
costs was multiplied by two to obtain annual costs given the 6-month recall period of the questionnaires.
Cls of the difference between intervention and control groups in costs and QALYs were estimated using
non-parametric bootstrap with 1500 replications stratified by gender, intervention group and geographical
location. The number of replicates was chosen to achieve a better approximation of the distribution of
estimated difference.’3” Histograms of the distribution of the bootstrap estimates were used to decide on
the use of bias-corrected or normal-based Cls. The incremental cost-effectiveness ratio was estimated as
the ratio between incremental costs and benefits using the results from the between-group difference in
costs and difference in QALYs derived from the seemingly unrelated regression.

The cost-effectiveness acceptability curve (CEAC) was estimated using the adjusted (as earlier) incremental
costs and incremental QALY values from a seemingly unrelated regression with 1500 bootstrap replicates
to calculate the net monetary benefit. The CEAC was produced by estimating the proportion across the
bootstrap replicates of positive net monetary benefit values, for different values of the threshold willingness
to pay for an additional QALY (see Appendix 13). In addition, the joint distribution of incremental costs

and incremental QALYs was explored using a scatterplot of results for each bootstrap iteration of costs

and QALYs.

A total of 443 responses from young participants at baseline were available for analysis. The majority of
participants in the sample were from the north-east (55%), followed by Kent (31%), the north-west
(13%) and London (1%). There was an almost equal distribution of boys and girls in the sample,

and approximately 91% of participants self-reported their ethnicity as ‘white’. Eighty-four per cent

of randomised participants who completed a baseline survey also provided a response for the final

trial outcome measure at follow-up (the 28-day TLFB).

Tables 21 and 22 present information on the average time spent by learning mentors in preparing and
delivering the interviews with the young people. The median time delivering the interview in the intervention
group was 16 minutes, with the lowest value for interview delivery at 5 minutes. There were few missing
data (< 3%).

Time preparing and delivering sessions

Total (N) 210 210

% (n) missing 2.4 (5) 3.8(8)
Complete (n) 205 202
Minimum 2.5 5
Maximum 38 55.5
Median (IQR) 8(9.3) 15.5(10)
Mean (SD) 8.7 (7.5 20.6 (8.8)
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TABLE 22 Distribution of responses to learning mentors’ case diaries

Preparing interview

0-5 40
6-10 35.1
11-20 17.6
21-30 54
31-45 2
Total 100

Delivering interview

None (withdrew?) 0.5
0-10 10.3
11-20 394
21-30 38.9
31-40 9.9
41-50 0.5
51-60 0.5
Total 100

a Participant withdrew before intervention.

The distribution of responses to the five dimensions of the EQ-5D-3L are presented in Appendix 14. For

each dimension, level 1 represents a better state of health. Most participants in the intervention and control
groups reported good levels of mobility, self-care and the ability to perform usual activities. In contrast,
scores tended to be lower, indicative of poorer quality of life, for pain/discomfort and anxiety and depression.
These trends were observed at both baseline and follow-up. There were slightly more participants reporting
better quality of life in each dimension at follow-up across groups. At the same time, there was a larger
proportion of missing values in the follow-up questionnaire (13-15%) than at baseline (5-7%), but there
was no observable systematic difference between the groups, suggesting a low likelihood of bias arising
from the pattern of non-responses.

As would be expected from these types of data, all categories of service use had a distribution of values
that was highly skewed to the right (Table 23), reflecting the fact that many participants reported zero
service use in the previous 6 months, and a small number of young people reported high levels of GP
appointments, nurse visits, etc.

The highest reported level of service use in the previous 6 months was for GP visits, on average, 1.4
[standard deviation (SD) = 1.9] visits in the control group and 1.1 (SD = 2) visits in the intervention group at
follow-up, down from 1.7 (SD =7.1) and 1.3 (1.8) visits at baseline, respectively. The lowest values were
observed for the number of times being arrested. On average, service use decreased across all categories
from baseline to follow-up for the intervention and control groups, but the intervention group had higher
average values at follow-up of social worker visits, school nurse visits and accident and emergency
attendances, whereas the control group had higher average numbers of GP visits and missed school days.

The proportion of the highest reported value (i.e. the proportion of very high values among the responses)
tended to be low (< 3%) for the different services; these values were not implausible and, therefore, were
included in the main analyses. As with the EQ-5D-3L responses, the proportion of missing values was
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TABLE 23 Levels of service use, by trial arm

Service use
Emergency
Social School department  Hospital Being School or
GP visit worker visit  nurse visit attendance admission  arrested  work days
Baseline
Total (N)
Control 233 233 233 233 233 233 233
Intervention 210 210 210 210 210 210 210

% (n) missing
Control 9.4 (22) 10.7 (25) 10.7 (25) 9.0 (21) 9.9 (23) 9.0 (21) 3.0(7)
Intervention 11 (23) 8.6 (18) 7.1 (15) 7.6 (16) 7.6 (16) 7.6 (16) 1.4(3)
% of maximum
Control 0.5 0.5 0.5 0.5 0.5 0.9 2.2
Intervention 1.6 0.5 1 0.5 0.5 0.5 29

Complete (n)

Control 211 208 208 212 210 212 226

Intervention 187 192 195 194 194 194 207
Minimum

Control 0 0 0 0 0 0 0

Intervention 0 0 0 0 0 0 0
Maximum

Control 100 10 20 21 10 3 5

Intervention 10 7 20 10 10 6 5
Median (IQR)

Control 0() 0(0) 0(0) 0(1M 0(0) 0(0) 0(0)

Intervention 1(2) 0 (0) 0 (0) 0 (1) 0 (0) 0 (0) 0 (0)
Mean (SD)

Control 1.7(7.1) 0.2 (0.97) 0.8 (2.1) 0.7 (1.9) 0.3(0.9) 0.1 (0.4) 0.3 (1)

Intervention 1.3(1.8) 0.2 (0.9) 1(2.7) 0.7(1.2) 0.4(1.1) 0.1 (0.5) 04(1.2)
Follow-up
Total (N)

Control 233 233 233 233 233 233 233

Intervention 210 210 210 210 210 210 210

% (n) missing
Control 18.5 (43) 17.6 (41) 18 (42) 17.2 (40) 17.2 (40) 16.7 (39) 15.5 (36)
Intervention 17.6 (37) 14.8 (31) 16.7 (35) 15.2 (32) 15.2 (32) 14.8 (31) 13.8 (29)
% of maximum
Control 0.5 0.5 0.5 0.5 1 0.5 18
Intervention 0.6 0.6 0.6 0.6 2.8 0.6 0.6
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TABLE 23 Levels of service use, by trial arm (continued)

Complete (n)

Control 190 192 191 193 193 194 197

Intervention 173 179 175 178 178 179 181
Minimum

Control 0 0 0 0 0 0 0

Intervention 0 0 0 0 0 0 0
Maximum

Control 15 5 10 8 3 2 5

Intervention 20 24 26 8 3 1 5
Median (IQR)

Control 1) 0(0) 0 (0) 0(0) 0(0) 0(0) 0(0)

Intervention 0 (2) 0(0) 0(0) 0 (1) 0(0) 0(0) 0(0)
Mean (SD)

Control 1.4(1.9) 0.1 (0.43) 0.5(1.2) 0.4 (1) 0.2 (0.5) 0(0.2) 0.2 (0.7)

Intervention 1.1(2) 0.2 (1.9) 0.8 (2.8) 0.5(1.1) 0.2 (0.6) 0(0.1) 0.1 (0.6)

IQR, interquartile range.
Report of service use in the previous 6 months.

higher at follow-up than at baseline. The percentage of missing values at follow-up ranged from 18.5% to
13.8%, with no large differences between the intervention and control groups.

Primary and secondary effectiveness outcomes from the trial

The primary and secondary outcomes from the trial are presented in Chapter 3. Very briefly, there were no
differences in median values for drinking outcomes measured by the 28-day TLFB between the intervention
and control group at follow-up after adjusting for participant characteristics. Similarly, there were no
differences in responses to the alcohol problem and well-being scales. Reports of smoking, sexual behaviour
and consumption of energy drinks were comparable between the intervention and control groups.

Intervention costs

The total costs per participant for the materials needed for screening and to deliver the intervention,

as well as the cost of training the learning mentors, are presented in Appendix 15. The cost of interview
materials for the brief intervention per participant in the intervention group was estimated at £1.58, giving
a total of £332 for materials for the 210 young people in this group. Screening and training activities in
the intervention group were estimated at £14.20 per participant for 210 young people. This included
£154 for the screening questionnaires, £1870 for the consent letters and £2875 for the cost of training
the 80 learning mentors involved in the study. The cost of the learning mentors was spread over 3 years
by dividing this cost by three times the annual number of young people covered by the programme.

The cost of the learning mentor time in preparing for the interview with the young person was, on average,
£1.90 and the cost of learning mentors’ time conducting the interview with the young participant in the
intervention group was, on average, £4.54 (Table 24).
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TABLE 24 Time cost: intervention arm

Staff time

Preparing for the young Conducting young
person’s interview person’s interview

Mean cost (£f) 1.9(1.7 to 2.1) 4.5 (4.3 104.8) 6.5 (6.1 t0 6.9)

95% Cl in parenthesis, calculated from bias-corrected bootstrap Cls with 1000 replications.

Considering the cost of the learning mentors’ time and the costs of the screening, training and intervention
materials, the total cost per intervention participant of the intervention was, on average, £22.20 (95% Cl
£21.83 t0 £22.57).

Longer-term costs

Health-care and other service use costs at baseline and follow-up are presented in Table 25. The highest
costs of health-care use were for hospital admissions, followed by GP visits. The highest social costs that
participants faced from risky alcohol drinking levels were for missed school days. These costs represent
missed lifetime earnings from underperforming in school as a result of missing classes and were therefore

TABLE 25 Mean resource use costs over the follow-up period

Cost (£), mean (n)

Resource Intervention Control Difference (95% Cl)
Baseline

GP visits 113 (187)° 154 (211) —-40 (=152 to 20)

Social worker visits 21(192) 21 (208) 0 (-20 to 20)

School nurse visits 104 (195) 83 (208) 22 (22 to 68)

Hospital admissions 358 (194) 296 (210) 62 (=110 to 244)

A&E attendance 125 (194) 131 (212) -6 (-64 to 38)

Being arrested 1.81(194) 1.76 (212) 0.06 (-1.6t0 2.2)
Total resource cost A 715 (179) 700 (201) 14 (=310 to 276)

Missed school days 5949 (207) 4540 (226) 1408 (-4356 to 8146)
Total resource cost B 5342 (179) 4826 (201) 516 (-5442 to 7028)
Follow-up

GP visits 98 (173) 125 (190) -26 (62 t0 10)

Social worker visits 27 (179) 9(192) 18 (-2 to 60)

School nurse visits 83 (175) 54 (191) 28 (=12 to 86)

Hospital admissions 200 (178) 161 (193) 40 (-76 to 150)

A&E attendance 91 (178) 76 (193) 16 (24 to 52)

Being arrested 0.1 (179) 1(194) -0.8 (-1.8t0-0.2)
Total resource cost A 501 (169) 403.2 (184) 98 (-84 to 252)

Missed school days 1134 (181) 2083 (197) -950 (4320 to 2586)
Total resource cost B 1715 (169) 2634 (184) -918 (-4614 to 2802)

A&E, accident and emergency.

a Sample sizes in parenthesis represent cases with complete data for each of the cost categories.

Costs over 12 months. Note that that the differences in costs are not adjusted by participant characteristics. Total resource
cost A: excluding missing school days. Total resource cost B: including missing school days. Cls of the difference between

the control and intervention group are based on a comparison of means using an independent samples test with unequal
variances and 1000 bootstrap replications stratified by group, participants’ gender and geographic location.
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expected to have a higher mean than other social and health-care costs. Costs were lower on average

for the intervention group at follow-up for GP visits, arrests and number of missed school days; however,
except for arrest costs, the large Cls surrounding these differences indicate the possibility of both decreases
and increases in costs of an important economic magnitude, particularly for the cost of missed school days.

After adjustment for baseline values and patient characteristics, the mean total costs per participant

(the service use costs and the costs of delivering the intervention) in the intervention group at the end of
follow-up were £6212 compared with £9077 in the control group, representing a difference of £2865
(95% Cl-£11,272 to £2707). The intervention group had, on average, lower QALYs at 12 months than
the control group (0.363 and 0.367, respectively), resulting in a difference of -0.004 (95% CI -0.019 to
0.011) between the groups. However, both costs and QALY differences were imprecise, with the 95% Cls
including ‘no difference’, but also covering important economic values for costs (the Cls for QALYs might
not contain economically important differences, but this is itself unclear). Given these data, an incremental
cost per QALY can be calculated only to compare the more costly and more effective control with the

less costly and less effective intervention. In this case, the estimated incremental cost per QALY was
approximately £723,000 per additional QALY for the control compared with the intervention (Table 26).
This is well beyond the £20,000 that the National Institute for Health and Care Excellence typically judges
acceptable in its recommendations about the provision of services and treatments.'3® This suggests that the
control is, on average, not cost-effective compared with the intervention. Therefore, by implication, the
intervention is, on average, cost-effective at a threshold value for society’s willingness to pay for a QALY
of £20,000.

Figure 7 shows the 1500 bootstrap replicates, stratified by trial group, geographic location and participant
sex, of the estimates from a seemingly unrelated regression of the difference between the intervention
and control groups, adjusting for baseline resource use costs, baseline EQ-5D-3L score and participant
characteristics. Out of 1500 replications, in 54% of observations the intervention was less costly and less
effective, in 22% of observations it was less costly and more effective, in 18% of observations it was more
costly and less effective, and in 6% the intervention was more costly and more effective. As the figure
shows, the majority of the bootstrap replications fall below the diagonal lines, which represent the
National Institute for Health and Care Excellence’s cost-per-QALY threshold reference values of £20,000
and £30,000. This indicates that, for the majority of iterations, the intervention would be considered
cost-effective.

The CEAC (Figure 8) suggests a 76% probability that the brief alcohol intervention is cost saving compared
with usual practice. At the same time, at values of £20,000 and £30,000 of willingness-to-pay thresholds
for an additional QALY gained, the probability that the intervention could be cost-effective compared with
usual practice is 73%. These results were driven by the likelihood that the brief alcohol intervention was
cost saving as the mean difference in QALYs was so small.

Cost-utility analyses

Control 9077 0.367 - - - —

Intervention 6212 0.363 Intervention -2865 -0.004 723,048
vs. control (-11,272 to 2707) (-0.019t0 0.011)
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FIGURE 8 Cost-effectiveness curve.

The curve reflects the probability that the intervention will be cost-effective at a given value of society’s
willingness to pay for an additional QALY gained. At a willingness to pay equal to zero, the curve shows
the probability that the intervention will be cost saving.

Sensitivity analyses of cost-utility results

Sensitivity analysis of cost assumptions

The values obtained for the differences in costs between the intervention and the control groups in a trial
are, crucially, determined by the unit costs, the distribution of costs and the assumptions made about the
relevant costs to include in the analyses. Two sensitivity analyses were performed to account for these
factors. The first explored the potential impact on costs of the very large values of service use, in particular
GP visits, social worker visits and nurse visits. The large values were truncated at the 95th percentile of the
distribution of each variable. The second analysis excluded the costs associated with missing school days,
as these costs are based on future lifetime income lost and can be considered a type of indirect cost, as
opposed to the direct realisable costs of service use from, for example, being arrested or going to hospital
(Table 27).
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TABLE 27 Sensitivity analyses: costs

Analysis
Sensitivity
Category Original Extreme values Missed school days
Incremental costs (£) —-2865 (-11,272 to 2707) -2911 (-9900 to 4077) -1324 (-5277 to 1727)
Incremental QALYs -0.004 (-0.019 t0 0.011) -0.004 (-0.019 t0 0.011) -0.004 (-0.019 t0 0.011)
Cost per QALY gained (£) 723,048 734,804 334,537

The results were relatively unchanged after truncating the extreme values of GP visits, social worker visits
and nurse visits (see Table 26). When excluding the missed school days costs, the mean net savings from the
intervention were approximately halved. This resulted in the incremental cost per QALY gained falling to
£334,537 compared with £723,048 in the base case analysis (note that this incremental cost-effectiveness
ratio is for the more effective but more costly control compared with the intervention). The CEAC obtained
when the cost of missed school days was excluded gave a 77% probability of cost saving for the brief
intervention, and the probability that the intervention is cost-effective given threshold willingness-to-pay
values of £20,000 and £30,000 of 74%. The scatterplot of the joint distribution of incremental costs and
QALYs is presented in Appendix 16. Of the 1500 replicates of incremental costs and QALYSs, in 54% of
observations the intervention was less costly and less effective, in 23% of observations the intervention was
less costly and more effective, in 18% of observations the intervention was more costly and less effective,
and in 6% the intervention was more costly and more effective.

Multiple imputation

Multiple imputation was used to reduce the proportion of missing values in the total cost at follow-up
and in the EQ-5D-3L scores at follow-up. In total, 103 observations, 33% of the number of young people
who consented to the study, had missing values of total costs, follow-up EQ-5D-3L or both. Details of the
multiple imputation strategy can be found in Appendix 17.

After multiple imputation, the results shown in Table 28 did not differ markedly from those of the main
analyses reported in Table 26. The CEAC and the incremental cost/incremental QALY plot (results not
shown) were also similar to the plots from the main analyses.

TABLE 28 Cost-utility analyses using multiple imputation to account for missing data

Mean total Incremental
s Cost per QALY

Cost (£f) QALYs Comparison Cost (£) (95% CI) QALYs (95% Cl)  gained (£f)

Including missed school days costs

Control 9265 0.366 - - - -
Intervention 6513 0.362 Intervention -2752 -0.004 674,799
vs. control (-9879 to 4376) (-0.02 t0 0.012)
Excluding missed school days costs
Control 4841 0.367 - - - -
Intervention 3630 0.363 Intervention =121 -0.004 297,105
vs. control (4977 to 2566) (-0.02 10 0.012)
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Cost-consequences analysis

The cost—consequences analysis for the SIPS JR-HIGH trial is presented as a balance sheet comparing costs
that favour current practice and outcomes that favour the intervention (Table 29). This analysis suggests a
very mixed picture, with no clear signal from the other outcomes as to why the intervention has an 80%
chance of being cost saving.

Long-term model analysis

The possibility of developing a long-term model of the cost and effectiveness outcomes of the trial was
incorporated into the ex ante economic evaluation analysis plan prepared for this study. This part of the
economic evaluation was dependent on the findings from the within-trial evaluation, that is, evidence of
effects on costs, economic outcomes (i.e. QALYs) or trial outcomes. The trial did not show any effect on
young people’s alcohol intake, with this result unlikely to be different when extrapolating figures to the
longer term.'? Similarly, in terms of the economic outcomes, the results failed to demonstrate statistically
significant differences in effects, and data extrapolation from these figures is unlikely to change the main
conclusions from the evaluation.

TABLE 29 Balance sheet of costs

The additional cost per young person receiving the intervention 77 % probability that the brief intervention is cost
compared with usual practice was an estimated £22.20 (95% Cl  saving (results excluding costs from missed school days)
£21.83 to £22.57)

Neither in favour of nor against the brief intervention
No negative effect but also no positive effect on the young participants” QALY values (95% Cl -0.019 to 0.011)

No difference between intervention and control groups in the level of alcohol intake: difference in alcohol units consumed
in the previous 28 days of 0.8 units (95% Cl -2.5 to 4.0 units)

No difference between intervention and control groups in their reported mental well-being (WEMWABS score difference of
1.7, 95% CI -0.7 to 4.1), problem alcohol behaviours (e.g. A-SAQ score percentage reduced drinking: intervention 60%,
control 59%; AUDIT score difference of —0.1, 95% Cl 1.0 to 0.8) and smoking behaviours (started smoking: intervention
13%, control 14%)’

a Based on the statistical analyses of intervention outcomes using the data collected during the trial.
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Chapter 6 Discussion

his multicentre, individually randomised controlled trial evaluated the effectiveness and cost-effectiveness

of an ASBI in the secondary school setting with young people aged 14-15 years.2 It follows on from a
pilot feasibility study carried out in the north-east of England.! That pilot study and a systematic review
carried out during this current study highlighted the potential efficacy of ASBIs for young people.

Assumptions from the pilot study indicated that 20 schools were required to participate in the study' to
allow recruitment of the target sample. In fact, an additional 10 schools (making 30 in total) were required
to adequately power the study. The prevalence of young people screening positive for risky drinking was
considerably lower (23.5%) than that seen in the pilot feasibility study in north-east England (39%)."

We had expected that the overall risky drinking prevalence rate would be lower, as this trial also included
schools in the south of England, where alcohol use is generally lower.’2 However, the prevalence rate in
the north-east schools included in this trial (27.4%) was also lower than in the pilot. This is consistent
with national surveys that have highlighted a decrease in the prevalence of young people drinking at risky
levels.'2 Furthermore, 84.4% of young people were followed up at 12 months, with 83.0% of individuals
in the trial completing the primary outcome measure (TLFB), which was slightly lower than the 88% we
had expected.

The results would indicate that there is insufficient evidence to recommend adopting an ASBI in the
secondary school setting. Overall, the results were consistent across all outcomes: the intervention showed
no evidence of benefit for any alcohol-related measure compared with the control arm.

The results we found in relation to the AUDIT are contrary to what we found in the pilot study when we
surveyed whole year groups (whether or not in the trial), when the prevalence of dependent drinking
increased from 26.0% to 31.8%." We also found a reduction in prevalence (69.0% to 60.7%) using
the cut-off point on the AUDIT of 4, which has been shown to be the optimal cut-off point for young
people.®" Furthermore, the prevalence of young people whose alcohol consumption was reported as being
reduced using the A-SAQ was 59.6% for the combined trial arms in this study. The field of ASBIs has
shown consistent findings in reduced alcohol consumption in both intervention and control groups with
adults™o-143 and young people.”" This could, of course be due to regression to the mean; as participants
had to score highly on the screening tool at baseline, it is possible that the difference noted is due to

a movement towards the population mean at follow-up.4 We cannot discount this explanation for

our findings.

In terms of acceptability, the qualitative findings showed that learning mentors enjoyed the training and
found that the intervention was broadly similar to the pastoral work that they already undertake and so
could be easily rolled out more widely in schools. They perceived that as the training supported them to
discuss and address risky behaviour with pupils, it would help them in their work regarding other health
and well-being issues. This could also be a possible explanation for the health economics findings in that
the results are capturing spillovers of the intervention on other health and well-being issues. Learning
mentors also reported that they grew in confidence as they delivered a greater number of interventions.
Research indicates that practitioners can be reluctant to engage in a new service if they fail to see the
benefit of that service,45146 and that such perceptions may act as a barrier to implementing ASBIs in the
school setting.'#6 In the staff interviews there was a suggestion that, in the future, rather than screening all
pupils for alcohol use, the schools could target those individuals believed to be drinking alcohol and who
they feel may warrant an intervention. However, this would rely on staff competency in identifying young
people at risk from alcohol-related harms; further work would need to be undertaken to assess the validity
of staff judgements.

© Queen'’s Printer and Controller of HMSO 2019. This work was produced by Giles et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional
journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should
be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

69



Only 18 learning mentors recorded the sessions with young people, which suggests that staff and/or
young people were not happy being recorded or indeed could have forgotten to do so and, therefore,
means that we do not know if all sessions were carried out according to protocol. This means that we are
unable to make an assessment about the fidelity of implementation of the intervention. It could also be
that there was cross-contamination between young people who were randomised to different arms.

The within-trial cost—utility analysis of the brief intervention suggested that there was approximately a 77%
chance that the intervention would be cost saving overall when costs of missed school days are excluded.
In other words, the cost of the intervention is likely to be offset by lower use of health services and other
resources considered. The results were stable regardless of assumptions made about the impact of missed
school days, exclusion of high service use and imputation of data. There was no evidence of a difference
in QALYs and the Cl may be sufficiently narrow to rule out the possibility of an important difference.
Using conventional values for willingness to pay for QALY improvements (both £20,000 and £30,000), the
intervention had a 74% probability of being cost-effective. The results of the cost-consequences analysis
were presented in the form of a balance sheet, which showed that, despite the balance of probabilities
being in favour of a cost-saving intervention, there was no evidence of a change in any of the other
outcomes. This means that there is no clear evidence about the mechanism that might drive cost savings.
This raises questions about whether any cost savings would be real or an artefact of imprecise cost data.

Other studies evaluating the economic outcomes of brief interventions to reduce hazardous and harmful
alcohol drinking have been shown to be cost-effective.” These, however, have mostly related to
interventions delivered in primary care by specialist nurses or GPs. Previous studies have also suggested
that intervention costs might be offset by savings in health-care service use'814 and, potentially, savings
elsewhere in society, notably in costs to the criminal justice system from brief interventions to reduce
alcohol abuse.15" With this in mind, the finding of potential savings in the SIPS JR-HIGH trial is not
wholly unrealistic. Nevertheless, it is unclear, based on the trial data, how the intervention could have
caused these.

With respect to QALYs the SIPS JR-HIGH trial found that any differences would be small at best. One
recent pilot study with male adults (aged > 18 years) using ASBIs as well as stepped-care sessions found
that, on average, intervention participants had lower QALY values than those in the control group, but the
difference was very small (0.0027) and the Cls were very wide.'* The difference in QALYs was also small
and non-significant in a large study looking at different counselling-based therapy options to address
alcohol problems.! The lack of impact on QALYs at least over the short follow-up of a trial is perhaps
unsurprising, as interventions target relatively healthy populations. This means that most participants are
likely to report no problems on the items of mobility, self-care and usual activities of the EQ-5D-3L scale,'"’
which was also observed in the SIPS JR-HIGH trial. This means that it may be unlikely that economically
relevant changes in QALYs would be observed in the short term. The health impacts of an intervention
(either positive or negative) may be felt only in the longer term, which may be difficult to capture within

a trial.

The prevalence of risky drinking was found to be lower than anticipated, meaning that we could not
recruit sufficient numbers to reach a target power of 90%. This may have been because the screening tool
lacked sufficient sensitivity, although A-SAQ is validated for use in this age group. Lower than anticipated
prevalence rates meant that the sample size that was originally calculated to provide 90% power to detect
a standardised difference of 0.3 using a significance level of 5% had to be revised. As such, the target for
power was reduced from 90% to 80% after discussion with the TSC and the DMEC. This reduced power
may have had an impact on our ability to determine the effectiveness of an ASBI in this setting, and may
indicate a need for a larger, cluster-design trial.
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We successfully recruited 30 schools to take part in the study, although recruitment of schools was not evenly
split across the sites (north-east, n = 13; north-west, n =7; London, n=5; and Kent, n = 8), which may have
resulted from the geographical areas chosen. We found that schools in London were less likely to agree to
take part in the study. In addition, some parents opted their children out. As we did not collect data on the
characteristics of those opted out, we cannot speculate whether or not this biased the result. Once recruited,
however, most schools were willing to take part in all aspects of the study. From anecdotal evidence, a range
of factors influenced school participation: the project presented direct benefits to participating schools in
terms of boosting alcohol education provision through additional staff training and the provision of enhanced
support for participating students who needed it. However, some schools that declined to participate did so
because they indicated that they did not feel their young people had a problem with alcohol. We also found
that there were a small number of young people whom we could not follow up at 12 months. There were

a number of reasons but the primary one was related to young people not being at school at the time of
follow-up, either because they had left school or were not attending on the days we were there.

Although we used validated tools for the outcome measures, our primary outcome assessments relied on
self-reports, the use of which may have led to inaccurate reporting of alcohol use.'*2 However, adolescent
self-reported alcohol questionnaires are considered to be generally reliable, 52153 although studies of recall
in substance use surveys suggest that this may be an understudied recall bias.’>#'55 In addition, the use of
the self-completed TLFB in one school may have affected the results, with these young people completing
the TLFB differently from those who completed it with the research co-ordinator. That said, self-completed
TLFB questionnaires have been validated for both interviewer-conducted and self-completed versions.s¢
Furthermore, it is possible that other confounders had an impact on the results, given that the intervention and
control sessions were in a school setting as opposed to, for example, a tightly controlled laboratory setting.

In addition, not all intervention and control sessions were recorded to assess fidelity. Therefore, the small
number of interventions that were recorded is a significant weakness and limits our ability to assess threats
to internal validity. Learning mentors may have selected recorded sessions in which they felt that they
performed better, and, as such, any potentially poorer sessions may be one reason for the null result.

The small number of recordings may also have been because of a lack of confidence, with the qualitative
data suggesting that learning mentors felt that there was a long time between training and delivering the
sessions. In addition, young people in either arm may have discussed their learning mentor session with
their peers, which is a source of contamination, and may have affected the trial result.

One of the fundamental issues in research around ASBIs is that studies include different measurement
tools and outcomes (some validated and some not). A piece of work is currently taking place that aims to
develop a core outcome set for alcohol brief interventions to improve the measurement of alcohol-related
change in adults: Outcome Reporting in Brief Intervention Trials: Alcohol (ORBITAL)."s” We have used
validated tools in this trial and it is expected that most of them will be included in the final ORBITAL
outcome set.

The interviews showed that young people and school staff did not find the trial procedures excessively
onerous and they seemed to welcome the use of a one-to-one alcohol intervention, although some young
people did report that the time lag between the various stages of the study was long, which may have had
an impact on validity. That said, a 12-month follow-up is a well-used time frame in research. Young people
reported that they believed that the intervention could be a helpful way to reduce the risks associated with
alcohol use, although they felt that it would have been more appropriate to target those young people who
drank more than they did. This relates to social norms, and there is a large body of evidence indicating that
young people often underestimate their own, and overestimate their peers’, alcohol consumption. 158,159
However, although most evidence suggests that young people increase their consumption to match
perceived social norms, '€ the results of these interviews instead show a comparison between young people
who drink some alcohol and those other young people who drink more.
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We found some issues with the operational work of learning mentors within schools that had an effect
on booking appointments and follow-ups with young people. Not all teaching staff were aware that the
ASBIs were ongoing and, therefore, some were reluctant to allow young people out of class, especially
around exam time. To address this, learning mentors varied the classes that they took young people out
of so as not to overly disrupt lessons. This interactional workability of the learning mentors was key to not
disrupting existing relationships with teachers in the school and facilitating teachers’ co-operation with
the trial."®’

As in our pilot study' and other studies, 62163 despite the use of different techniques including letters and
texts, recruitment of parents to take part in interviews was poor; although all eligible parents (n = 339)
were invited to participate, only three expressed an interest and only two interviews were conducted.
That said, discussions with these parents reflected many of the perceptions already expressed by school
staff and young people as to the acceptability of the trial and embedded procedures.

The economic evaluation used internationally accepted methods of best practice. It was based on an explicit
and detailed health economics analysis plan that was finalised before the analysis commenced. In terms of
methods the intervention was micro-costed and rigorous attempts were made to capture resource use. The
study also sought to use an internationally accepted tool for the measure of quality of life: the EQ-5D-3L.
Nevertheless, the trial was not powered to be able to detect economically important differences and hence
the results have been presented as the likelihood that the intervention is cost-effective. Furthermore, the
cost to attach to some outcomes, such as absenteeism, is debatable. The results appeared stable over a
range of sensitivity analyses around costs. Whereas the EQ-5D-3L might be generally accepted for use in
economic evaluations, the data from the whole study suggest that short-term health impacts are at best very
small but that the intervention might have wider impacts on well-being. An alternative valuation technique,
such as contingent valuation, might have been more appropriate. The use of such techniques within a
cost—benefit analysis framework has been argued to be valuable for evaluating public health interventions.

Although not strictly a limitation of the study, the results of the trial suggest that the intervention may be
cost saving. However, quantitative findings from the trial do not help to provide an explanation for this.
One possible explanation suggested from the qualitative findings is that the intervention may have
‘spillover’ effects but how these could influence costs is unclear and would require further investigation.

This research has advanced our understanding of how to carry out research in this setting and provides
important information about carrying out public health research in secondary schools. Although this study
did not prove the efficacy of ASBIs in this setting, it did show that it is possible to develop a safe and broadly
acceptable process to deliver ASBIs to risky drinkers in a secondary school. Further research should include
the following.

1. Understanding the prevalence of alcohol consumption within a school at a level that may be
detrimental to health is a key component of any educational or psychosocial approach to managing
school-aged children’s alcohol use. The findings from this study suggest that a short screening tool,
such as AUDIT-C,8" would be feasible and appropriate for screening in the school setting.

2. The process of identification and brief intervention was associated with no adverse events and was found
to be feasible and acceptable to deliver in practice. As schools take on a greater role in addressing
mental and physical health in adolescence, this study suggests that they should consider the role of brief
interventions as first-line strategies in addressing a range of physical health, mental health and educational
needs of pupils.
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Chapter 7 Conclusions

Implications for public health and education practice

The evidence from this study does not support the implementation of ASBI for young people aged
14-15 years in the secondary school setting.

Recommendations for future research

® Asour results in terms of involvement of schools and prevalence rates of risky drinking were considerably
different from what we found in the pilot study, we recommend that, in the future, pilot feasibility
studies should include more than one geographical area.

® In addition, although alcohol consumption among young people is declining, it may be that consumption
among high-risk young people remains prevalent. In any future research it may be worth focusing on
higher-risk groups, which may include older young people (i.e. 15- to 18-year-olds).

® Future work is needed around how to involve parents successfully in research on health-related
behaviours in the secondary school setting.

® Research with school staff and pupils is needed to better understand and design school-based research
to ensure that it can be carried out in a timely manner and following research design protocols.
Despite the economic findings, there is insufficient evidence to recommend adopting ASBIs.

More qualitative investigation is needed to explore why the use of services may have fallen, contrary to
the trial results.

® Further exploration of potential reasons why the use of health and other services might have reduced is
needed. This would primarily be qualitative to explore reasons for the possible reduction in costs.

e We found that the animation shown in schools to provide instructions on how to complete the
baseline survey, including details on confidentiality and next steps in the study, was well received.
Young people indicated that the animation was clear and easy to understand, and school staff
indicated that it was easy to inform young people about the study and how to complete the survey
(which contained the screening tools). It is therefore recommended that such tools be used in
future research.
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Appendix 1 Terms of Reference for Trial
Management Group, Trial Steering Committee and
Data Monitoring and Ethics Committee

Terms of reference for the Trial Management Group

These terms of reference were determined at the beginning of the project and are therefore in future
tense. The aim was to guide the scientific, administrative and operational direction of SIPS JR-HIGH.

Chief investigator
Dr Dorothy Newbury-Birch, Health and Social Care Institute, Teesside University.

Aims and objectives
The TMG group has the primary aim of ensuring appropriate, effective and timely implementation of the
SIPS JR-HIGH trial.

The TMG will strive to achieve this aim by fulfilling the following objectives to:

® identify appropriate sites for conducting the SIPS JR-HIGH trial

participate in the development and compilation of data collection instruments and other relevant
research and intervention manuals

determine tasks, schedules and deliverables of the SIPS JR-HIGH trial

determine the fidelity of trial interventions

produce a working protocol for the trial and ensure adherence to the protocol

develop a publication protocol

facilitate and support data analysis

determine tasks, schedules and deliverables for report writing and publication of findings

ensure that adequate supervision/support occurs for research staff.

Membership

Eilish Gilvarry (chairperson), Dorothy Newbury-Birch (chief investigator), Eileen Kaner (Newcastle lead),
Emma Giles (project manager), Simon Coulton, Elaine McColl, Denise Howel, Elaine Stamp, Les Tate,
Colin Drummond, Paolo Deluca, Ruth McGovern, Stephanie Scott, Harry Sumnall, Liz Todd, Luke Vale,
Sadie Boniface, Jo Frankham, Grant McGeechan, Victoria McGowan, Jayne Ogilvie, Grant Stanley,
Claire McDonald and Nicola Howe.

Membership of the group will be reviewed as appropriate and as required.

Meeting
The TMG will meet once a month or more often if needed. Members are able to join the meeting by
teleconferencing. A meeting will be considered quorate when at least three members are in attendance.

Reporting
The group will report to the TSC.

Duration
The group will function for the entire duration of the SIPS JR-HIGH trial.
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Terms of reference for the Trial Steering Committee

These terms of reference were determined at the beginning of the project and are therefore in future
tense. The aim was to guide the scientific, administrative and operational direction of SIPS JR-HIGH.

Chief investigator
Professor Dorothy Newbury-Birch, Health and Social Care Institute, Teesside University.

Project manager
Dr Emma Giles, Health and Social Care Institute, Teesside University.

Aims and objectives
The TSC has the primary aims of monitoring implementation of the SIPS JR-HIGH trial and providing an
independent assessment of the data analysis and reporting.

The TSC has the following objectives to:

® provide an oversight role for the trial including providing advice and comments to the trial sponsor and
funder and ensure it is conducted to rigorous standards
comment on the progress of the trial and adherence to protocol

® consider new information of relevance to the research question

® provide advice, through the chairperson, to the chief investigator and trial funder on all appropriate
aspects of the trial

® provide evidence to support any requests for extensions.

Meeting

The TSC will meet biannually. Members are able to join the meeting by teleconferencing. A meeting will

be considered quorate when at least three members are in attendance. Dorothy Newbury-Birch and

Emma Giles will be responsible for calling, organising and minuting the meeting.

Duration
The group will function for the entire duration of the SIPS JR-HIGH trial.

Membership
Current membership is shown in Table 30.

Two young people from the study will be invited to take part in the steering group.

Study team members
Professor Dorothy Newbury-Birch (XXXX).

Dr Emma Giles (XXXX).
Ms Denise Howel (XXXX).

Membership of the group will be reviewed as appropriate and as required.
Terms of reference for the Data Monitoring and Ethics Committee

These terms of reference will guide the scientific, administrative and operational direction of the
SIPS JR-HIGH trial.
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TABLE 30 Membership of the TSC

Chairperson: Professor Mathew Hickman Professor in Public Health and Epidemiology

Professor Damon M Berridge Professor of Applied Statistics

Ms Lisa Lowry Teacher

Ms Louise Jones Learning Mentor

Professor Alan Brennan, Health Economics Professor of Health Economics and Decision Modelling
Mr Alan Strachan North Tyneside Council, Director of Extended Services
Dr Aine Aventin Research Fellow
Chief investigator

Professor Dorothy Newbury-Birch, Health and Social Care Institute, Teesside University.

Project manager
Dr Emma Giles, Health and Social Care Institute, Teesside University.

Aims and objectives
The DMEC has the primary aim of monitoring the study data and make recommendations to the TSC on
whether there are any ethical or safety reasons why the trial should not continue.

The DMEC has the following objectives to:

consider any ethical or safety reasons as to why the trial should not continue
consider the need for any interim analysis advising the TSC regarding the release of data and/or
information
consider safety, quality and compliance data
consider the chain of custody and storage of trial data
provide advice, through the chairperson, to the chief investigator and trial funder on all appropriate
aspects of the trial
® provide evidence to support any requests for extensions.

Meeting

The DMEC will meet annually. Members are able to join the meeting by teleconferencing. A meeting will
be considered quorate when at least two members are in attendance. Dorothy Newbury-Birch and
Emma Giles will be responsible for calling, organising and minuting the meeting.

Duration
The group will function for the entire duration of the SIPS JR-HIGH trial.

Membership
Current membership is shown in Table 317.

Membership of the group will be reviewed as appropriate and as required.

TABLE 31 Membership of the DMEC

Chairperson: Professor Simon Moore Professor in Public Health Research
Dr Chris Sutton, CStat Associate Director and Principal Lecturer
Dr Andrea Hearne Consultant Psychiatrist
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Appendix 2 Patient and public involvement work

Patient and public involvement (PPI) was sought at different times and at multiple levels, and is reflected
on throughout this report.

Table 32 summarises the PPl activities that were included in the original application, together with the PPI
activities undertaken. Not all of the activities were undertaken and this will be discussed.

Patient and public involvement was imperative to the success of the trial. We consulted with PPl representatives
including local authority employees, parents, young people and members of staff at participating school sites.
Their contribution to the development, management and delivery of this research included input into the
design and conduct of the trial (the local authority lead for education was a co-applicant for this research) and
piloting of study documentation and intervention materials (parents and young people) to ensure readability
and understanding (see Chapter 2).

We ran a focus group at one school to help design the animation used to introduce the baseline survey
(www.youtube.com/watch?v = KM78TwBcOeY; accessed 2 March 2016) and to seek feedback on what
should be included and how to ‘pitch’ and design the animation. We also involved two young people in the
development of the animation video; they worked at the university over a few days and also spent 2 days
with the animation design company to have an input into the animation that was developed to be played to
all young people at baseline showing instructions for the survey. The animated video has design work that
was drawn by one of the young people while attending the design company. These two young people also
commented on the paperwork and process involved with the trial (e.g. information leaflets, consent forms).

TABLE 32 Patient and public involvement activities undertaken

Design and
conduct of study

Management of
the research

Reporting of the
research

Dissemination of
findings

A strategy and commissioning manager
(education) was involved in application and TMG

Animation development with two young people
(convenience sampling from local schools)

Management group in each school: co-ordinator,
staff/learning mentors and young people. Report
to TMG

Two young people, learning mentors and teacher
in TMG

Skype™ (Microsoft Corporation, Redmond, WA,
USA) meeting at beginning of study with young
people and staff/learning mentors from each site
to discuss paperwork/processes

Skype/face-to-face meeting at end of study with
young people and staff/ learning mentors from
each site to discuss paperwork, processes,
reporting and dissemination

A strategy and commissioning manager
(education) was involved in application and TMG

Animation development with two young people
(convenience sampling from local schools)

Animation development with focus group at local
school who were not involved in the definitive
trial

Focus groups with young people and staff
towards the end of the trial to explore trial
procedures

Economic and Social Research Council day to
discuss research on 9 November 2016

Mini-research study at a north-east school to
teach basic research skills

A young person attended the university in

June 2017 to discuss how best to report and
disseminate the research. A 14-year-old also read
the Plain English summary and verified that they
were able to understand it, and that it was clear
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APPENDIX 2

For the management of the research, it proved infeasible to hold Skype meetings with schools at the
beginning and end of the trial, and to involve young people, staff and learning mentors in the TMG.

This was because of school commitments and timetabling issues. To compensate for this, we ran a focus
group, after follow-ups, with young people and staff from a Kent school to discuss the trial, a PPl interview
with a learning mentor in a London school, a focus group with three staff members from a school in the
north-west and, in the same school, a focus group with three young people to discuss how the trial was
implemented, and any benefits or difficulties faced.

In addition to this PPl work, a young person attended the university in June 2017 to discuss the dissemination
of the trial findings. We also ran an Economic and Social Research Council Festival of Social Science 2016
research day event, when we worked with young people on aspects of research, which included discussing
the SIPS JR HIGH project. Members of the Teesside study team worked with one school in the north-east
during the academic year 2016-17 to talk about research and teach basic skills, helping them to carry out a
piece of research. This provided us with the opportunity to work closely with the young people and to discuss
the trial.
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Appendix 3 Systematic review results
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TABLE 33 Systematic review results

Authors

(year)

Arnaud et al.
(2017)%®

Baer et al.
(2001)*"

Baer et al.
(2007)7

Country (setting)

Germany (emergency
departments)

USA (university)

USA (homeless young
people)

Design

RCT.
(cluster
RCT)

RCT

RCT

Participants Control (n)

Treatment as usual
(n=175)

Patients treated for

acute alcohol intoxication.
Intervention group,
48.9% male; TAU

group, 52% male.

Age < 18 years; mean
age in intervention group
15.7 years, mean age in
TAU group 15.8 years

No intervention
(n=not reported)

508 out of 2041
completed questionnaires.
High-risk student drinkers:
45% male

Normative comparison
sample: 46% male; aged
<19 years

117 (out of 254 screened)
homeless young people.
Mild to moderate
substance abusers; 13- to
19-year-olds; mean age
17.9 years; 56% male

Usual care (n=52)

Intervention (n)

Manual guided brief
intervention of
approximately 45 minutes
modelled on HaLT-HART
am LimiT counselling
session and Ml (n=141)

Self-monitor drinking for
2 weeks pre intervention.
A written manual was
used to provide
individualised feedback
and provision of a
one-page list of tips for
reducing risks related to
drinking (n = not reported)

MI (< 4 sessions of average
of 32 minutes; first session
averaged 17 minutes,
subsequent sessions
averaged 32 minutes).
Feedback was arranged in
booklet format (n=75)

Alcohol outcome measures

Screen for alcohol use related
risk (CRAFFT); changes in
binge drinking frequency
(single question): ["How often
do you have 5 or more drinks
on one occasion?’ (four
drinks for females)], number
of alcoholic drinks on a
typical drinking occasion and
alcohol-related problems
(brief RAPI)

RAPI; Daily Drinking
Questionnaire; 6-point scales
to report quantity, frequency,
and peak occasions of
drinking; at baseline alcohol
dependence question from
the Diagnostic Interview
Schedule and consequences
from the Brief Drinker Profile.
Interview questions were
asked to assess family history
of alcoholism and personal
history of conduct problems.
Other questionnaires
assessed alcohol
expectancies, psychiatric
symptomatology, stress,
perceived drinking norms
and sexual behaviour

30-day modified TLFB

Follow-up points

6 weeks post
enrolment; 3 and
6 months

Baseline and 12,
24 and 36 months

Baseline and
1 month and
3 months

Included at follow-up
(attrition)

Intervention group:
3 months, n=124

(86.1%); 6 months,
n=126 (87.5%)

TAU group: 3 months,
n=145 (82.4%);

6 months, n=153
(86.9%)

At the 4-year follow-up,
363 out of the

433 participants (84%)
from the two high-risk
groups and the normative
comparison group
completed assessments.
Complete data sets at
baseline and all four
follow-up periods were
provided by 328
participants (76%), and
346 participants (80%)
provided data at four out
of five time points,
including year 4

Of 117 young people in
the sample for analysis,
97 (82.9%) returned for
the 1-month interview,
and 89 (76.1%)
completed all three
interviews

Findings

Mean changes in binge drinking
episodes significant from baseline
to 3 and 6 months for both
groups, with larger changes in
the BI group (3 months —1.35,
95% Cl-1.73 t0 -0.97;
p<0.001; 6 months —1.26,

95% Cl -1.63 t0 -0.88;
p<0.001)

Significant mean change in
number of alcohol drinks per
typical drinking occasion from
baseline to 3 and 6 months for
both groups, with larger changes
in the Bl group (3 months —2.24,
95% Cl-3.18 to -1.29;
p<0.001; 6 months —1.86,

95% Cl -2.85 to -0.86;
p<0.001)

Findings suggested that much
heavy drinking among college
students is transitory. Compared
with the high-risk control sample,
participants receiving brief
individual preventative
intervention had significantly
greater reductions in negative
consequences over 4-year period.
Over 4 years, the magnitude of
change was greatest for measures
of negative drinking consequences
[F(4321)=45.65; p<0.001],
compared with those of drinking
quantity [[(4321)=28.22;
p<0.001] and drinking frequency
[F4321)=7.58; p<0.001], which
demonstrated the smallest effect

Per-protocol analysis showed
there were significant reductions
in alcohol use at 3- but not at
1-month follow-up assessments
(Cohen’s d=0.20)

Satisfaction was high
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Authors

(year) Country (setting)
Bernstein USA (emergency
(2010)”® department)

Cunningham  USA (emergency
etal. (2015) department)

Design

RCT.
(three
groups)

RCT

Participants Control (n) Intervention (n)
Peer-conducted M,
referral to community
resources and treatment if
indicated and 5- to
10-minute booster
telephone call (n=283)

853 patients aged
14-21 years giving
positive AUDIT test

or positive for binge
drinking/high-risk
behaviours; 87% aged
> 18 years; 45% male

AC (n=284) and
MAC (n=286)

Enhanced usual
care (n=281)
(brochure listing
resources)

836 young adults
screening positive on

the AUDIT-C (aged

14-17 years, score of > 3;
aged 18-20 years, score
of >4). Age range

14-20 years; 51.6% male

Computer Bl (n=277),
therapist Bl (n=278)

and one or two booster
conditions administered at
the 3-month follow-up
interview. Same brochure
as control condition was
also given

Alcohol outcome measures

30-day TLFB

Participants were asked
‘How often did you have

a drink containing alcohol?”
(never =0; monthly or
less=1; 2 to 4 times per
month =2; 2 to 3 times per
week =3; >4 times per
week =4) and ‘How many
drinks containing alcohol did
you have on a typical day
when you were drinking?”’
(1or2drinks=1;30r4=2;
50r6=3;7t09=4,
>10=5); multiplied to
produce a quantity-frequency
index with scores ranging
from 0 to 20

Follow-up points

Baseline and

3 and 12 months
for Bl and AC
groups, and
baseline and

12 months for
MAC group

Baseline and 3,
6 and 12 months

Included at follow-up
(attrition)

Intervention: 3 months,
n=202 (71.4%);

12 months, n=207
(73.1%)

AC group: 3 months,
n=197 (69.4%);

12 months, n=209
(73.6%)

MAC group: 12 months,
n=198 (69.2%)

86.8% at 3 months,
87.1% at 6 months and
88.0% at 12 months

Findings

No effects were found for
between-group consumption or
high-risk behaviours. Intervention
compared with AC resulted in
significant efforts to change
behaviour (p <0.05)

3 months: regression analyses
showed that the computer Bl and
therapist Bl significantly decreased
the alcohol consumption index
score and alcohol consequences
compared with control. Cohen’s d
effect sizes were as follows: alcohol
consumption index, 0.10 (computer
Bl) and 0.13 (therapist BI); alcohol
consequences, 0.11 (computer Bl)
and 0.14 (therapist Bl)

6 months: regression models
examining the main effects of the
computer BI, therapist B, and
post-emergency department
session on alcohol consumption
index scores and consequences at
6 months (controlling for 3-month
levels of alcohol domain) showed
no significant effects for either of
the Bls. The main effect of the
post-emergency department
session was significant for alcohol
consequences but not for
consumption (Cohen’s d=0.12)

12 months: at 12 months, the
therapist Bl and computer Bl did
not significantly affect alcohol
consumption index scores but did
reduce alcohol consequences
[Cohen'’s d effect sizes=0.12
(therapist BI vs. enhanced usual
care) and 0.17 (computer Bl vs.
enhanced usual care)]. There were
no main effects of the post-
emergency department session
on alcohol-related outcomes at
12 months

continued
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TABLE 33 Systematic review results (continued)

Authors

(year) Country (setting)

Davis et al. USA (referred from

(2016)% not-for-profit treatment
agencies)

Magill et al. USA (community)

(2017)%

Marlatt et al.  USA (university)

(1998)™

Martinez Mexico (schools)

Martinez

et al. (2008)%

Monti
(1999)

USA (emergency
department)

Design

RCT

RCT

RCT

RCT.

RCT

Participants

48 adolescents referred
for substance-use
disorders. Mean age
16.3 years; 77.1% male

Heavy drinkers. Age range
17-20 years; mean age
18.2 years; 38% male;
n=167

High-risk sample selected
from screening pool
(n=348); 45.9% male

Moderate to high risk
drinkers. Age range

14-18 years; average age
16 years; 65% male;
n=>52

Treated in emergency
department (blood or

self-reported consumption).

Mean age 18.4 years;
n=94; 64% male

Control (n)

n/a

Mediation and
relaxation training
(n=284).

60 minutes

Normative sample
from screening
pool (n=115) and
assessment only
control (n=174)

Waiting list control
(n=26)

Standard care
(n=42) including a
handout

Intervention (n)
Ml (n=22)

MI plus normative

feedback (Ml + NF) (n=26)

MI session (approximately
60 minutes) (n=83)

Individualised MI (n=174).
Delivered winter term of
first year college

90-minute, single-session
Bl (n=26)

Motivational interview
(n=52). Also given same
handout as control arm

Alcohol outcome measures

Counts of the number of
days of alcohol use in the
previous 90 days; binge
drinking measured by how
many days, in the previous
90 days, that participants got
drunk or drank five or more
drinks

6-week TLFB

Frequency of alcohol
consumption, daily drinking
questionnaire, RAPI. Alcohol
dependence scale

Problem Oriented Screening
Instrument for Teenagers
(POSIT) questionnaire; pattern
of alcohol consumption
during the last 3 months
(quantity and frequency)

Adolescent Drinking Index,
young adults drinking and
driving questionnaire,
Adolescent Injury Checklist,
health behaviour
questionnaire, adolescent
drinking questionnaire

Follow-up points

Baseline and
3 months

Baseline, 6 weeks
and 3 months

Baseline and 6, 12
and 24 months

Baseline and
6 months

Baseline and 3
and 6 months

Included at follow-up
(attrition)

Recordings were available
for 43 study participants
(89.5%)

Study attrition was 3%

24 months n=403
(88%), of these n=379
(83%) completed 12 and
24 month assessments

6-month follow-up:
intervention, n=23
(88.5%); control, n=17
(65.4%)

3 months, n=87 (93%);
6 months, n=284 (89%)

Findings

Adolescents with higher
percentage change talk who
received the Ml + NF had
significantly fewer days of alcohol
consumption (p=0.001) and
binge drinking (p =0.047)

MI compared with relaxation
training showed a greater
reduction in heavy drinking at

6 weeks (p=0.000) and 3 months
(p=0.003)

Participants who received the
brief intervention showed
significantly greater deceleration
of drinking rates and problems
over time than those in the
control group. In comparison with
students in the control condition,
those in the treatment group
reported drinking less frequently
over time [A2, 284)=3.59;

p <0.029], smaller quantity over
time [F(2, 290)=6.65; p < 0.001]
and smaller peak quantity over
time [F(2, 294)=3.63; p < 0.028].
The magnitude of these effects
are modest; effect sizes ranged
from 0.14 t0 0.20

Significant differences between
the experimental and control
groups at 3 (p<0.01) and

6 months (p <0.1), showing
reduction in alcohol consumption
in the Bl experimental group

A time effect [F(l, 79) = 24.55;

p <0.001] showed significant
reductions in adolescent drinking
questionnaire total scores, with
no group difference or interaction
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Authors

(year)

Country (setting)

Design

Participants

Control (n)

Intervention (n)

Alcohol outcome measures Follow-up points

Included at follow-up

(attrition)

Findings
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Spirito etal.  USA (emergency RCT Treated in emergency Standard care: Brief Ml (one session of Adolescent drinking Baseline and 3, 3 months, n=142 Both MI and standard care
(2004)” department) department and had 5-minute brief 35-45 minutes) (n=78) questionnaire, Adolescent 6 and 12 months  (93.4%); 6 months, conditions resulted in reduced
evidence of alcohol use advice and Drinking Inventory, young n=136(89.5%); quantity of drinking during the
(blood/breath/saliva) or handout (n=74) adult drinking and driving 12 months, n=136 12-month follow-up. Adolescents
self-report consumption questionnaire, Adolescent (89.5%) who screened positive for
within 6 hours of Injury Checklist, health problematic alcohol use at
admittance. Mean age behaviour questionnaire baseline reported significantly
15.7 years; n=152; more improvement on two out
64% male of three alcohol use outcomes
(average number of drinking days
per month and frequency of
high-volume drinking) if they
received MI compared with
standard care
Spirito etal. ~ USA (emergency RCT Drug and alcohol users; n/a Individual Ml session Adolescent drinking Baseline and 3, 6  Individual MI: 3 months Both conditions resulted in
(2011)" department) 46% male; aged 45-60 minutes and five questionnaire (8-point scale)  and 12 months n=56 (88.9%); 6 months a reduction in all drinking

n=>539 (84.1%);
12 months n=47
(74.6%)

outcomes at 3, 6 and 12-month
follow-up (p <0.001). Across
groups any drinking in previous
month decreased from 100% to
Family check up: 39.3% at 3 months, 55.2% at
3 months n=41 (66.1%); 6 months and 67.9% at 12

13-17 years, mean
age=15.45 years; n=125

monthly parenting booster
brochures (n=63)

Individual Ml plus family
checkup: as above with
the addition of family
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check-up (n=62)

6 months n=39 (62.9%); months. High-volume drinking

12 months n=36
(58.1%)

occurrence dropped from 84%
at baseline to 24% at 3-month
follow-up, 35.3% at 6 months
and 53.3% at 12 months; all
were significantly less than
baseline (p <0.001). There was
one significant between-group
difference on high-volume
drinking days at 3 months with
family check up reporting lower
prevalence (14.6%, 95% Cl
3.8% and 25.5%) than individual
MI (32.1%, 95% Cl 19.9% to
44.4%), at 6 months family
check up was lower (27%,

95% C1 12.7% to 41.3%) than
individual Ml (43.6%, 95% ClI
30.5% to 56.8%). No difference
was shown at 12 months. There
were no effects on number of
drinking days or quantity per
drinking occasion

continued
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TABLE 33 Systematic review results (continued)

Authors

(year)

Tait et al.
(2004)%

Walton et al.
(2010)°

Country (setting)

Western Australia
(emergency
department)

USA (emergency
department)

Design

RCT

RCT

Participants

Emergency department
presentation of alcohol
or drug use. Age range
12-19 years; mean age
16.7 years; 55% male;
n=127

Eligible if reported past-
year alcohol use and
aggression. Mean age
16.8 years, range 14-18
years; n=726; 44% male

Control (n)

Usual hospital care

(n=67)

Control group
received brochure
post screening
(n=235)

Intervention (n)

Brief intervention (n =60).

(not described)

SafERteens therapist
(n=254) vs. computer
brief intervention (one
session of 35 minutes)
(n=237)

Alcohol outcome measures Follow-up points

AUDIT-C with a threshold of
five or greater for males and

four or more for females

AUDIT-C, Problem Oriented

Screening Instrument for

Teenagers (POSIT), frequency
of aggression towards peers

Baseline and
4 months

Baseline, 3 and
6 months

Included at follow-up

(attrition)

Intervention, n=32
(53%); control, n=51
(76%)

Computerised brief
intervention: 3 months
n=205 (86.5%);

6 months n=209
(87.8%)

Therapist brief
intervention: 3 months
n=215 (84.6%);

6 months n=209
(82.3%)

Control: 3 months
n=206 (87.7%);
6 months n=208
(88.5%)

Findings

Of those followed up, 64 had
hazardous alcohol consumption
at baseline: 6 out of 15 (40%)
treated adolescents moved to
‘safer’ use, whereas 10 out of 49
(20%) non-treated adolescents
moved to ‘safer’ alcohol
consumption patterns

[* (1)=2.4, n/s]. It was also
noted that there were 17
adolescents in the non-treated
group with non-hazardous
consumption at baseline, of
whom seven (41%) changed to
hazardous consumption by

4 months. No such change was
seen in the treated group. AUDIT-3
score (change from baseline to

4 months) B 0.13, 95% CI-0.35
10 0.61; p=0.587

At 3 months, the therapist
intervention showed reductions in
the occurrence of peer aggression
(therapist, —34.3%; control,
—16.4%; relative risk, 0.74; 95% Cl
0.61 to 0.90), experience of peer
violence (therapist, —10.4%;
control, —4.7%; RR 0.70, 95% ClI
0.52 to 0.95), and violence
consequences (therapist, —30.4%;
control, —13.0%; RR 0.76, 95% ClI
0.64 to 0.90). At 6 months, both
the therapist intervention and
computer intervention showed
reductions in alcohol consequences
compared with controls (therapist,
—32.2%; control, —17.7%; odds
ratio, 0.56; 95% C1 0.34 t0 0.91;
computer, —29.1%; control,
—17.7%; odds ratio 0.57; 95% Cl
0.34 t0 0.95)
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Authors

(\ZED) Country (setting) Design Participants Control (n)

Alcohol outcome measures

Included at follow-up
Follow-up points

Findings

White etal.  USA (university) RCT College students violating ~ Personal written Frequency of alcohol use There were significant decreases
(2006)°" alcohol policies, n=222 feedback only intervention (n=118). using a 6-point ordinal scale in the total number of drinks in a
(n=104). Two Two sessions (1 hour) ranging from 0 =not in the typical week (F=22.84, 2/219 df,

sessions (1 hour)

last month to 5=daily;
number of occasions of
heavy episodic drinking in
the past month (five or more
drinks for males and four or
more for females; questions
adopted from the Modified
Daily Drinking Questionnaire
to assess the number of
drinks and the number of
hours of drinking each day in
a typical week in the last
month; RAPI

p<0.001), the number of times
of heavy episodic drinking in the
past month (F=4.44, 1/218 df,
p=0.04), the peak BAC in a
typical week (F=45.86, 1/219 df,
p<0.001), the number of
alcohol-related problems in the
past 3 months (F=75.16, 1/220 df,
p<0.001)
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Winters et al.  USA (school) RCT Adolescents with alcohol/  Assessment only BI-A: two-session Adolescent Diagnostic Baseline, 1 month  N=78 (only one attrition ~ Both intervention groups
(2007)%° (three drug use disorder. Mean (control) (n=27) Bl-adolescent x 60 minutes Interview and TLFB. Personal  and 6 months case) (Bl-adolescent and Bl-parent)
arms) age 15.6 years, range (n=26) consequences scale (11-item showed significantly better
13-17 years; n=79; self-report scale) outcomes than control (p < 0.05)
62% male BI-AP: two session x for number of alcohol use days,
60 minutes Bl-adolescent number of alcohol abuse
plus Bl-parent session symptoms and number of alcohol
(n=26) dependency symptoms. Significantly

better outcomes for Bl-adolescent
and Bl-parent (compared with
control) were found for a number
of the drug outcomes but not for
alcohol. Bl-adolescent was found
to be significantly better than
Bl-parent for number of days
abstinent from alcohol in previous
90 days

AC, assessed control; B, brief intervention; CRAFT, Car, Relax, Alone, Forget, Family or Friends, Trouble; df, degrees of freedom; MAC, minimally assessed control; n/a, not applicable; n/s, not significant; RCT, randomised controlled trial; RR, relative risk;
TAU, treatment as usual.
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Appendix 4 Schools’ usual practice
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TABLE 34 Schools' usual practice

NW06

NWO1

NWO02

NWO03

NWO04

NWO05

NEO4

Job title

Head of PSHE and
careers

Lead professional
of health and
well-being

VP for SMSC and
Inclusion

Director of health
specialism

Manager of social
inclusion centre

Lead co-ordinator
for PSHE

Head teacher

Question

Does your school currently
teach alcohol advice as part
of the curriculum?

Yes

Yes. They lead health lessons
within Year 7 and 8 and this fits
into a 6-week block of lessons
on drugs and alcohol

Yes

Yes

Yes

Yes

Yes

Can you provide details?

PSHE covers various aspects of
alcohol education, drinking
responsibly, drink spiking, drunk
driving, alcohol units and keeping
safe

They look at the effects of
alcohol, peer pressure, units of
alcohol, health facts that alcohol
affects, side effects of drinking

Formal lessons on healthy
lifestyles/choices

The healthy schools team
supports the delivery of alcohol
and drugs education. They look at
the impact of excessive alcohol
intake

It is incorporated into their
PSHE lessons along with drugs
awareness and uses the
Manchester Healthy Schools
materials

Advice is given to whole school
pupils via form during the alcohol
awareness week, a lesson is
taught to Years 8, 9, 10 and 11,
leaflets are available if needed
from the school nurse. The nurse
is available every Friday

Advice, leaflets, external speakers

Where does this advice
happen?

PSHE, one to one when
necessary, health days

Classroom lessons. Students
can also seek advice from
pastoral staff, nurses,
teachers

In PSHE classes

PSHE classes, one-to-one
targeted pastoral work,
school assembly

In PSHE lessons, targeted
assemblies, drop-down days
as appropriate

During the alcohol
awareness week, a lesson
is taught to Years 8, 9,
10 and 11

Tutor groups in PSHE, one-
to-one support also offered

delivers the
advice?

Form tutors, Young
Addaction, pastoral heads

Health teacher (PE), form
tutors

Teachers of PSHE overseen
by the head of year and
the VP

Healthy schools team,
health tutor, head of year,
pastoral team

PSHE teachers, learning
mentors, Wythenshawe
Community Housing
Youth Workers

Advice is delivered via
teachers in PSHE lessons,
the school nurse

A mix of people: tutors,
heads of year, school
nurse

Who would a young person
talk to if they had an alcohol
issue?

Support manager, who might
involve an external agency if
considered necessary

Progress leaders, form tutors,
nurse, pastoral staff

The academy health advisor/
school counsellor or one of the
pastoral team (each year group
has a non-teaching pastoral
manager)

Pastoral year lead, safeguarding
lead

Any member of staff they felt
comfortable with and then it
may be referred on to a more
appropriate member of staff

School nurse, PSHE teacher, head
of year, pastoral mentors

Head of year and student support

Is there anything else you
would like to say about
alcohol advice at your
school?

Should be more free support
available to school. For
students to use hands-on
activities, such as resources,
from Manchester Healthy
Library

If they hear that older
students have been drinking
outside school

They use a framework for
PSHE to ensure that golden
threads of learning about
values and safe choices are
interwoven into the whole
curriculum

Advice is available to all year
groups, alcohol awareness
relates to drug and social
behaviour

¥ XIAN3ddVY
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NEO9

NEO6

NEO3

NEO1

NEO2

NEO5

NEO7

NEO8

NE10

NET1

NE12

NE13

LO1

L02

LO3

L04

Job title
Special support
assistant
Student support
worker

Not completed
Not completed
Not completed

HoD PE

Not completed
Not completed
Not completed
Not completed
Not completed

Year manager

Not completed
Not completed
Not completed

Not completed

Question

Does your school currently
teach alcohol advice as part
of the curriculum?

In the religious education
curriculum and tutor
programme

Yes

Yes

Yes, as part of PSHE

Can you provide details?

Presentations in school

Alcohol awareness lessons

Advice information workshops

They have delivered as part of
focus days over the last 5 years
alcohol awareness to three year
groups: Years 7,9 and 11. Y7 has
been delivered as part of a day on
healthy living. The workshop was
delivered by [NAME] (school
nurse) or a member of her team.
Year 9 have had alcohol awareness
delivered as part of the risk and
resilience day organised by an
outside source in the past

Where does this advice
happen?

In school assemblies, tutor
groups; in religious
education lessons

In religious education classes

Tutor groups, PSHE lessons,
one-to-one meeting
(if necessary)

In tutor group but students
had the opportunity to
speak on a one-to-one basis.
Year 11 as part of live and
learn day, consequence of
alcohol issues delivered

by the fire brigade and
Cleveland Police. These
will continue through the
citizenship programme,
Year 11 already this year,
[NAME] team will deliver in
summer term also Year 7

Who delivers the
advice?

Class teachers; learning
mentors in assemblies

Learning mentors/student
support

Tutors/year group teams,
PSHE team, external
mentors, head of year

External providers as
named above

Is there anything else you
Who would a young person would like to say about
talk to if they had an alcohol alcohol advice at your
issue? school?

Key stage co-ordinators, learning
mentors and safeguarding lead

Learning mentors/student
support/head of year

Tutor, teacher, head of learning,
behaviour and welfare officer

Year manager and [NAME],
safeguarding officer

continued
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TABLE 34 Schools' usual practice (continued)

School
code

Ko4

K05

K03

K02

Job title

Inclusion lead

Welfare manager

Senior pastoral
leader

HOD Health and
social care

Question

Does your school currently
teach alcohol advice as part
of the curriculum?

Yes

No, but they introduce some
DrinkAware resources into PSHE
at times

No

In the health and social care
department it looks at health
risks so alcohol advice is taught
in the syllabus (Year 7, term 5).
In lessons around substance
misuse, which includes alcohol
consumption

Can you provide details?

Knowledge development and
advice

The Alcohol Education Trust has
run an alcohol awareness evening
for parents (October 2017) and
are running one in February 2018,
but attendance has been low

Kenwood Trust (local charity)
delivers an assembly to Year 9 and
10. This is organised through the
assistant head who is in charge
of pastoral care. It has also
purchased the alcohol goggles to
support lessons and health and
social care lessons. If a student is
caring for a family member
because of substance misuse,
then it would make a referral to
Kent Young Carers and/or
Crossroads for them to access
support. We have [NAME] to
refer to for counselling, CAST
mentors for students to talk to

in school and then also external
agency support via Early Help.
There is also Addaction, it takes
direct referrals

Where does this advice
happen?

Discussions within values
lessons (PSHE equivalent),
tutors may raise issues in
response to topical issues
and in development of
knowledge in science

In school, in PSHE and lead
lessons

School assemblies — Year 7
health and social care
lessons — Year 11 unit 5
health promotion

Who delivers the
advice?

Various teachers

The Alcohol Education
Trust and class teachers

Class teachers, external
speakers

Who would a young person
talk to if they had an alcohol
issue?

Pastoral support manager

A young person would speak to a
welfare manager or a member of
staff they trust

Pastoral team

Student manager, head of year

Is there anything else you
would like to say about
alcohol advice at your
school?

No

They can be putting in a lot
more support for our students
to raise awareness about
alcohol consumption in our
school. This could be put

in place in lessons across

all years

¥ XIAN3ddVY
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School
code

Ko7

K01

K06

Job title
Head of PSHE; head

of alternative
curriculum

Assistant principal

Assistant head
teacher

Question

Does your school currently
teach alcohol advice as part
of the curriculum?

Yes

Alcohol advice delivered
through the tutorial
programme/assemblies.
Workshops delivered by a
senior early help worker

Yes

Can you provide details?

Taught through school nurses
intervention on themed education
days to Year 9. PSHE lessons on
misuse of drugs include alcohol
(Years 7-10)

Advice is through tutorial
programme Leaflets on offer
through addaction, Kenwood
Trust and senior early help worker
have organised sessions and
workshops

Within lessons, once a week

Where does this advice
happen?

In school in class groups
(PSHE) in school in year
groups (themed education
days)

Assemblies, tutorial
programme, small groups
for workshops

Lessons

Who delivers the
advice?

PSHE teachers, school
nurses (visitors)

Head of house, guidance
managers, tutor, external
presenters: Addaction,
Kenwood Trust, senior
worker

Teacher

Who would a young person
talk to if they had an alcohol
issue?

Director of learning (head of
house), form tutor, PSHE teacher,
staff with whom they have a

good relationship, academic or
emotional/social mentor, weekly
nurse drop-in clinic, home/school
liaison officer, counsellors on staff,
counsellors from youth service,
referrals can be made by children’s
team to appropriate support
groups outside school including
Open Roads and child and
adolescent mental health services

Head of house, guidance
manager, tutor, safeguarding
team

DSL or member of pastoral team.
Sometimes ethics teacher when
covering topic

Is there anything else you
would like to say about
alcohol advice at your
school?

They would welcome any
support or contact with
agencies that would support
students wishing to deal with
their own or their carer’s
problems with alcohol. They
would welcome more advice
about agencies available to us
to help us offer better support
to our students

The resources offered through
this process have been really
effective when discussing
alcohol with students

n/a

DSL, designated safeguarding lead; n/a, not applicable; VP, vice president.
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Appendix 5 The TIDieR checklist

TABLE 35 The TIDieR checklist

Where located

Item Primary paper Other
number Item (page numbers) (details)
Brief name
1. Provide the name or a phrase that describes the intervention 13 -
Why
2. Describe any rationale, theory, or goal of the elements essential to the 14 -
intervention
What
3. Materials: describe any physical or informational materials used in the 14-16 -
intervention, including those provided to participants or used in intervention
delivery or in training of intervention providers. Provide information on where
the materials can be accessed (e.g. online appendix, URL)
4. Procedures: describe each of the procedures, activities and/or processes used 14-16 -

in the intervention, including any enabling or support activities

Who provided

5. For each category of intervention provider (e.g. psychologist, nursing 13 -
assistant), describe their expertise, background and any specific training given

How

6. Describe the modes of delivery (e.g. face to face or by some other mechanism, 13 -
such as internet or telephone) of the intervention and whether it was provided
individually or in a group

Where

7. Describe the type(s) of location(s) where the intervention occurred, including 13 -

any necessary infrastructure or relevant features
When and how much

8. Describe the number of times the intervention was delivered and over what 13 -
period of time including the number of sessions, their schedule and their
duration, intensity or dose

Tailoring

9. If the intervention was planned to be personalised, titrated or adapted, then 14-16 -
describe what, why, when and how

Modifications

10. If the intervention was modified during the course of the study, describe the 13-16 -
changes (what, why, when and how)

How well

11. Planned: if intervention adherence or fidelity was assessed, describe how and 15-17 -
by whom, and if any strategies were used to maintain or improve fidelity,
describe them

12. Actual: if intervention adherence or fidelity was assessed, describe the extent 16-17 -

to which the intervention was delivered as planned
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Appendix 6 Scoring systems

TABLE 36 Scoring system for numerical scales

A-SAQ Single question with a (1) Never, (2) <4 times, 1-6 A score of >3 is considered
choice of six responses (3) > 4 times but not a positive score for possible
to indicate levels of every month, (4) > once hazardous or harmful
harmful drinking a month but not every drinking

week, (5) every week
but not every day,
(6) every day

AUDIT 10 questions about Score of 0-4 for 0-40 when scores An AUDIT score of >8is
drinking behaviour with  questions 1-8 and 0, 2 from each question considered to indicate
five possible responses or 4 for questions 9 are added possible hazardous or
for questions 1-8, or and 10 harmful drinking in adults.
three responses for There is currently no agreed
questions 9 and 10 score to indicate hazardous

or harmful drinking in
adolescents

AUDIT-C First three questions of All questions are 0-12 when scores An AUDIT-C score of >4 is
the AUDIT scored 0-4 from each question considered to indicate

are added possible hazardous or
harmful drinking in adults.
There is currently no agreed
score to indicated hazardous
or harmful drinking in
adolescents

RAPI 23 questions about All questions are 0-69 when scores Higher RAPI scores indicate
drinking behaviour, scored 0-3 from each question more problematic drinking
each with four possible are added behaviour
responses

WEMWBS 14 questions to assess Each question is 14-70 when scores WEMWSBS provides robust
level of happiness and scored 1-5 from each question results for populations and
life satisfaction are added groups with higher scores

indicating higher levels of
well-being. It has not yet
been validated for monitoring
mental well-being in
individuals

TLFB-28 Quantitative estimations Provides a variety of The TLFB is a method for

of daily alcohol
consumption

different estimations
of individual
consumption levels

assessing recent drinking
behaviour. Administered by a
learning mentor, it involves
asking young people to
retrospectively estimate their
daily alcohol consumption
over a 28-day period prior

to the interview. We wiill
specifically derive total alcohol
consumed in a 28-day period,
percentage of days abstinent,
drinks per drinking day and
number of days drinking
more than 2 units
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Appendix 7 Recruitment numbers

TABLE 37 Recruitment numbers, by region and school

Number of Randomised to
Young people Surveys Surveys Consent
Region and school in year completed positive to study Intervention Control
North-east
NE12 225 220 56 17 8 9
NEO1 184 183 79 24 13 [N
NEO2 89 88 24 8 4 4
NE11 239 238 58 26 13 13
NE10 223 221 69 24 9 15
NEO9 81 79 18 9 4 5
NEO3 186 185 34 23 12 1M
NEO6 188 188 50 36 15 21
NEO8 213 212 55 23 13 10
NEO4 81 81 1M 8 3 5
NE13 190 189 54 2 2 0
NEO7 105 104 32 15 6 9
NEO5 128 127 39 26 14 12
Subtotal 2132 2115 579 241 116 125
North-west
NWO06 178 176 46 6 4 2
NWO1 152 149 33 10 0 10
NWO02 82 79 5 5 4 1
NWO3 94 93 19 13 6 7
NWO04 118 114 22 15 9 6
NWO5 110 104 14 10 4 6
Subtotal 734 715 139 59 27 32
London
LO4 89 86 2 1 0 1
L02 123 120 4 1 1 0
LO3 92 89 7 0 0 0
Withdrawn 261 258 72 0 0 0
LO1 112 112 12 3 1 2
Subtotal 677 665 97 5 2 3
continued
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APPENDIX 7

TABLE 37 Recruitment numbers, by region and school (continued)

Number of Randomised to
Young people Surveys Surveys Consent
Region and school in year completed positive to study Intervention Control
Kent
K01 136 135 32 19 10 9
K06 113 112 37 24 11 13
K02 137 135 26 13 7 6
K03 171 170 35 25 11 14
Ko7 119 118 44 18 9 9
K05 136 136 20 1" 6 5
K04 229 222 55 28 11 17
Subtotal 1041 1028 249 138 65 73
Total 4584 4523 1064 443 210 233
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Appendix 8 Baseline characteristics

TABLE 38 Comparison of categorical baseline characteristics, by screening and assent subgroups

Screening

Screened positive  Screened positive and
and gave consent did not give consent Screened negative

Characteristic (N =439),% (n %) (N =625), n (%) (N =3459),% n (%)
Demographics
Gender
Female 221 (50.3) 351 (56.2) 1636 (47.3)
Male 218 (49.7) 261 (41.8) 1779 (51.4)
Missing 0 (0) 13(2.1) 44 (1.3)
Ethnicity
White 398 (90.7) 524 (83.8) 2542 (73.5)
Black 8(1.8) 22 (3.5) 293 (8.5)
Chinese 0 (0) 2 (0.3) 31(0.9)
Mixed 26 (5.9) 28 (4.5) 183 (5.3)
Asian 3(0.7) 14 (2.2) 251 (7.3)
Other 2(0.5) 13(2.1) 90 (2.6)
Not known 1(0.2) 12 (1.9) 29 (0.8)
Missing 1(0.2) 10 (1.6) 40 (1.2)
Use of leisure time
When you have free time do you mainly
Go round to a friend’s house (or have them 134 (30.5) 236 (37.8) 781 (22.6)
come round to yours)
Go out somewhere with friends 245 (55.8) 370 (59.2) 1251 (36.2)
Spend time with your family 57 (13) 81 (13) 824 (23.8)
Spend time with brother(s) and/or sister(s) 28 (6.4) 41 (6.6) 328 (9.5)
Spend time by yourself 117 (26.7) 134 (21.4) 1231 (35.6)
None of these 27 (6.2) 38 (6.1) 221 (6.4)
Did not answer 5(1.1) 8(1.3) 22 (0.6)
Smoking
How old were you when you smoked a whole cigarette for the first time?
| have never smoked a whole cigarette 233 (53.1) 266 (42.6) 2980 (86.2)
<8 years old 8(1.8) 24 (3.8) 16 (0.5)
9 or 10 years old 13 (3) 26 (4.2) 22 (0.6)
11 or 12 years old 72 (16.4) 110 (17.6) 97 (2.8)
13 or 14 years old 91 (20.7) 159 (25.4) 235 (6.8)
> 14 years old 18 (4.1) 31 (5) 44 (1.3)
Did not answer 4(0.9) 9(1.4) 59 (1.7)
Missing 0 (0) 0 (0) 6(0.2)
continued
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APPENDIX 8

TABLE 38 Comparison of categorical baseline characteristics, by screening and assent subgroups (continued)

Screening

Screened positive  Screened positive and

and gave consent did not give consent Screened negative
Characteristic (N =439),° (n %) (N = 625), n (%) (N =3459),° n (%)

During the past 30 days, on the days you smoked, how many cigarettes did you smoke per day?

| did not smoke cigarettes during the last 308 (70.2) 395 (63.2) 3189 (92.2)
30 days
<1 25(5.7) 36 (5.8) 62 (1.8)
1 17 (3.9) 24 (3.8) 28(0.8)
2-5 41 (9.3) 72 (11.5) 64 (1.9)
6-10 28 (6.4) 54 (8.6) 32(0.9)
11-20 12 (2.7) 16 (2.6) 11(0.3)
>20 6(1.4) 16 (2.6) 9(0.3)
Did not answer 2 (0.5) 12 (1.9) 55(1.6)
Missing 0 (0) 0 (0) 9(0.3)
Energy drinks
How many times per week do you usually drink energy drinks?
Never 103 (23.5) 136 (21.8) 1452 (42)
Less than once per week 123 (28) 175 (28) 973 (28.1)
Once per week 60 (13.7) 83 (13.3) 397 (11.5)
2-4 days per week 84 (19.1) 136 (21.8) 383 (11.1)
5 or 6 days per week 22 (5) 21(3.4) 63 (1.8)
Every day, once per day 17 (3.9) 36 (5.8) 91 (2.6)
More than once per day 29 (6.6) 34 (5.4) 82 (2.4)
Did not answer 1(0.2) 4 (0.6) 18 (0.5)
Risky sexual behaviour

After drinking alcohol, have you ever engaged in sexual intercourse that you regretted the next day?

No 142 (32.3) 230 (36.8) 741 (21.4)

Yes 38 (8.7) 92 (14.7) 73 (2.1)

| have never engaged in sexual intercourse 246 (56) 274 (43.8) 2495 (72.1)

Did not answer 13 (3) 26 (4.2) 144 (4.2)

Missing 0 (0) 3(0.5) 6(0.2)
After drinking alcohol, have you ever engaged in sexual intercourse without a condom?

No 137 (31.2) 225 (36) 736 (21.3)

Yes 44 (10) 92 (14.7) 54.(1.6)

| have never engaged in sexual intercourse 242 (55.1) 280 (44.8) 2518 (72.8)

Did not answer 16 (3.6) 27 (4.3) 149 (4.3)

Missing 0 (0) 1(0.2) 2(0.1)

a n=4 screened negative but took part in the trial.
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Appendix 9 Comparison of baseline survey data,
by screening and assent subgroups

TABLE 39 Comparison of baseline survey data, by screening and assent subgroups

Survey n Minimum LQ Median UQ Maximum Mean SD
AUDIT

Screened positive and gave consent 436 0 3 6.7 10 40 7.7 6.1

Screened positive and did not give 614 0 4 7 12 40 9.1 7.2

consent

Screened negative 3428 0 0 0 1.25 344 1.3 24
AUDIT-C

Screened positive and gave consent 433 0 2 4 5 12 4.0 2.3

Screened positive and did not give 620 0 3 4 6 12 46 25

consent

Screened negative 3412 0 0 0 1 12 0.8 1.3
RAPI

Screened positive and gave consent 429 0 1 4 10.5 48.1 7.3 9.3

Screened positive and did not give 604 0 2 6 14 69 10.4 12.7

consent

Screened negative 3260 O 0 0 1 63 1.6 4.8
WEMWABS

Screened positive and gave consent 398 14 39 46.2 54 70 45.8 1.7

Screened positive and did not give 572 14 365 44 52 70 43.7 12.3

consent

Screened negative 3197 14 41 49 56 70 48.0 11.8
DMQ-R - coping

Screened positive and gave consent 430 1 1 1.4 2.2 5 1.8 1.0

Screened positive and did not give 594 1 1 1.6 24 5 2.0 1.1

consent

Screened negative 3060 1 1 1 1 5 1.1 0.5
DMQ-R - social

Screened positive and gave consent 431 1 1.8 24 34 5 2.6 1.1

Screened positive and did not give 595 1 2 2.8 3.8 5 29 1.1

consent

Screened negative 3064 1 1 1 1.4 5 1.4 0.7

continued
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APPENDIX 9

TABLE 39 Comparison of baseline survey data, by screening and assent subgroups (continued)

Survey
DMQ-R - conforming
Screened positive and gave consent

Screened positive and did not give
consent

Screened negative
DMQ-R - enhancement
Screened positive and gave consent

Screened positive and did not give
consent

Screened negative

n

430
594

3053

431
594

3060

Minimum LQ
1 1
1 1
1 1
1 1.2
1 1.4
1 1

Median

1.8
2.2

uQ

1.2
1.4

Maximum Mean

Ul

1.3
1.4

1.1

2.0
2.3

1.2

SD

0.7
0.7

0.4

1.0
1.1

0.5

LQ, lower quartile; UQ, upper quartile.
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Appendix 10 Follow-up data

TABLE 40 Numbers providing follow-up data, by region and school

Trial arm (n)

Intervention Control
12-month 12-month
Region and TLFB questionnaire TLFB questionnaire
school Randomised complete complete Randomised complete complete
North-east
NE12 8 8 8 9 8 8
NEO1 13 13 13 11 10 10
NEO2 4 4 4 4 4 4
NE11 13 6 6 13 12 12
NE10 9 3 3 15 11 "
NEO9 4 4 4 5 5 5
NEO3 12 11 1M 11 1M 11
NEO6 15 15 15 21 19 19
NEO8 13 13 13 10 10 10
NEO4 3 1 1 5 4 4
NE13 2 1 1 0 0 0
NEO7 6 5 5 9 5 5
NEO5 14 14 14 12 1 11
Subtotal 116 98 98 125 110 110
North-west
NWO06 4 4 4 2 1 1
NWO1 0 0 0 10 8 8
NWO02 4 4 4 1 1 1
NWO3 6 4 4 7 7 7
NW04 9 9 9 6 5 4
NWO05 4 4 4 6 5 5
Subtotal 27 25 25 32 27 26
London
LO4 0 0 0 1 1 1
L02 1 0 0 0 0 0
LO3 0 0 0 0 0 0
Withdrawn 0 0 0 0 0 0
LO1 1 1 1 2 2 2
Subtotal 2 1 1 3 3 3

continued
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APPENDIX 10

TABLE 40 Numbers providing follow-up data, by region and school (continued)

Region and
school

Kent
K01
K06
K02
K03
K07
K05
K04
Subtotal
Total

Trial arm (n)

Intervention

Randomised

10
11

1M

11

65
210

TLFB
complete

178

12-month
questionnaire
complete

181

Control

Randomised

233

TLFB
complete

196

12-month
questionnaire
complete

197
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Appendix 11 Time and salary cost of learning

mentors

id-point values for the answers to closed questions (time range in minutes) for the preparation and

delivery of the control and intervention interview.

TABLE 41 Measuring the time and salary cost of learning mentors

Range (minutes)
0-5

0-10

6-10

11-20

21-30

31-40

31-45

41-50

51-60

Mid-point® (minutes)

25
5.0
8.0
15.5
25.5
35.5
38.0
455
555

Source

Case diary:
Case diary:
Case diary:
Case diary:
Case diary:
Case diary:
Case diary:
Case diary:

Case diary:

learning mentors (Q1)°
learning mentors (Q2)
learning mentors (Q2)
learning mentors (Q1, Q2)
learning mentors (Q1, Q2)
learning mentors (Q2)
learning mentors (Q1)
learning mentors (Q2)

learning mentors (Q2)

a Estimated as (lower bound value + upper bound value)/2.

b Q1: ‘Approximately how long did you spend preparing for the control/intervention? (i.e. studying file, setting
appointment, locating young person, etc.)’. Q2: ‘Approximately how long did you spend with the young person
delivering the control/intervention? (i.e. explaining intervention, delivering the intervention, etc.)".
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Appendix 12 Salary costs

TABLE 42 Estimate of per unit of time salary costs of intervention delivery

(C) Week unit (D) Hour unit
cost: divide (A) + cost: divide (E) Minute

(B) by number of (C) by number cost: divide (D)

(A) Annual (B) Add on working weeks of work hours by 60 minutes
Resource salary costs® to (A) (A) + (B) per year® per week® per hour
Learning mentor time  19,905.08  3184.81 23,089.89 501.95 13.57 0.23
spent on intervention
delivery (£f)
Qualified trainer time  32,600.00 5216.00 37,816.00 822.09 22.22 0.37
on intervention
delivery® (£)

a Employer’s contribution to national insurance and superannuation. Estimated at 16% additional to salary.
b Estimated contract of 46 weeks per annum.

¢ Estimated contract of 37 working hours per week.

d Mid-point grade F — spine point 31.
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Appendix 13 Net monetary benefit

The value of net monetary benefit (NMB), expressed as costs, was estimated as:

NMB ==IExA—-IC, (1

where [E is the incremental effectiveness, in this study the incremental QALYs, IC are the incremental costs
of the intervention compared with those of the control group, and A is the monetary value of an additional
unit of effectiveness.’s4 ) takes a range of values to evaluate the NMB at different levels of willingness to
pay for an additional unit of effectiveness.
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Appendix 14 EuroQol-5 Dimensions, three-level
version dimensions

TABLE 43 Five dimensions of EQ-5D-3L

Proportion
Over complete responses Of missing values in each dimension
Control Intervention Control Intervention
EQs03, —m — - —
dimension Baseline  Follow-up Baseline Follow-up Baseline Follow-up Baseline Follow-up
Mobility
Level 1 87 95 87 96
Level 2 8 3 10 3 7 15 6 13
Level 3 3 0 2 0
Self-care
Level 1 99 100 98 100
Level 2 0 0 0 0 7 15 5 13
Level 3 0 0 1 0

Usual activities

Level 1 88 94 90 91
Level 2 9 5 9 8 7 15 6 13
Level 3 1 0 0 0

Pain/discomfort

Level 1 78 85 79 83
Level 2 19 14 19 16 7 15 5 13
Level 3 2 0 0 0

Anxiety/depression
Level 1 64 69 66 71
Level 2 30 28 27 26 7 15 5 14
Level 3 4 1 6 2
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Appendix 15 Details of intervention
delivery costs

TABLE 44 Details of the calculation of the per young person costs associated with intervention delivery

Activities Unit cost () Resource use Total (£f)

Screening and training activities

Consent letters (opt out)® 0.30/letter 6233 letters 1869.90

Screening questionnaire 0.03/pack 4807 153.80

Simulated-scenario training material for learning mentors®  0.75/pack 80 packs 60.00

Trainer time on training® 22.22/hour 7.5 hours per co-ordinator x 666.70
four co-ordinators

Learning mentor time in training session® 13.43/hour 2 hours per learning mentor x 2148.80
80 learning mentors

Interview activities

Behaviour Change Counselling interview pack® 0.86/pack 302 packs® 259.70

Alcohol information leaflet 0.24/leaflet 302 leaflets 72.50

Total over 12 months 5231.30

Number of young people 210°

Total over 12 months per young person 15.80

a Includes opt-out letter, large envelope, information leaflet and stamps.

b The cost of training is over 3 years. The cost has been divided by three times the annual number of children covered by
the programme.

¢ Includes large and small envelope, information leaflet, labels, consent form, case diary, intervention identifier sheet and
intervention leaflet.

d The difference between these numbers is the difference between the number originally randomised and the actual
number of students after school withdrawals from the study.
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Appendix 16 Sensitivity analysis

I ncremental cost and incremental QALY scatterplot for the sensitivity analysis excluding the cost of missed
school days (Figure 9).

Distribution of incremental costs and incremental QALYs from 1500 bootstrap replicates stratified by trial
group, geographical location and participants’ gender of the estimates from a seemingly unrelated
regression of the difference between intervention and control group adjusting for baseline resource use
costs, EQ-5D-3L score and participant characteristics. Fifty-six per cent (54%) of 1500 bootstrap replicates
had lower costs and lower QALYs, 23% had lower costs and higher QALYs, 18% had higher costs and
lower QALYs and 5% had higher costs and higher QALYs.
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FIGURE 9 Sensitivity analyses excluding the cost of missed school days.
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Appendix 17 Multiple imputation of total cost
and follow-up EuroQol-5 Dimensions, three-level
version scores

he missing values of total cost and follow-up EQ-5D-3L scores were imputed using multiple imputation
with chained equations. The method of chained equations is more flexible than the method of using
multivariate normal regression, which assumes a normal joint distribution of the variables to be imputed.
With chained equations, it is possible to impute each imputed variable with a separate model specification.
We used predictive mean matching with the number of closest observations (nearest neighbours) set
at 5 to model the imputed values of total cost and EQ-5D-3L. The covariates in both the cost equation
and the EQ-5D-3L equation included baseline EQ-5D-3L score, baseline resource costs, gender, geographical
area, AUDIT score, WEMWBS score and intervention group. Ten imputations were used with burning of
500 iterations and the procedure was ‘forced’ to continue when the imputed value estimated was a missing
value to complete the imputation process. Table 45 shows the initial level and proportion of missing values
and the number and proportion of imputed observations after multiple imputation with chained equations.

TABLE 45 Sample size results of multiple imputation of total costs and EQ-5D-3L scores

% of missing % of missing

% over total successfully over total after

VELELI Complete Missing Total Imputed that was missing imputed imputation
Control

Total cost 181 52 233 34 22 65 6

EQ-5D-3L 196 37 233 26 16 70 5
Intervention

Total cost 161 49 210 35 23 71 7

EQ-5D-3L 180 30 210 21 14 70 4
Overall

Total cost 345 98 443 69 22 70 7

EQ-5D-3L 376 67 443 47 15 70 5
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