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Abstract

Background: Systematic reviews suggest that multi-component interventions are effective in reducing bullying
victimisation and perpetration. We are undertaking a phase lll randomised trial of the INCLUSIVE multi-component
intervention. This trial aims to assess the effectiveness and cost-effectiveness of the INCLUSIVE intervention in
reducing aggression and bullying victimisation in English secondary schools. This paper updates the original trial
protocol published in 2014 (Trials 15:381, 2014) and presents the changes in the process evaluation protocol and
the secondary outcome data collection.

Methods: The methods are summarised as follows.

Design: cluster randomised trial.

Participants: 40 state secondary schools. Outcomes assessed among the cohort of students at the end of year 7
(n=6667) at baseline.

Intervention: INCLUSIVE is a multi-component school intervention including a social and emotional learning
curriculum, changes to school environment (an action group comprising staff and students reviews local data on
needs to review rules and policies and determine other local actions) and staff training in restorative practice. The
intervention will be delivered by schools supported in the first two years by educational facilitators independent of
the research team, with a third intervention year involving no external facilitation but all other elements.
Comparator: normal practice.

Outcomes:

Primary: Two primary outcomes at student level assessed at baseline and at 36 months:

1. Aggressive behaviours in school: Edinburgh Study of Youth Transitions and Crime school misbehaviour
subscale (ESYTO)
2. Bullying and victimisation: Gatehouse Bullying Scale (GBS)

Secondary outcomes assessed at baseline, 24 and 36 months will include measures relating to the economic
evaluation, psychosocial outcomes in students and staff and school-level truancy and exclusion rates.
(Continued on next page)

* Correspondence: rviner@ucl.ac.uk

2UCL Great Ormond Street Institute of Child Health, 30 Guilford St, London
WCIN 1EH, UK

Full list of author information is available at the end of the article

- © The Author(s). 2017 Open Access This article is distributed under the terms of the Creative Commons Attribution 4.0
() B|°Med Central International License (http://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided you give appropriate credit to the original author(s) and the source, provide a link to
the Creative Commons license, and indicate if changes were made. The Creative Commons Public Domain Dedication waiver
(http://creativecommons.org/publicdomain/zero/1.0/) applies to the data made available in this article, unless otherwise stated.


http://crossmark.crossref.org/dialog/?doi=10.1186/s13063-017-1984-6&domain=pdf
mailto:r.viner@ucl.ac.uk
http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/

Bonell et al. Trials (2017) 18:238

(Continued from previous page)
Sample size: 20 schools per arm will provide 90% power to identify an effect size of 0.25 SD with a 5% significance

level.

Page 2 of 3

Randomisation: eligible consenting schools were randomised stratified for single-sex versus mixed-sex schools,
school-level deprivation and measures of school attainment.

Discussion: The trial involves independent research and intervention teams and is supervised by a Trial Steering
Committee and a Data Monitoring Committee.

Trial registration: Current Controlled Trials, ISRCTN10751359. Registered on 11 March 2014.
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Changes to the original protocol

Amendment 1

The team suggested changes to the process evaluation
section of the original protocol [1]. These changes were
endorsed by our Trial Steering Committee (TSC) and
approved by UCL Research Ethics Committee (5/10/

2015, ref 5248/001).

The deviations from the original protocol and ratio-

nales for these changes are provided in Table 1.

The main reason for changing the protocol is to
limit the data collection’s burden imposed on schools
and re-direct the resources to in-depth data analysis
and additional data collection collected from interven-

tion schools.

Table 1 Changes to the original protocol approved in Amendment 1

Change to the original protocol

Rationale behind the change

Staff telephone interviews

Researcher observations of
curriculum delivery

Action group meeting
observations

Case study schools

The protocol originally included conducting interviews
with T member of the school senior leadership team
(SLT) and 2 teaching staff annually (years 1-3) across
40 schools (intervention and control). These were
completed as per the protocol for year 1. We do not
intend to conduct staff telephone interviews in year 2.
We will conduct interviews with 1 SLT member in each
of the 40 schools (intervention and control) in year

3. Control schools will be interviewed in term 1, and
intervention schools will be interviewed in term 3

We originally intended to observe n=1 curriculum
session in each school but are now using a curriculum
survey circulated to the intervention curriculum
co-ordinator in each school to assess what was
delivered, how and when. Interviews with curriculum
leads will also be conducted

This will be done in n=10 schools per year rather
than n =20 schools

The protocol originally specified case studies in n=4
control schools and n=4 intervention schools. We
now plan to conduct case studies in n=6
intervention schools only

Interviews in year 2 were considered unnecessary since
we are already collecting other data (e.g. via interviews
with action team members, curriculum surveys, focus
groups) on how the intervention is progressing in
intervention schools. Interviews in years 3 and 1 are
sufficient to assess provision in control schools. Some
control schools have also reported overburden following
year 1 interviews, so we have reduced the number of
interviews for year 3. Resources are being re-directed to
in-depth case studies of intervention schools (and away
from superficial data collection across all schools)

The lead intervention facilitator advised us that
observations would create an excessive administrative
burden for schools, and our modified approach provides
fuller data on implementation of this component

We are collecting substantial amounts of other data on
action groups via facilitator diaries and collection of all
action group documentation. The observations act as a
check on the validity of diary data provided by facilitators
and do not need to be done across all 20 schools each
year. We will re-direct the researcher time that would
have been spent on this to more in-depth data from
case study schools

Control schools have complained about being
overburdened with fieldwork requests, and we think that
asking too much of them may threaten follow-up rates
in the trial. The main purpose of the case studies is to
capture data on intervention mechanisms. Case studies
of control schools will not be informative about
mechanisms, but will only inform us about what activities
constitute the control condition in the trial, which we are
already collecting across all control schools. We have
re-directed resources so that we are doing more work in
intervention schools (n =6 schools as case study sites;
conducting 1 focus group with staff, 2 focus groups with
students and 2 interviews with students who were
involved in restorative practices in each school)
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Amendment 2

The study executive team thought it would be in the
interest of the study to add a question on bullying per-
petration. The change was supported by our TSC and
has been approved by UCL Research Ethics Committee
(23/03/2016, ref 5248/001). This added a new secondary
outcome to the study and an additional question in the
students’ questionnaire delivered in the year 2 and year
3 follow-up surveys. The protocol has been amended ac-
cordingly in the secondary outcome section, and with a
minor correction in the statistical section.

The question is taken from the Centers for Disease
Control and Prevention (CDC) guidance document on
bullying measures [2]. The only measure that it rec-
ommends that focuses on specific occasions of recent
bullying perpetration is the Modified Aggression Scale
Bullying subscale (Cronbach’s alpha = 0.83) [3]. This is
an existing, established measure with evidence of
reliability.

Amendment 4

The current approved protocol (v1.5) had some details
missing in the Process Evaluation section of the protocol.
These details were in our Process Evaluation (PE) protocol,
approved by our TSC, so the team thought it important to
align the main protocol with the PE protocol by adding
more details in the main section, new version 1.6. The
amendment was approved on 10/10/2016.

The additional details added:

— Section Trial arm fidelity: “termly (from year 3 annual)
restorative practice surveys (n = 20)” and “We will also
draw on administrative documents (e.g. minutes,
attendance sheets, training satisfaction feedback)”

— Section Reception and responsiveness: “We will also
interview n = 2 students involved in restorative practice
sessions per year in each case study school”
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