Dobbie et al. Pilot and FeasibilityStudies (2024) 10:109 Pilot and Feasibi“ty Studies
https://doi.org/10.1186/540814-024-01537-w

: . ®
Protocol for a pilot cluster randomised et

controlled trial of PROGRAM-A (preventing
gambling-related harm in adolescents):

a secondary school-based social network
intervention

Fiona Dobbie' ®, Martine Miller', Heather Wardle®, Lucia Dahlby', Christopher Weir?, Angela Niven',
Andrew Stoddart?, David Griffiths*, Ashley Lee®, Sally Good, Leon Noble' and James White®

Abstract

Background In the UK, recent evidence of young people and gambling indicates a higher prevalence of gambling

in comparison to other addictive behaviours. Engaging in gambling-related behaviour at a young age is associ-

ated with short and long-term consequences, including financial, emotional, academic, interpersonal, and physical
and mental health detriments; otherwise known as gambling-related harms (GRH). Given the unique vulnerability

of this younger group, early interventions aimed at delaying or preventing gambling are critical. PROGRAM-A (Prevent-
ing Gambling-Related Harm in Adolescents) is a school-based, social network intervention to protect young people
from future GRH, by delaying or preventing gambling experimentation.

Methods Pilot cluster RCT with an embedded process evaluation and health economic scoping study.

Participants PRoGRAM-A will be delivered in four schools, with two control schools acting as a comparator. All are
secondary schools in Scotland. Baseline surveys were conducted with students in S3 (ages 13-14). Follow-up surveys
were conducted with the same cohort, six months post-baseline.

Intervention PROGRAM-A trainers will deliver a 2-day, out-of-school training workshop to Peer supporters. Peer
supporters will be nominated by peers among their school year group (S3, age 13-14). Workshops will provide peer
supporters with information on four gambling-related topics: (1) what is gambling? (2) gambling and gaming, (3)
gambling marketing, (4) identifying harm and reducing risk. Peer supporters will disseminate the information (mes-
sage diffusion) they have learned among their friends and family over a 10-week period. After the 2-day workshop,
PRoGRAM-A trainers will conduct x 3 in-school follow-up sessions with peer supporters to offer support, encourage-
ment, and advice to Peer Supporters as well as monitor and explore the extent of their message diffusion.

Primary outcome The primary outcome of the pilot cluster RCT (cRCT) will be whether progression to a phase |l
RCT is justified.
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for a phase Il RCT of effectiveness.

Discussion This will be the first pilot cluster RCT (cRCT) of an intervention to prevent gambling-related harms
among young people within the UK. If findings indicate feasibility and acceptability, funding will be sought

Trial registration Researchregistry8699. Registered 21 February 2023.

Keywords Gambling-related harms, School intervention, Cluster randomised trial, Process evaluation, Adolescent,
Peer-supporters, Social network analysis, Message diffusion

Background

Globally gambling is increasingly recognised as a public
health concern [1]. The last two decades have witnessed
the transformation of the commercial gambling mar-
ket, with rapid technological advances creating greater
opportunity (and ease) to gamble anywhere and anytime.
Running parallel to this is the growth of sophisticated
and tailored gambling marketing strategies to promote
gambling products to consumers. The rapid growth of
the gambling industry has been accompanied by a rise in
gambling harm, with an estimated six people affected for
each person experiencing gambling harm [2].

In response to these associated harms, most countries
do not allow children and young people under the age of
18 to engage in commercial forms of gambling [3]. How-
ever, children and young people are still exposed to gam-
bling marketing, of which advertising is a key component.
A recent UK study reported that 96% of 11-24-year-olds
had been exposed to gambling advertising over the last
month [4]. A further concern is the intersection of digi-
tal gaming and gambling, which has led to young people
being increasingly exposed to ‘gambling adjacent’ activi-
ties, such as loot boxes, skin betting, social casino games,
and sponsorships of e-sports teams by major gambling
companies [5]. Despite UK regulatory boards excluding
gambling adjacent activities from the definition of gam-
bling [6], young people often identify that they do in fact
qualify as gambling [5]. Evidence further suggests that
young people who engage in ‘gambling adjacent activities’
are at a greater risk of problematic gambling behaviour
[7].

This increased exposure to gambling-related market-
ing, along with the rise of online forms of gambling has
contributed to the normalisation of gambling behaviour
within the everyday lives of children and young peo-
ple. It is, therefore, not surprising that recent systematic
reviews of interventions to prevent gambling harm have
highlighted children and adolescents as a key priority
group and recommend the introduction of more theoret-
ically informed, school-based gambling education pro-
grammes, with long-term follow-up [8-10].

In the UK, recent evidence of young people and gam-
bling indicates a higher prevalence of gambling in com-
parison to other addictive behaviours. For example, a

2022 report conducted by the Gambling Commission
found that 50% of 11-16-year-olds have taken part in
some form of gambling over the past 12 months, in com-
parison to drinking alcohol (41%), using e-cigarettes
(17%), smoking tobacco cigarettes (7%), or using illicit
drugs (5%) [11]. While the incidence of problematic gam-
bling within this age group remains relatively low (0.9%),
young people who have taken part in some form of gam-
bling over the past 12 months are more likely to engage in
co-occurring risk-taking behaviours, such as alcohol con-
sumption (54%), e-cigarettes and vaping (32%), cigarette
smoking (17%), and illicit drug use (16%) [11]. Engaging
in gambling-related behaviour at a young age is associ-
ated with short and long-term consequences, including
financial, emotional, academic, interpersonal, and physi-
cal and mental health detriments [2—5]; otherwise known
as gambling-related harms (GRH) [12]. Moreover, GRH
incurs a considerable economic burden, with a 2023 evi-
dence review by Public Health England reporting the
overall economic cost of problem gambling, in the UK,
to be between £1.05 and £1.77 billion and the estimated
health-related costs to be between £635 and £1355 mil-
lion [13].

While early intervention programmes exist within pub-
lic health policy for tobacco, alcohol, and drugs, parallel
programs for gambling, separate from industry influence,
are lacking. Given the unique vulnerability of this
younger group, early interventions aimed at delaying or
preventing gambling are critical. This has led to calls for
robust, independent early intervention to protect young
people from future GRH, by delaying or preventing gam-
bling experimentation [4, 14, 15]. To address this gap,
the lead author (FD) obtained funding from the Medi-
cal Research Council (MRC) Public Health Intervention
Development (ref: MR/S019200/1), to adopt an existing
anti-smoking intervention called ASSIST (A Stop Smok-
ing in Schools Trial) that has been successful in protect-
ing young people from smoking harm [16]. This funding
supported the development of PROGRAM-A (Preventing
Gambling-Related Harm in Adolescents) and a small fea-
sibility study, which took place in one secondary school
between August—November 2021. This protocol paper
presents the next phase of PROGRAM-A’s development—
a pilot cluster randomised control trial (RCT). The
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protocol (current version PROGRAM-A protocol V2.0
07Aug 2023) is reported using the SPIRIT guidelines
[17], with the completed checklist added in Additional
file 1: Table S1.

Methods

Research aim and research questions

The overall aim is to conduct a pilot cluster randomised
control trial (cRCT) of a gambling prevention interven-
tion among young people aged 13—15 to determine the
utility of conducting a Phase III RCT assessing effective-
ness and feasibility. This aim is unpacked via a series of
research questions.

Recruitment and randomised trial delivery

1) Can a sufficient number of schools and students be
recruited, randomly allocated, and retained?

2) How can the collection of baseline and follow-up
data be optimised?

3) What gambling prevention activities occur in control
schools and how is the impact perceived?

4) Following the pilot cluster RCT (cRCT), is a phase III
cRCT justified in relation to our progression criteria?

Acceptability, feasibility, and fidelity of intervention delivery

5) Is it feasible and acceptable to implement the inter-
vention in four schools?

6) What do qualitative and quantitative data suggest in
terms of refinements to programme theory, imple-
mentation, fidelity, reach, scalability, and acceptabil-
ity?

7) Are there potential harms and unintended conse-
quences of the intervention? How might these be
reduced? How can these be measured?

8) What characteristics are associated with being nomi-
nated as a peer supporter?

9) What is the potential and actual extent of message
diffusion in peer supporter networks and to whom
and why?

10)  What contextual factors influence message dif-
fusion (e.g. size of student networks, where, when,
and how conversations are initiated, what communi-
cation methods are used, what is discussed? level of
peer supporter confidence)

11)  What are the key issues to consider to support
future scalability?

12)  What are the direct implementation costs associ-
ated with delivering PROGRAM-A?
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13)  What economic measures are appropriate and
available for use in a future health economic evalua-
tion as part of a definitive cRCT?

Pilot cRCT

PRoOGRAM-A is an 18-month, two-arm, pilot clus-
ter RCT with an embedded process evaluation which
includes a social network analysis and health economic
feasibility study, conducted in six schools in Scotland.
Following the completion of a baseline student survey
assessing gambling attitudes, awareness, and behaviour,
four schools will be randomised to receive the interven-
tion (PROGRAM-A) and two will continue with usual
practice. The two comparator schools have been included
to test the acceptability of randomisation. Key phases of
the study are outlined in Fig. 1.

Setting, inclusion/exclusion criteria

Setting is any state-funded secondary school in Scotland.
Inclusion criteria are students in S3, aged 13-15, (equiva-
lent to years 9 and 10 in England, Wales, and Northern
Ireland) who give their assent to participate in the study.
The exclusion criteria are (1) schools for young people
with special needs, (2) residential schools, (3) students
who do not provide assent, (4) student’s parent/carer who
opt their child out of the study or do not give consent for
peer supporter training, and (5) schools who do not con-
sent to participate.

Population

Informed by findings from our development study, stu-
dents in S3 were chosen because it is an age when experi-
mentation in risk-taking behaviour can start and social
norms are established [18]. Consultation with schools
and teaching staff also suggested that S3 was an appro-
priate year due to the young people being more mature
and able to understand and engage with different com-
ponents of PROGRAM-A (e.g. marketing strategies used
by the gambling industry). Finally, from a practical per-
spective, S3 is the year before students sit their National 4
exams, meaning it would be less disruptive to the school
and students.

Sample

As this is a pilot cRCT (to determine progression to
a phase III RCT or not) a power calculation was not
required. Six schools across Scotland will take part in
the study, four of which will be assigned to the inter-
vention and two of which will be assigned to the con-
trol. Four intervention schools balance the need to
ensure there is a diversity of schools to inform the
delivery of a future phase III RCT but ensure the pilot
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Set -up (ethics, recruit schools, trainer training)

v

Pilot Cluster RCT

v

Baseline self-complete survey completed by students in 6 study schools

v

Randomisation of secondary schools (n=6)

Months
8-15

Intervention secondary
schools (n=4)

1. Recruit and train peer
supporters

2. Peer supporters deliver
intervention over 10 weeks with
x3 follow-up training sessions

3. Observations of training
sessions

Control secondary schools
(n=2)

Months
12-14

Follow-up self-complete
survey completed by
students

Follow-up self-complete
survey completed by
students

Months
8-16

Months
14-18

Fig. 1 PRoGRAM-A flow diagram

\

Process evaluation and heath economic scoping study

Analysis, dissemination and review of progression criteria

is small enough to be cost-effective. Depending on the
size of the school, the year group size for S3 students
could vary between 100 and 150 students. Using a con-
servative assumption of 85% [16] for attendance on

the day of the baseline survey and consent to partici-
pate, this gives a projected sample size for the baseline
survey of between 510 and 765 students. This range
of sample size will enable the proportion of enrolled
students completing the baseline questionnaire to be
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estimated with a 95% confidence interval width +2.3%
to+2.9%, informing planning of the definitive trial.

Recruitment

Schools will be invited to take part in an online informa-
tion webinar where they can find out more about PRo-
GRAM-A and what taking part in the pilot RCT would
involve. This will help schools make an informed deci-
sion about whether they would like to volunteer to take
part or not. The school’s webinar invitation will be circu-
lated via existing networks from the research team. This
includes dissemination via two voluntary sector organisa-
tion (Fast Forward and Larkhall Universal Connections)
that have delivered existing gambling prevention work in
several schools throughout Scotland. At this pilot stage,
there is no restriction on school location, with any state-
funded school in Scotland eligible to express interest in
taking part.

After the webinar, schools who are interested in find-
ing out more information will email a member of the
research team. Depending on the number of schools that
express an interest, a purposive sampling frame may be
applied to ensure diversity in terms of school size and
location. Schools that opt in to PROGRAM-A will then
receive a site visit from a member of the research team
where they will be given a more detailed briefing about
what is involved and have the opportunity to ask ques-
tions. After this site visit, and if they still want to proceed,
the school will be registered into the pilot RCT.

Students will be given an information letter about the
survey at least 1 week prior to data collection and an oral
description of the study from school teachers. Students
will have the opportunity to ask questions before decid-
ing whether they want to take part or not. On the day
of data collection, students will be invited to give signed
assent to participate in data collection. In advance of data
collection parents/guardians will be sent an information
letter telling them about the research study and giving
them an opportunity to opt their child out if they do not
want them to participate.

Randomisation

Schools will be randomised using a remote system set
up by Edinburgh Clinical Trials Unit in order to con-
ceal the allocation sequence. The allocation sequence
will be stored on a secure server and concealed from all
personnel involved in the trial. It will be created, using
computer-generated pseudo-random numbers, by a clini-
cal trials unit member of staff with no link to, or contact
with, any of the participating schools. The randomisa-
tion will be stratified by school size (less than 200/greater
than or equal to 200 students on the 3rd year school roll).

Page 5 of 11

The PRoOGRAM-A intervention to comparator group ran-
domisation ratio within each stratum is 2:1.

Once all schools have been identified, confirmed they
wish to take part, and baseline forms have been com-
pleted, a designated member of the trial team will contact
the Edinburgh Clinical Trials Unit (ECTU) data manage-
ment team requesting the randomised assignment of all
schools. These assignments will then be communicated
to the schools by the trial team member. Prior to base-
line form completion all trial team members, schools,
and students will be blinded; after this point, all will be
unblinded.

Planned intervention
PRoOGRAM-A defines gambling as the participation in
betting or wagering of things of value (including but not
limited to, flat currency, digital currency, and objects of
value), which includes all commercial forms of gambling
(ranging from lotteries, scratch-cards to online casinos
and betting) and gambling-adjacent activities like loot
boxes, skin betting, and social casino gambling. It is an
adaptation of an effective school-based, peer-led smok-
ing prevention programme, A Stop Smoking in Schools
Trial (ASSIST) [14, 15]. As illustrated in our logic model
(Fig. 2) the aim of PROGRAM-A is to identify ‘opinion
leaders’ in S3 who are trained to become ‘peer support-
ers. Peer supporters are then trained to have informal
conversations with anyone in their social networks about
the risks of gambling, the influence of gambling market-
ing, and the links between gaming and gambling [17].
PRoGRAM-A is theoretically grounded in diffusion
and network intervention theory. Diffusion theory (also
referred to as diffusion of innovation theory), explains
how new ideas and social norms are introduced and
spread throughout communities [18]. The application of
diffusion theory in intervention design relies on identify-
ing influential people who have expertise and credibility
among their peers to promote/create new social norms
[17]. Social networks are, therefore, a crucial component
to support the delivery of diffusion theory. Table 1 sum-
marises the PROGRAM-A intervention using the ‘Tem-
plate for Intervention Design and Replication’ (TIDiER)
checklist [19].

Comparator

To better understand the influence of peer supporters
in the dissemination of gambling prevention and gam-
bling harm messages among youth, we will measure
outcomes across six state-funded secondary schools in
Scotland randomised to the PROGRAM-A intervention
or to continue with usual practice (recorded before base-
line survey completion). The control group school may
or may not include the provision of GRH education in
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Intervention inputs / Intervention Core intervention Pilot Intermediate outcomes Indicative primary & secondary
Resources Processes activities / processes outcomes for a definitive trial

Intervention
Delivery
Manual

* Site
coordinators

Trainers

Experience in
working with
young people

School Staff

Students and
Social Networks

program-a.org Y

Nomination of
‘Peer Supporters’

by S3 students

Recruitment
of ‘Peer
Supporters’

2 days training
off school premises

Training on:

« Effects and risks of
gambling
ldentifying gambling
misconceptions
*Exploring parallels
between gambling
and gaming
*Understanding the
complexity and
purpose of gambling
marketing

* How to identify and
prevent gambling
harm
*Communication
skills (listening,
cooperation,
negotiation, conflict
resolution)

* Assertiveness,

For 10 weeks after 2 day
training

3 follow-up
visits in school by trainers
* Revisit key messages
* Provide support
* Trouble shooting
* Monitor extent of
message diffusion

School level
Information on gambling
harms and harm minimisation
diffused at a school level

4 Perceived gambling
particiaption in school year

Primary outcome

N Gambling participation

Peer supporters receive
reminders to attend via
school

Peer-led Communication
* Peer supporters’ have
informal conversations with
their social network about
gambling harms
* Record these conversations
via sociogram which are
monitored at follow-ups

Network level

Diffusion of information on
gambling harms and harm
minimisation in peer network

T Frequency of communication
on gambling

N Frequency of gambling

Individual level

0 Knowledge about harms /
risks of gambling

Secondary outcomes
(peer supporters and
social networks )

¢ gambling harms

d Positive attitude
towards gambling

I Positive attitude
towards gambling
marketing

0 Gambling harm
knowledge

confidence, empathy

* Recruitment * Explore personal

71 Visits to program-a.org

meeting to explain

role values Acknowledgement
« Parental consent * Practise / role-play Peer supporters presented
these skills with certificate

for involvement

7 Intention to seek help for
themselves or friend (if
required)

CONTEXT: Gambling prevention education will vary across schools. Gambling prevalence will vary by type of gambling activity, age and gender which many

influence the extent of message diffusion.

Fig. 2 PRoGRAM-A logic model

school. Although there is no requirement for the provi-
sion of gambling prevention education within secondary
schools, some have ‘ad hoc’ lessons. If these are present,
the information provided will be described in the process
evaluation.

Outcome measures

The primary outcome for this pilot trial is whether pro-
gression to a full-scale phase III cRCT of the intervention
is warranted. This will be assessed against a set of pre-
specified progression criteria (Table 2). Our proposed
primary outcome measure for a future phase III cRCT is
self-reported gambling participation (measured by asking
about types of gambling participation ‘in the last 4 weeks’
and ‘in the last 12 months).

Progression criteria

Progression criteria are presented in Table 2 using the
red, amber, and green traffic light system and will be
monitored by an independent Trial Steering Commit-
tee (TSC). If criteria in the red category are not met the

study will not progress to a definitive trial. If criteria meet
the amber category further discussion will be required
with the TSC regarding progression and actions required
to support this. Criteria that meet the green category
indicate favourable progression to a Phase III trial.

Assessment and follow-up

Baseline data collection will be conducted before the
randomised allocation to PROGRAM-A or control is
revealed to schools. A baseline assessment will be com-
pleted in the first term of school with a follow-up sur-
vey six months later. Given the logistical challenges of
conducting fieldwork in schools, data collection will
be paper-based, ideally conducted under exam condi-
tions via a special assembly. Students will be reassured
that completing the survey will be completely confiden-
tial and anonymous with their name not attached to the
survey. Members of the research team and class teachers
will be present to help administer the survey, answer any
questions students may have, and also support students
with additional needs.
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Table 1 Description of PROGRAM-A Intervention using TIDieR checklist

TIDier item Information on PROGRAM-A intervention
Brief name PROGRAM-A intervention
Why In the UK, recent evidence has shown that there is a higher prevalence of gambling in young people compared to other addic-

What materials

What Procedures

Who provides

How

Where

When and How Much

Tailoring

How well (planned
fidelity assessment)

tive behaviours. Early intervention programmes exist for tobacco, alcohol, and drugs, however, similar programmes for gam-
bling are lacking. PROGRAM-A is theoretically grounded in diffusion and network intervention theory. The application of diffu-
sion theory in the intervention design relies on identifying influential S3 students who have credibility among their peers, who
once trained, will have the ability to promote gambling prevention messages and raise awareness of gambling harm in their
social network/community

Peer Supporters will receive 2 days of training, delivered out of school in a community venue. The training is developed
from the intervention delivery manual. The catering and venue costs (if any) will be covered by the study. Pin badges and ban-
ner pens will be provided for students undergoing the peer supporter training

PRoGRAM-A is a peer-led gambling prevention programme for S3 students. Students will complete a peer nomination ques-
tionnaire, nominating those within their year group they respect or look up to. The students with the highest number of nomi-
nations will be invited to be peer supporters. At the time of peer nomination, students are not aware that they are identifying
influential others in a gambling-related context to prevent biased nomination. Peer supporters undergo 2 days of training
covering: (1) what is gambling; (2) gambling and gaming; (3) gambling advertising and marketing; (4) gambling-related harm
and keeping safe. They learn how to have informal conversations with anyone in their social network about these topics. These
conversations aim to spread new social norms throughout their network and community. After the initial training, the trainers
will meet with the peer supporters at three follow-up sessions over the next 8 to 10 weeks to check their progress and to main-
tain engagement

Implementation of the intervention including the 2-day training and the follow-up sessions will be provided by trainers

from ‘Evidence to Impact'—a social enterprise that specialises in translating public health into practice. They will be supported
by the research team and school staff to arrange suitable times/accommodations for the training and to gather pupils together
for the follow-up sessions as well as the interviews and focus groups as part of the process evaluation (all during school hours).
Two members of the teaching staff will accompany the peer supporters to the training venue—they will not be involved

in the training. They will act as chaperones and will only be called upon if pupil behaviour becomes challenging

Each school will identify a main point of contact within the school for the study. The research team will liaise with the school
and the trainers to identify and book a suitable training venue as close to the school as possible (ideally walking distance).
Transport, if required, will be organised by the research team and trainers with input from the schools. The school will identify
staff to accompany the students to the venue and to act as chaperones for the 2 days. The research team will also liaise

with the school (and trainers) to book class space and time for the peer supporters to attend the three follow-up sessions
and any interviews/focus groups that students are invited to take part in

The initial 2-day training of Peer Supporters will be carried out away from school premises usually in a community venue.
Follow-up sessions with Peer Supporters will take place in school during class time. The Process Evaluation interviews/focus
groups involving school students will take place in school and during school hours. Interviews with teachers, trainers, and peer
supporter’s adult friends/family members can be conducted face-to-face or over the phone/MS Teams at a time/place conveni-
ent to the interviewee

Training by ‘Evidence to Impact’ will be carried out over two school days with Peer Supporters. The three follow-up sessions
will take place in school during one school period/module 40-50 min each. These will be held at regular intervals over the 8
to 10 weeks after the peer supporter training. Interviews and focus groups will be held after the intervention has been com-
pleted and are likely to last between 50 and 60 min depending on how much people have to say

Discussions will take place at each school regarding students with additional support needs and how the intervention can be
adapted to make sure all students can be included

A process evaluation will provide an assessment for fidelity via:

- Recordings of semi-structured interviews and focus groups with peer supporters and other S3 students

- Semi-structured interviews with peer supporter’s friends and family members

- Semi-structured interviews with teaching staff, intervention trainers, and stakeholders

- Observations of two entire delivery cycles of PROGRAM-A in two separate schools, using semi-structured observation log
books

Table 2 PRoGRAM-A progression criteria

Progression criterion Red Amber Green
1. Successful recruitment of six schools <6 6

2. Five schools remain in the pilot study <4 4 >5
3.The intervention being delivered with 80% fidelity to the manual <69% 70-79% >80%
4. The process evaluation indicates the intervention is acceptable to students and staff Low Medium High

5.70% of students complete the student questionnaire at baseline and follow-up <59% 60-69% >70%




Dobbie et al. Pilot and Feasibility Studies (2024) 10:109

Peer supporters will receive three follow-up visits from
the trainers. Conducted in school these visits will col-
lect data on the extent of message diffusion among their
social network, reinforce key messages, and address
any questions or challenges peer supporters may have.
Trainers will record any unintended consequence either
through observation or direct feedback from school staff
and students.

Statistical analysis

Results from the study will be reported using the CON-
SORT guidelines for pilot and cluster RCTs. The propor-
tion (and exact binomial 95% confidence interval, CI) of
students assenting to participate will be estimated, over-
all and stratified by school. The proportion of students
(and exact binomial 95% CI) completing baseline and fol-
low-up questionnaires will be reported overall and by the
school. We will summarise the demographic characteris-
tics of students by randomised group and by the school
using descriptive statistics.

For each of the quantitative outcome measures on
gambling participation, harms, knowledge, and attitudes,
the proportion of missing data will be reported overall,
by intervention group and by school. Data will be sum-
marised descriptively recording the potential for floor
and ceiling effects. We will then pilot the analyses of
outcomes that would be performed in a full-scale trial.
Outcomes at follow-up will be analysed by multi-level
regression modelling, adjusting for baseline values. Esti-
mates for differences between intervention and control
(odds ratios and least squares mean differences) will be
adjusted for clustering (students nested within schools)
and presented alongside 95% Cls. We will also make pre-
liminary estimates of the clustering of outcomes within
schools by estimating intra-cluster correlation coeffi-
cients (and 95% Cls). As this is a pilot trial, not powered
for effectiveness, no hypothesis testing will be performed
and no p-values presented.

A detailed statistical analysis plan will be prepared,
blinded to randomised intervention allocations and accu-
mulating trial data, and finalised prior to database lock.

Process evaluation

Following the MRC guidelines for process evaluations
of complex interventions [20] with a focus on imple-
mentation, a mixed methods process evaluation will be
included. This will examine: intervention feasibility, fidel-
ity, reach, and acceptability; record the provision of edu-
cation (if any exists) on GRH in all six schools to assess
potential contamination and; explore context and poten-
tial mechanisms of action, including unintended effects.
It will also inform the health economic scoping study and
the social network work analysis.
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Health economic evaluation

A health economic scoping study will be integrated
with the process evaluation. Stakeholder consultation
exercises will be built into the qualitative interviewing
to identify economic outcomes of interest to different
stakeholder groups with a view to developing recom-
mendations for cost-consequence and/or social return on
investment analyses for a phase III future trial. Addition-
ally, an activity-based costing exercise will identify direct
intervention delivery costs relating to direct staff time,
equipment, and materials for training sessions plus over-
heads and any additional items identified through consul-
tation with associated staff. The results of the stakeholder
consultation and the activity-based costing exercise will
be combined into a short report describing the proposed
evaluation methods.

Qualitative analysis

All Interviews and focus groups collected during the pro-
cess evaluation will be digitally recorded and transcribed
verbatim. We will use an inductive, thematic content
approach to analyse the data [21] (including observa-
tional data), facilitated by NVivo 14. First, we will read
the transcripts to identify the key themes and sentiments
that emerge from the data. Then a draft analytical frame-
work will be created, piloted, refined, and finalised by the
research team. Each transcript will then be coded and
summarised into key themes using framework matrices
or charts. This approach reduces large volumes of data
and facilitates systematisation between and within-case
analysis. The use of NVivo 12 ensures that analysis is fully
documented and conclusions can be clearly linked back
to the original source data.

Social network analysis

Social network data collected at the peer support-
ers’ training and follow-up will be used to create an
anonymised ego network for each peer supporter which
will collect information on people they could/have spo-
ken to (e.g. age, gender, school year, ethnicity), whether
a conversation had taken place and an assessment of per-
ceived impact. The selection will be explored based on
personal (socio-demographic) and network (centrality/
clusters within ego-network) characteristics to ascer-
tain the scope of the intervention in terms of reach and
equality of access. Linking the follow-up questionnaire
to the peer nomination questionnaire will enable diffu-
sion across the whole year group to be assessed, includ-
ing differences between socio-demographic groups. The
effectiveness of peer supporter selection will be assessed
by mapping respondents’ ego networks (such as density
and centralisation), and positioning individuals talked
to against perceived outcomes to assess who has been
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reached. This is in an effort to provide insight for future
studies on how to exercise best practice in the selection
of peer supporters to identify inequalities in the reach of
the intervention. Such analyses will also help determine
overlap in social connections, providing estimations of
the likely crossover of receiving the intervention amongst
the wider community.

Ethics, research governance, and trial registration

Ethical approval will be obtained from The University
of Edinburgh Medical School Research Ethics Commit-
tee, which is compliant with the ethics framework set
out by the UKRI, Economic and Social Research Coun-
cil. ACCORD (Academic and Clinical Central Office for
Research and Development) is a partnership between
the University of Edinburgh and NHS Lothian Health
Board and as our sponsor will provide advice and sup-
port throughout the study. Local Authority Education
approval will be required to engage with secondary
schools. All members of the research team conducting
research in schools will require a Protection of Vulnera-
ble Groups Disclosure Scotland check. The pilot RCT has
been registered with the Research Registry on www.resea
rchregistry.com (reference:8699). The minimum level of
personal data will be collected. All data will be stored on
the University of Edinburgh’s networked storage space,
DataStore. DataStore is accessed via password-protected
desktops or encrypted laptops. Files holding sensitive
information such as raw data or participant information
will be held in an encrypted project folder on DataStore.
Once data collection is complete and transcripts checked,
interviews and focus group discussions will be deleted.
All participant paperwork will be stored in a locked
drawer in the research team’s locked office (pin entry
system). All trial-related documents will be archived for
5 years in accordance with the Sponsor’s archiving policy
and then destroyed.

Study management

The Chief Investigator (CI), Fiona Dobbie, will have over-
all responsibility for the conduct of the study. The day-
to-day management of the RCT will be coordinated by
Angela Niven the project manager. The Trial Manage-
ment Group (TMG) consisting of co-investigators, col-
laborators, and CTU staff will meet monthly. The Trial
Steering Committee (TSC) will meet three times over the
duration of the study and will advise on its conduct and
progress. Progression criteria set by the funder (NIHR)
will be monitored by the TMG and the TSC.
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Stakeholder engagement

A young person’s stakeholder engagement group will be
set up prior to the delivery of the PROGRAM-A inter-
vention. The group will consist of 6-10 young people
aged 12-15 years old. The purpose of this group will be
to review the four topics that will be delivered by the
PRoOGRAM-A trainers: (1) what is gambling; (2) gam-
bling and gaming; (3) gambling advertising and mar-
keting; (4) gambling-related harm and keeping safe. In
addition to the four topics, the group will also provide
feedback on the PROGRAM-A student survey and study
website.

These feedback sessions will be an opportunity for
young people to feed into the development of the PRo-
GRAM-A training manual by ensuring that the topic
content and related activities are engaging, relevant,
and comprehensible. The group will be facilitated by
trained youth workers with experience in designing and
delivering interventions to raise awareness of gambling
harms among young people. Members of the research
team will also attend the PPI sessions to make observa-
tions and note relevant feedback.

Discussion
A large proportion of the global research on gambling
and responsible gambling programmes is funded by the
gambling industry [22, 23]. The existing evidence base
is further criticised for its focus on pathological, disor-
dered gambling which neglects the broader and more
complex impacts on society. If successful, PROGRAM-
A has the potential to create new knowledge by being
one of the first evidence-based, independent interven-
tions to prevent GRH in young people. Findings will be
disseminated via a peer-reviewed publication, confer-
ence presentation, and summary reports, to a range of
audiences, using social media and university websites.
As informed by a previous development study, this
pilot cluster RCT of PROGRAM-A will generate knowl-
edge about whether conducting a phase III cRCT is
warranted. We will pilot test delivery of baseline and
follow-up paper surveys in secondary schools and
conduct a process evaluation to measure acceptabil-
ity and feasibility as well as intended and unintended
outcomes. The health economic and scoping study
will consult with key stakeholders to assess what data
is required to inform decisions about future rollout
and scalability. The social network study will provide
important detail around the potential and actual extent
of message diffusion as well as the context around
who conversations were with, where they took place,
and mode of communication. Using pre-defined pro-
gression criteria, the Trial Steering Committee will
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determine whether progression to a phase III RCT is
warranted or not.

Strengths and limitations

A key strength of this pilot RCT is its randomised design,
stratification by school size, and its delivery in secondary
schools which is a replicable and scalable setting for pop-
ulation-wide intervention delivery. Further, the preced-
ing development study (ASSIST) created links with local
and national governments as well as the education, pub-
lic, and voluntary sectors which can help to facilitate the
future rollout of PROGRAMS- across schools in the UK,
should findings from the proposed pilot study support
a definitive trial. Finally, PROGRAM-A has the potential
to be cost-effective (a key factor in scalability and trans-
lation) due to reliance on social capital and spreading
information through social networks thus maximising
reach and potential effectiveness [17].

However, there are three key limitations. The small
number of pilot schools makes it difficult to pilot differ-
ent combinations of school variables such as schools in
urban/rural areas and schools in deprived/affluent areas.
Next, whilst a lot of the delivery costs will be ‘in kind’
contributions rather than an actual financial payment,
funding will be required to support the delivery of PRo-
GRAM-A (e.g. payment of youth worker time, venue hire,
and catering costs for peer supporter training) and qual-
ity assessment to maintain intervention delivery integrity.
Finally, despite a key strength of PROGRAM-A being its
peer approach (with students nominated by their peers,
as opposed to teachers), once a peer-supporter is nomi-
nated they may choose to either accept or decline the
role. The option for students to revoke their participation
could result in the effects of attrition bias as more confi-
dent, outgoing students may self-select to remain, while
more introverted students may choose to decline. How-
ever, this has never been reported in ASSIST or any other
adaptations to the programme. In order to combat the
potential effects of sampling and attrition bias, the study
population will be continually monitored and discussed
with the research team in order to control for any unin-
tended effects.

Abbreviations

ACCORD Academic and Clinical Central Office for Research and
Development

ASSIST A Stop Smoking in Schools Trial

CRCT Cluster Randomised Control Trial

ECTU Edinburgh Clinical Trials Unit

GRH Gambling-related harm

MRC Medical Research Council

PROGRAM-A  Preventing Gambling-Related Harm in Adolescents

RCT Randomised control trial

TIDIER Template for Intervention Design and Replication

T™MG Trial Management Group

TSC Trial Steering Committee
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