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Abstract
Background. The healthy context paradox, originally described with respect to school-
level bullying interventions, refers to the generation of differences in mental wellbeing
amongst those who continue to experience bullying even after interventions
successfully reduce victimisation. Using data from the INCLUSIVE trial of restorative
practice in schools, we relate this paradox to the need to theorise potential harms when
developing interventions; formulate the healthy context paradox in a more general form
defined by mediational relationships and cluster-level interventions; and propose two
statistical models for testing the healthy context paradox informed by multilevel
mediation methods, with relevance to structural and individual explanations for this
paradox.
Methods. We estimated two multilevel mediation models with bullying victimisation as
the mediator and mental wellbeing as the outcome: one with a school-level interaction
between intervention assignment and the mediator; and one with a random slope
component for the student-level mediator-outcome relationship predicted by school-
level assignment. We relate each of these models to contextual or individual-level
explanations for the healthy context paradox.
Results. Neither model suggested that the INCLUSIVE trial represented an example of
the healthy context paradox. However, each model has different interpretations which
relate to a multilevel understanding of the healthy context paradox.
Conclusions. Greater exploration of intervention harms, especially when those accrue
to population subgroups, is an essential step in better understanding how interventions
work and for whom. Our proposed tests for the presence of a healthy context paradox
provide the analytic tools to better understand how to support development and

implementation of interventions that work for all groups in a population.
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Locating and testing the healthy context paradox: examples from the INCLUSIVE

trial

BACKGROUND

Garandeau and Salmivalli[1] recently theorised the existence of a healthy context
paradox. Using the example of school bullying interventions, they described that
interventions that reduce the prevalence of victimisation (and thus improve overall
rates of mental wellbeing) may actually worsen the mental wellbeing of those students
who continue to experience victimisation during and after the intervention. Anti-
bullying interventions may therefore strengthen rather than attenuate differences in
mental wellbeing between victimised and non-victimised individuals. In this brief
paper, we extend Garandeau and Salmivalli’s valuable contribution by: relating their
work to our previous discussion of the need to consider dark logic models[2] theorising
potential harms when developing interventions; formulating the healthy context
paradox in a more general form defined by mediational relationships; reiterating that
the healthy context paradox is a phenomenon that can only be detected in cluster-level
interventions; proposing two statistical models for testing the healthy context paradox;
and relating these statistical models to the meta-mechanisms (contextual and
individual) that might be implicated in the healthy context paradox. We demonstrate
these points using a mediational model from the INCLUSIVE trial[3], a school-
randomised trial of a restorative practice intervention to prevent bullying and improve
mental wellbeing amongst secondary school students in southeast England (see Box 1).
Throughout this paper, our definition of mediation is classical; that is, a variable that
explains part or all of the causal relationship between an independent variable and an

outcome.[4] From an interventional perspective, a mediator is a variable on the causal



path between an intervention and an outcome through which a significant indirect
effect can be detected.
The healthy context paradox and dark logic models

The healthy context paradox is a welcome contribution to the literature in that it
provides intervention developers and implementers with additional insights into how
school-based interventions might inadvertently cause harms. In our prior work on dark
logic models, we described that harms could take the form of either paradoxical effects,
wherein an intervention that seeks to improve an outcome in fact worsens it, or harmful
externalities, wherein an intervention aiming to generate benefits in one domain
generates harms in another.[2] As a heuristic, the healthy context paradox provides a
way for intervention developers and evaluators to advance and refine intervention
theory through understanding how interventions may not equally benefit all
students.[2, 5]

In relation to whole-school anti-bullying interventions, the healthy context
paradox is an example of a paradoxical effect where the harm does not affect the entire
study population (all students) but a subpopulation defined in terms of the
intermediate effects (those who are bullied) of the intervention. That is, the harm
affects a subpopulation defined in part by the impact of the intervention on the
mediator. The healthy context paradox is also an equity harm[6], meaning that an
intervention that improves health overall may worsen it for some, leading to
exacerbations of existing inequalities between groups. For example, the INCLUSIVE
theory of change suggested that schools where students know that their teachers are
taking action to address bullying, and where being a bully goes against social norms,
will have students with better mental wellbeing.[7] However, the healthy context

paradox would suggest that students who are victimized may have worse mental health



than before the intervention.[1] The healthy context paradox also suggests that this may
be because they have fewer co-bullied peers to relate with and now suffer worse social
isolation.

To generalise, implicit in the healthy context paradox is a specific mediational
relationship defined by a psychosocial or behavioural mediator and a wellbeing
outcome. In the study by Garandeau and Salmivalli[1], bullying victimisation is the
mediator, but the mediator could be any similar variable capturing intermediate
outcomes, for example bullying perpetration, which is also known to be linked to poor
mental wellbeing; other forms of relational aggression, such as sexual harassment or
dating and relationship violence; or even variables such as school commitment. The
outcome of interest generally relates to mental wellbeing, but could hypothetically
relate to any outcome where intervention effects on the outcome are mediated by
intervention effects which make a behaviour or other experience less normative within
a setting. The healthy context paradox thus relates to harms in wellbeing that affect a
subpopulation that does not experience the benefits experienced by the broader study
population.

In our original work on dark logic models[2], we proposed that a critical path
through which intervention harms might arise is the interaction between the social
structure within which an intervention is delivered and the agency of those interacting
with the intervention, which may trigger unintended consequences. Such an interaction
might also occur within the healthy context paradox. These processes might harm all
those who continue to experience victimisation or those with particular vulnerabilities.
Dark logic models for future school-based health interventions that seek to address

bullying or other critical mediating behaviours should theorise potential adverse
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mechanisms that could operate at structural and individual levels and develop ways to
measure the interaction between these.
Understanding the healthy context paradox in relation to contextual effects

Implicitly but importantly, the healthy context paradox can be detected only in
interventions that are allocated at the cluster level. That is, it is impossible to detect a
healthy context paradox in a situation where an intervention is allocated at the
individual level. It is important to stress that our focus is on detection of the healthy
context paradox as opposed to its generation. The existence of an intervention-
generated equity harm[6] of the type described above, specifically a general
improvement in wellbeing arising from reductions in a behavioural or experiential
mediator with a worsening in wellbeing for those who still report high levels of the
mediator, might manifest but cannot be detected in an individually randomised trial.
Consider, for example, if the INCLUSIVE trial had tested an intervention consisting only
of individually-administered social-emotional learning without the school components,
and was thus amenable of a trial that randomises individuals within schools. Even
where this intervention is effective and the prevalence of bullying victimisation sharply
declines, and victimisation becomes less normative, remaining victims may, for
example, receive less support and experience worse mental health. While this equity
harm exists in the same form as above, it cannot be identified as a contextual paradox
because there is no basis to contrast cluster-level and individual-level impacts. This is
despite the fact that in our hypothetical example, the equity harms generated by the
intervention clearly worked through contextual, school-based mechanisms related to
provision of support.

This conceptual basis for detecting the healthy context paradox in cluster

randomised trials can be represented statistically, and these representations form the
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basis for proposing tests of the healthy context paradox. The rest of this section focuses
on developing these representations using concepts from multilevel models, also known
as generalised linear mixed-effects models or hierarchical linear models.[8] Multilevel
models are frequently used in the analysis of cluster randomised trials as they can
jointly consider the impact of cluster-level variables (such as treatment allocation) and
individual-level variables (such as demographic characteristics) on outcomes.[9] In our
example, clusters refer to schools in a trial, and individuals refer to students. First, we
focus on how multilevel models estimate intervention impacts in cluster randomised
trials; second, we consider how multilevel models can be used to identify contextual
effects; and third, we reinforce why detection of the healthy context paradox can only
occur in multilevel data structures, such as students nested within schools, specifically
where interventions are allocated at cluster or school level.

Estimating intervention impacts with multilevel models. When interventions
are allocated at the cluster (or school) level, multilevel models use individual students’
reports of the study’s outcome to estimate differences between intervention and control
schools through school-level means of those student reports.[10] Understood
statistically, the healthy context paradox exists in the contradiction between school-
level differences (between intervention and control groups) and student-level impact of
an intervention (which may be more heterogeneous than a school mean can represent).
Put otherwise, even if school-level means suggest that a school on average has
experienced an improvement on wellbeing, it is possible that a minority of individual
students within intervention schools experienced comparative worsening in their
mental health, and that this worsening can be related to a specific individual
characteristic or vulnerability. This heterogeneity in intervention effect forms the basis

of the healthy context paradox.
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From cluster-level predictors to contextual predictors. This difference
between school means and student impacts is an important first step in developing a
statistical representation of the healthy context paradox. The next step is to understand
how continuous predictors measured at the student level, such as mediators, can create
both student effects and contextual school effects. In a multilevel modelling context,
Raudenbush and Bryk[8] describe the contextual effect as the difference between the
within-cluster coefficient (relationship of an individual value of a predictor and an
individual value of an outcome within a cluster) and the between-cluster coefficient
(relationship between cluster-level mean of a predictor and cluster-level mean of an
outcome) for a predictor with an outcome. While contextual effects exist anywhere
individuals are grouped in clusters (i.e. students grouped in schools), we can also
describe contextual effects as follows: is there an impact of a school-mean predictor on
an outcome above and beyond the student-level relationship between predictor and
outcome? Their classic example[8, 11] relates socioeconomic position to performance
on standardised tests. Socioeconomic position can be measured at the student level,
with individual students’ reports, and also at the school level, with the average of
students’ reports. To restate this example as a question: is there an impact on students’
test scores, above and beyond the student-level associations between socioeconomic
position and test scores, of studying in a school with low average socioeconomic
position?

Contextual effects can only be detected where predictors are measured at the
individual level and can be aggregated to cluster-level means, leading to simultaneous
testing of both the association between the variable measured at the individual level
and the outcome and the association between the variable aggregated to the cluster

level and the outcome. As a result, contextual effects are not relevant for intervention
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allocation status as that is only a cluster-level variable, but rather contextual effects are
relevant for understanding the association between mediators and outcomes.

Detection of the healthy context paradox in multilevel data structures. To
be clear, this is not to say that the healthy context paradox reduces to testing a
contextual effect, as we discuss below. Instead, a necessary precondition to
understanding the healthy context paradox is to parse individual-level and cluster-level
variation in the relationship between a predictor and an outcome and therefore identify
a contextual effect. This is because, consistent with the range of mechanisms identified
by Garandeau and Salmivalli[1], the intervention could potentially influence a) the
school context within which the link between bullying and mental wellbeing occurs or
b) students’ experiences of how bullying links to mental wellbeing even where school-
level contexts have improved. For example, INCLUSIVE may have changed school
culture or it may have worsened a student’s bullying even when bullying has become
less prevalent. Thus, not only conceptually but statistically, because contextual effects
can only be directly measured in multilevel data structures, the healthy context paradox
can only be detected in cluster-allocated, or school-allocated, interventions.
METHODS
Testing for the healthy context paradox

Putting this all together, any test of the healthy context paradox requires the
decomposition of the intervention’s mediational pathways into mediational pathways at
both school and student levels. The insight of Raudenbush and Bryk[8] about the
estimation of contextual effects has been influential in understanding mediation in
cluster randomised trials. The healthy context paradox corresponds to a specific type of
mediation known as cross-level mediation, and specifically 2-1-1 mediation.[12] The 2-

1-1 mediation model exists when an intervention is allocated at level 2, or at the school
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level; influences a level 1, or student, mediator (e.g. bullying); and also influences a level
1 outcome (e.g. mental wellbeing). Of note is that both the mediator and the outcome
can be measured at the student level and aggregated at the school level to generate
school-level means. Pituch and Stapleton[11] have observed that specific approaches to
testing cross-level mediation generate greater power and greater insights in
distinguishing between the impact of the intervention on the individual and cluster
levels; that is, a school-randomised intervention may effect a specific mediational
pathway both through the student-level relationship between mediator and outcome
and through a school-level contextual effect which modifies the nature of this student-
level relationship. To parse these relationships, they suggest testing a mediational
model with the school-level paths between intervention and school-level mediator
mean, intervention and school-level outcome mean, school-level mediator mean and
school-level outcome mean; and with the student-level path between the mediator and
the outcome (see Figure 1). In this formulation, the school-level mediator-outcome
relationship is therefore the contextual effect (or the effect of the school level of the
mediator), the student-level mediator-outcome relationship is the individual effect (or
how a student’s report of the mediator links to a student’s report of the outcome), and
the sum of the school-level and student-level mediator-outcome coefficients multiplied
by the coefficient relating mediator and intervention is the total indirect effect.
Importantly, in the first instance, this requires including an uncentred (i.e. at its original
value) mediator at the student level alongside a school-level mean for the mediator.
Drawing on this 2-1-1 mediation model, we propose that what Garandeau and
Salmivalli[1] describe as a moderated mediation model is better described as a special
case of mediation where the intervention through its school-level effects moderates the

relationship between mediator and outcome. This is because moderated mediation is
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most generally understood as a situation where a fourth variable explains heterogeneity
across the trial sample in the magnitude of the indirect effect.[13] However, if the
healthy context paradox is an equity harm generated by a cluster-level intervention,
then the intervention itself cannot be that fourth variable and cannot moderate the link
between intervention and mediator. The intervention can, however, moderate the link
between mediator and outcome. This will be familiar to those approaching mediation
from the potential outcomes framework as a treatment-by-mediator interaction.[14]

If the general form of the healthy context paradox is treatment-by-mediator
interaction and the mediator-outcome relationship can be measured at both individual
and cluster levels in cluster-randomised trials, it follows that there are two potential
treatment-by-mediator interactions to be estimated: one at the cluster level, in which
the contextual effects are moderated by intervention; and one at the individual level, in
which individual effects are moderated by intervention. We propose tests of each of
these below as Test 1 and Test 2 respectively, and provide indicative code for
implementation in Mplus (see Appendix 1). Both of these treatment-by-mediator
interactions provide a test for the existence of the healthy context paradox, and are
suggestive of different possible meta-mechanisms for the paradox’s existence in a given
trial.

The mediation models we develop draw on two key study outcomes: bullying
victimisation assessed using the Gatehouse Bullying Scale[15], at 36-month follow-up,
and a measure of functional and psychological mental wellbeing, the Short Warwick-
Edinburgh Mental Wellbeing Scale or SWEMWBS|[16], at 36-month follow-up. Higher
scores on the Gatehouse Bullying Scale represent higher levels of victimisation, while
higher scores on the SWEMWBS represent higher levels of mental wellbeing. We

restrict our consideration here to mediators and outcomes as measured on linear
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scales; estimation of direct and indirect effects is more complicated where either
mediator or outcome requires a different, non-normal link function.[17]
A baseline mediational model from INCLUSIVE

To estimate this model, we use the 2-1-1 model described above, including
regressing the school-level mediator mean on intervention status, the school-level
outcome mean on the school-level mediator mean and intervention status, and the
student-level outcome on the student-level mediator. This accomplishes the separation
of contextual and individual effects in the mediator-outcome relationship.

We note at this point that a non-significant relationship between mediator and
outcome at either school or student level should not preclude undertaking either Test 1
or Test 2, as, for example, the average of two effects could produce a misleading null
effect overall. However, a non-significant path between intervention and mediator
suggests that the candidate mediator should not be considered further.

Test 1: contextual effects

To estimate this model, the relationship between mediator and outcome at the
school level is moderated by intervention status. This is an extension to the standard
structural equation model-based mediation method, where the interaction between
intervention allocation and the mediator score is entered as an additional predictor of
the outcome.[14] Thus, the findings from this model will generate different estimates of
the contextual effect between mediator and outcome. A standard significance test can
be used on the interaction term to test for differential contextual effects on the
intervention arising from a moderated relationship between mediator and outcome.

Where a healthy context paradox is present at a contextual level, the results of
the test will indicate that a contextual effect for the mediator-outcome relationship has

a magnitude indicating less benefit (or greater harm) in the intervention as compared to
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the control group, even where the intervention-mediator relationship suggests a
meaningful and positive impact of the intervention. The interpretation of this is that the
intervention may have triggered structural mechanisms that are linked to a worsening
of school context for those who experience bullying; but also for those who do not. This
is because, in this circumstance, the intervention reduces levels of bullying at the school
level; may still improve mental wellbeing overall at school level, including through
direct effect on the outcome; but potentiates a worsening school-level link between
bullying and mental health, so that intervention schools with higher levels of bullying
experience an even greater negative contextual impact on average levels of mental
wellbeing. This may be enough to outweigh positive benefits from the intervention at
individual and contextual levels, because intervention schools with higher levels of
bullying have an even larger association with worsening school mental health than
control schools.
Test 2: individual effects

To estimate this model, the relationship between mediator and outcome at
student level is moderated by intervention status. This is a standard random slope
model where the student-level relationship is moderated by a school-level variable,
here intervention status.[11] A direct test of significance is usually available for this
relationship. However, a complication of this model is that to estimate this relationship
without bias, the individual-level mediator must be centred within schools.[18] This
means that the school-level relationship between mediator and outcome is no longer
the contextual effect alone but rather the sum of the contextual and individual
effects.[11] While this is not a barrier to testing, it should be borne in mind in
interpretation, as in this model the value of the school-level relationship between

mediator and outcome may be closer to the sum of the student-level and school-level

18



paths in the baseline mediation model. As with most random slope models, it can be
useful to co-vary the random slope component with the intercept for the dependent
variable.

Analogous to above, where a healthy context paradox is present at the student
level, the results of the test will indicate that the student-level relationship between
mediator and outcome has a magnitude indicating less benefit (or greater harm) in the
intervention as compared to the control group, even where the intervention-mediator
relationship is significant. The interpretation of this is that even as the intervention
improves scores on the mediator and on the outcome overall for students, those
students experiencing worse values for the mediator (e.g. bullying) also experience
proportionally worse and more inequitable values for the outcome (e.g. mental
wellbeing).

RESULTS
Baseline mediation model

Our baseline model (see Figure 1) showed that the impact of the intervention on
mental wellbeing was mediated by improvements in bullying victimisation. However,
these improvements were mediated at the student level ( =-0.687, SE=0.060) without
a significant school-level contextual effect. That is, the school-level path from
victimisation to mental wellbeing ($=0.340, SE=0.454) was not significant. Because a
mediation pathway was also included at the student level, the school-level path
represents the contextual effect of the mediator. The interpretation of this model is that
part of INCLUSIVE’s beneficial effect on mental wellbeing was through reducing
victimisation; but that the link between victimisation and mental wellbeing can be
understood in this baseline model at the student level (students with lower

victimisation on average had better mental wellbeing) without a contextual effect at the

19



school level (beyond the student-level relationship, schools with lower victimisation did
not have students with better mental wellbeing on average).
Test 1 in INCLUSIVE

We examined the interaction between the school-level mean of the mediator,
bullying victimisation, and intervention allocation status and entered this as a third
predictor of the outcome. The function of this predictor, as discussed above, is to induce
a different value of the contextual effect of the mediator on the outcome depending on
intervention status (i.e., a different value for each of the intervention and control arms).

As in the baseline model, there is a significant and meaningful mediational
pathway from intervention to outcome (see Figure 2). However, the test for contextual
effects in the healthy context paradox suggests that this paradox is not supported in
INCLUSIVE, and a Wald test did not find that this model was significantly different from
the baseline model (df=1, p=0.20). Neither the interaction of intervention with mediator
(B=1.089, SE=0.847) nor the direct path at the between level from mediator to outcome
(B=-0.060, SE=0.527) were significant. Indeed, the intervention by mediator interaction,
while non-significant, would be interpreted as having an opposite effect; namely an
important enhanced effect on mental wellbeing of the intervention in schools
experiencing residually higher rates of bullying victimisation. In short, applying test 1 to
data from INCLUSIVE does not suggest that the intervention worsened the link at school
level from bullying victimisation to decreased mental wellbeing. Were this to have been
the case, we would have expected the intervention by mediator interaction to have a
significant effect with a negative sign.
Test 2 in INCLUSIVE

In addition to the ‘baseline’ mediation model, we: a) cluster mean-centred the

mediator (that is, redefined student-level scores on bullying victimisation as deviations
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from the school-level mean), b) specified a random slope component for the
relationship between student-level mediator and the outcome, and c) regressed this
random slope component on intervention status at the school level. The function of
point c) is to determine a different value of the individual-level relationship between
the mediator and the outcome depending on intervention status.

Again, a significant and meaningful mediational pathway from intervention
status to mental wellbeing persists (Figure 3). However, in this analysis, the student-
level relationship between bullying victimisation and mental wellbeing is regressed on
intervention status. Thus, the baseline estimate of the relationship at the student level
between the mediator and the outcome ($=-0.634, SE=0.082) properly refers to the
mediator-outcome relationship in students in control schools. The regression of
student-level slope on intervention thus yields the difference between intervention and
control groups on the relationship between student-level mediator and outcome ([3=-
0.148, SE=0.117). The interpretation of this coefficient is that in intervention schools,
the relationship between bullying victimisation and mental wellbeing is stronger; that
is, students experiencing victimisation experience an even greater decrement in mental
wellbeing, consistent with the healthy context paradox. However, this path is not
significant and thus the model does not support the existence of the healthy context
paradox at individual level. A Wald test did suggest that this model was significantly
different from a baseline model (df=3, p=0.03); however, this was due to a significant
random slope component for the student-level mediator-outcome relationship. A Wald
test comparing this model to a model with no relationship between student-level slope
and intervention status and with no covariance between slope and random intercept
did not support the existence of the healthy context paradox (df=2 p=0.29).

DISCUSSION
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Of the two proposed tests, Test 2 is probably closest to how Garandeau and
Salmivalli understood the healthy context paradox. However, we believe that Test 1 is
important as well. This is because it sheds light on potential school-level structural
explanations for the healthy context paradox—structural explanations that form an
important part of the theoretical basis for this paradox—and can account for
exacerbation in differences between intervention and control schools in the mental
health of those experiencing victimisation. In contrast, Test 2 sheds light on
exacerbation in differences within intervention schools in the mental health of those
experiencing victimisation. To the extent that understanding mechanisms in
interventions is an inductive task, the results of each test provide analytic purchase in
inferring the mechanisms for evidenced health inequalities both between schools and
within school, suggesting that these are either primarily contextual or primarily
individual, or both. These two tests thus relate to two different meta-mechanisms,
structural and individual, that can drive the existence of the healthy context paradox.
Given the increasing focus on complex systems approaches to evaluation[19],
understanding how interventions work over multiple systems of influence can help in
developing intervention theory. The healthy context paradox may also be useful in other
areas of public health that seek to reduce the frequency or prevalence of specific
population characteristics or behaviours, thus stigmatising those who are ‘left behind’
by the intervention. For example, the healthy context paradox could be tested for
interventions targeting diet and physical activity, where interventions that stigmatise
overweight can worsen contextual or individual relationships between overweight and
mental wellbeing; or interventions that seek to reduce sexual risk, thus stigmatising
those who continue to engage in risk behaviours.

CONCLUSIONS
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We are grateful to Garandeau and Salmivalli for this important contribution to
the understanding of how school-level interventions may not equally benefit all
students. Greater exploration of intervention harms, especially when those accrue to
population subgroups, is an essential step in better understanding how interventions
work and for whom, and thus in supporting the decision to implement interventions in
contexts different from the ones where interventions may have been originally
evaluated.[20] Our proposed tests for the presence of a healthy context paradox provide
the analytic tools to better understand how to make school contexts effective places for
all children and young people to reach their full potential.

LIST OF ABBREVIATIONS

SE Standard error

SWEMWABS Short Warwick-Edinburgh Mental Wellbeing Scale
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Box 1. The INCLUSIVE trial
We use data from INCLUSIVE[3], a school randomised trial of restorative practice in
schools involving 40 schools (n=6667 at baseline, n=5960 at 36-month follow-up)
serving students age 11-16 in south-east England from 2014 to 2017. Overall, the
intervention, which comprised restorative practice, student participation in school
decisions and a student social-emotional learning curriculum, was found to reduce
student-reported bullying victimisation and improve mental wellbeing as well as
benefit other secondary outcomes at 36-month follow-up for children aged 14-15 years.
Full details of methods and overall results are presented elsewhere.[3] When we refer
to the INCLUSIVE trial in terms of mediation, we use bullying victimisation as the
mediator and mental wellbeing as the outcome.
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Figure 1. Baseline mediation model
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Figure 2. Testing for contextual effects
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Figure 3. Testing for individual effects
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Abstract

We reflect on how qualitative research can be used to develop or refine theories about
how the mechanisms triggered by intervention enactment might generate outcomes,
referring to examples from a ‘realist trial’ of a whole-school health intervention.
Qualitative research can explore mechanisms directly, by asking participants how they
think interventions work, or indirectly, by exploring participant experiences of
intervention-related actions to understand the conditions and consequences of these
actions. Both of these approaches can inform theorisation of how mechanisms are
triggered and generate outcomes, and how this is contingent on context. We discuss
methods for sampling, data collection and data analysis, and recommend dimensional
analysis as a means to analyse qualitative data on mechanisms. We then consider how

to draw on qualitative research to inform hypotheses to be tested statistically.
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Introduction

In this paper, we consider how qualitative research can be used to inform theorising of
the mechanisms which enactment of complex interventions trigger and which generate
outcomes. Our reflections are illustrated with examples from our ‘realist trial’ of a
whole-school health intervention. Our ideas about what mechanisms are, and how they
should be examined, are informed by realist concepts. Nonetheless, our aim is to
provide useful suggestions for those evaluating complex interventions, regardless of the

model of evaluation to which they subscribe.

Complex interventions are commonly described as social interventions with
components that interact with each other and with the context in which they are
enacted (Moore et al,, 2014). There is increased interest in evaluating complex
interventions not only by quantifying their effects or describing their implementation,
but also by understanding the underlying mechanisms by which they generate
outcomes (Bonell et al,, 2012; Moore et al., 2014; Burchett et al., 2020). Understanding
such mechanisms can help us understand how interventions work. When linked with an
understanding of how these mechanisms are contingent on context, as realist
approaches to evaluation aim to do, this can also help us understand for whom and
where interventions work (Pawson and Tilley, 1997). This can help inform assessments
of potential transferability (Burchett et al., 2020), intervention refinement (Bonell et al.,
2021), and broader scientific understanding and future interventions (Davey et al.,
2019). Such approaches can be broadly described as theory-driven evaluation because
they aim to develop and refine theory as to how interventions work (Marchal et al.,

2012).

A substantial literature considers what mechanisms are (Lemire et al., 2020) in terms of
their ontological features and the epistemological status of knowledge we have about
them. Informed by this literature, we see mechanisms as new human responses, actions

and interactions triggered by the provision of new economic, informational or other
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resources, and by the resultant enactment of intervention activities (May, 2013; Pawson
and Tilley, 1997; Lemire et al., 2020). Mechanisms consist of “underlying entities,
processes, or structures which operate in particular contexts to generate outcomes of
interest” (Astbury and Leeuw, 2010) (p.368). Mechanisms might operate at the
individual, group, institutional or societal level (Marchal et al., 2012). Mechanisms can
involve intra-individual changes in cognitions or emotions generating changes in
behaviour (Carey et al., 2019) or changes to inter-individual interactions (Giddens,
1984). Mechanisms have been categorised as involving: macrosocial influences on
microsocial outcomes (e.g. media influencing attitudes); microsocial influences on
microsocial outcomes (e.g. peers educating peers); or microsocial influences on
macrosocial outcomes (e.g. communities lobbying politicians) (Hedstrom and

Swedberg, 1998).

Realist evaluation literature suggests that mechanisms are not directly observable, are
contingent on local context and generate outcomes. They are triggered by, but are
distinct from, intervention activities. They are not reducible to the variables used to
assess them or the lines used to suggest them in logic model diagrams (Astbury and
Leeuw, 2010). Interventions may trigger one or more different mechanisms. Whereas
intervention activities are the ‘form’ of intervention (events), mechanisms are the
‘function’ of these interventions (the generative processes triggered by them) and
outcomes are the events thus generated (Lacouture et al.,, 2015; Hawe et al., 2004).
Realists define context in terms of the individual actor capacities and relationships,
institutional setting and wider social structures which precede intervention, and which

interact with the mechanisms triggered to generate outcomes (Lemire et al., 2020).

Some authors have noted confusion in the literature surrounding the distinctions
between, on the one hand, intervention activities and mechanisms, and, on the other,
between mechanisms and context (Lemire et al., 2020; Barnes et al., 2003). Our own
view is that, while intervention activities and mechanisms are ontologically distinct (as
indicated above), mechanisms and context are not ontologically distinct phenomena

(contexts will include pre-existing mechanisms which may then interact with
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mechanisms triggered by intervention activities) but that nonetheless using these
distinct terms is useful in framing propositions about how interventions work and

collecting data to examine these propositions.

In traditional trials and other quantitative evaluations of complex health interventions,
mechanisms are indirectly assessed via moderation (e.g. assessing if intervention effects
differ for different populations) and mediation (e.g. assessing if intervention effects on
outcomes are explained by their effects on intermediate measures) analyses (Gardner et
al,, 2006). In such studies, interventions are increasingly informed by theories of change
but these are of variable sophistication and plausibility, often consisting of little more
than strings of variables with no consideration of actual mechanisms or how these
might interact with context to generate outcomes (Breuer et al.,, 2016; Moore and Evans,

2017).

In contrast, realist evaluators use context-mechanism-outcome (CMO) configurations
which postulate what mechanisms might be triggered by use of intervention resources
and how these mechanisms might interact with context to generate outcomes. These
CMO configurations are tested and refined through iterative analyses drawing on
qualitative and/or quantitative data. This approach has a number of advantages: it
provides a theorisation of mechanisms which goes beyond strings of variables to
explore deeper processes; it distinguishes between the reality of how mechanisms
operate and the data used to examine these; and it considers how mechanisms might
operate variously to generate different outcomes in different contexts. Some realist or
critical realist evaluators have modified the configurations so that these incorporate
agency, or focus on how interventions and contexts interact to trigger mechanisms
which generate outcomes (Porter, 2015; Lemire et al., 2020). As suggested above, we
prefer to use CMO configurations to frame propositions about how mechanisms operate
while recognising the importance of agency and that there is no sharp ontological

distinction between context and mechanism.
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A key argument of this paper is that it is important to use qualitative research to refine
CMO configurations or other forms of theories of change before subjecting them to
quantitative analysis. Initial theories informed by existing academic theory may be
sharply at odds with how those delivering or receiving the intervention perceive
interventions as working. Qualitative evidence may propose important refinements or
augmentations to our theories about how mechanisms might generate outcomes.
Therefore, initial CMO configurations or other theories may need to be revised in the
light of analysis of data on the lived experiences of those involved in implementation
and receipt (van Urk et al., 2016). There is therefore an important role for qualitative
research in refining our theories about mechanisms before these are quantitatively
tested (Unrau, 2001). There is also an important role for qualitative research in
examining mechanisms that are too complex to be amenable to typical measurement
approaches in quantitative evaluation, such as those including complex chains of

causation or feedback loops (Cohn et al., 2013).

While the above arguments for qualitative research on mechanisms are widely
recognised in the literature, there is little detailed guidance on conducting qualitative
research on mechanisms. The Medical Research Council (MRC) frameworks for complex
interventions and for process evaluation have suggested some general principles about
the importance of process evaluation examining mechanisms (Moore et al., 2014;
Skivington et al., 2021). The process evaluation framework suggests, for example, that
process evaluations use mixed methods to examine mechanisms, using qualitative
research to explore mechanisms that are unanticipated and/or too complex to be
captured quantitatively. However, the framework does not offer specific guidance on

how qualitative data might be sampled, collected or analysed in order to do this.

A recent paper by Thirsk and Clark has argued for the importance of hermeneutics-
oriented qualitative research on mechanisms (Thirsk and Clark, 2017). Thirsk and
Clarke argue that a hermeneutic approach can focus on the reality of mechanisms, and
not merely the subjective meanings attributed to these by participants. They also

suggest that analysis of qualitative data on mechanisms can be informed by researchers’
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pre-understandings of a phenomenon while still leaving the research open to new

findings:

Previous experience and understanding of a topic does not prevent a researcher
from being open to new understanding of the topic but is an asset that enables
the researcher to be better prepared for understanding.” (Thirsk and Clark,
2017)(p.5)

There have also been some useful suggestions from realist evaluators on using
qualitative research to examine the mechanisms which interventions trigger (Manzano,
2016; Pawson, 1996). Pawson, for example, has offered a number of suggestions about
how to structure interviews so that these can be drawn on to assess the validity of CMO
configurations (Pawson, 1996). But while useful, this existing literature does not aim to
offer comprehensive guidance on the different ways in which qualitative research might
examine mechanisms, on how to conduct qualitative research to explore mechanisms,

or on how qualitative research might inform testable hypotheses.

Drawing on examples of qualitative research conducted within a ‘realist trial’ to
examine the mechanisms of a whole-school intervention to prevent bullying and
improve student mental and physical wellbeing, we aim to reflect methodologically on:
how qualitative research can contribute to understanding mechanisms; how we should
decide which participants can provide authoritative data on mechanisms and construct
samples of these; how we should analyse transcripts to develop ideas about
mechanisms; and how we should draw on these analyses to develop testable
hypotheses. As suggested above, our aim is to make useful suggestions for conducting
qualitative research on mechanisms which are informed by our own realist evaluation

but which are also useful to those who subscribe to different models of evaluation.

Case study
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Learning Together is a whole-school intervention that aims to enable prevention of
bullying and improve student mental and physical health. It provides various
intervention resources (such as manuals, curriculum materials, training) to facilitate
students and staff in secondary schools enacting ‘action groups’ which review local
survey data on student views and needs, and then decide locally appropriate actions,
supported by an external facilitator. Actions can involve reviews to policies as well as
changes to school management and environment. Additionally, staff are trained in using
restorative practice to build strong relationships between and among staff and students,
and to resolve conflicts by exploring different perspectives, identifying harms and

repairing relationships. Student are also taught a social and emotional skills curriculum.

Learning Together was informed by an a priori theory of change built on the theory of
human functioning and school organisation (Markham and Aveyard, 2003), as well as
some initial CMO configurations which proposed how mechanisms which the
interventions triggered might interact with context to generate outcomes. The theory of
change proposed that student involvement in risk behaviours may be reduced by
promoting student commitment to their school’s ‘instructional’ (teaching and learning)
and ‘regulatory’ (discipline and community) orders. This in turn requires that schools
‘reframe’ provision to focus on student needs and erode ‘boundaries’ between: staff and
students; academic and broader personal development; and the culture of the school
and its local community (Markham and Aveyard, 2003). Initial CMO configurations
proposed, for example, that these mechanisms would be more likely to generate
beneficial outcomes for socio-economically disadvantaged students, for whom
commitment to school is less likely to be the socialised norm and whom schools are

more likely to engage by the above reframing and boundary-eroding mechanisms.

Learning Together was evaluated using an explicitly realist cluster-randomised
controlled trial with 3-year follow across 40 English secondary schools. The overall trial
analyses reported that the intervention was associated with reduced bullying
victimisation, smoking, alcohol use, smoking tobacco and police involvement, and

improved mental wellbeing, psychological functioning and quality of life (Bonell et al.,
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2018). A process evaluation quantified fidelity, reach and acceptability using
observations of training, action groups and other activities, checklists completed by
staff delivering the curriculum action groups and restorative practice, and staff and
student questionnaires. The process evaluation also used semi-structured observations,
interviews and focus groups to collect qualitative data on observed and reported
processes of implementation and receipt of intervention activities, and the
consequences of these for staff and students (Warren E, 2019). The realist trial used this
qualitative research to inform refinement and augmentation of the initial CMO
configurations (Warren et al., 2020). These were then examined using qualitative
comparative analysis (QCA) as well as moderation, mediation and moderated-mediation
regression analyses (Melendez-Torres et al., 2021). Since this paper is a methodological
reflection rather than an empirical report, interested readers should seek further

methodological details in the above cited papers.

How qualitative research can explore mechanisms

Qualitative research can inform development, refinement or augmentation of theory
relating to mechanisms. This can occur via two approaches, which are not mutually
exclusive. Firstly, qualitative research can directly explore the accounts of providers,
recipients and other participants about how they think interventions work. This
approach in effect develops ‘second-order’ constructs describing causal mechanisms by
interpreting and critically weighing participants’ ‘first-order’ constructs of these
(Schiitz, 1962). Realist evaluators have pioneered this useful approach, usually
exploring participants’ views on a priori CMO configurations, to validate, refine or

falsify these (Manzano, 2016; Pawson, 1996). As Pawson has argued:

[T]he researcher's theory is the subject matter of the interview, and the subject
is there to confirm or falsify and, above all, to refine that theory. (Pawson, 1996)
(p-299)
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Pawson suggested that the interview should first ‘teach’ the participant about the
possible theories before ‘learning’ from the participant which of these theories align

with their experiences and how they might be refined:

The subject's task is to agree, disagree and to categorize themselves in relation to
the attitudinal patterns as constructed in [the researcher’s] questions but also to
refine their conceptual basis. It is at this point that mutual knowledge is really
achieved. The subject is saying in effect "this is how you have depicted the
potential structure of my thinking, but in my experience it happened like this...
(p- 306)

In evaluating Learning Together, we used such techniques to ask participants to
consider our a priori CMO configurations and articulate their own theories. For
example, one student responded to such enquiries by describing how he theorised

restorative practice could resolve conflicts:

[ just thought [restorative practice] was a brilliant idea because it's showing the
younger kids how to be mature about difficult situations and teaching them how
to deal with it. And rather than just getting angry, sitting down and talking
through things is a better solution. And it's just showing them that. (Focus group
with year 9 students, Meadowood School)

We did not conclude that such participants’ theories were straightforwardly true
representations of mechanisms. Instead, we iteratively compared and contrasted such

accounts with other qualitative data to help refine our CMO configurations.

In engaging in such comparisons, we often drew on qualitative data in a second, less
direct way. We examined participants’ accounts of their experiences of enacting
intervention-related activities, the conditions within which this occurred, and what
actions or other consequences flowed from these. We used this to refine our theories as
to how mechanisms were triggered and how these interacted with context to generate
outcomes. Any single participant might only be able to discuss the actions involve in one

sub-section of a causal mechanism (Pawson, 1996; Giddens, 1984). However, as
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researchers, we could draw on multiple accounts, as well as our own observations, to
develop a more authoritative and comprehensive understanding of mechanisms. This
drawing from multiple sources to iteratively develop, augment or refine theorised

mechanisms has been described in previous empirical studies (Unrau, 2001).

There may be a quasi-quantitative aspect to such work, looking for regularities in what
conditions seem to be associated with accounts of certain actions or what reported
consequences seem to be associated with particular actions. But the exploration should
go beyond this ‘black box’ assessment of such regularities. Sayer, for example, has
described how qualitative research should explore exactly what it is about certain
conditions that appear to enable particular actions to occur or what is it about certain

actions that allow certain consequences to follow (Sayer, 2000).

In the case of Learning Together, multiple participant accounts were drawn on to
theorise how the conditions present within action groups in some school contexts
enabled staff and students to develop mutual understanding and hence better
relationships. For example, one student participant described coming to understand

teachers’ perspectives on the group:

[ think mainly just having other people’s, seeing other people’s views and seeing
how... if we had the same views or... hearing someone else’s point of view and
thinking, “Oh yeah.” (Focus group with year 9 students, Meadowood School)

Interviews with other students highlighted how such insights encouraged students to
develop stronger and more affective relationships with teachers. As one student

commented:

If you have a bond with your teacher... you want to do well for the teacher
because you feel like she’s paid attention to you and gave her respect [in action
group meetings]. And the way you can respect her back is by working hard.
(Focus group with year 8 students, St. Anselm’s School)
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But it was also apparent that such processes only occurred, and indeed could only
occur, in schools in which action groups were led by senior staff. This was because only
senior staff possessed the authority to ensure that action groups were well attended
and well facilitated enough that empathy might develop among staff and students
through their interactions on such groups. This allowed us to begin to theorise that
action groups could trigger mechanisms by which staff and students developed better
relationships and mutual empathy, which in turn might engender increased student
commitment to school. Reference to other accounts helped us to theorise that such
mechanisms were contingent on schools’ ability to ensure senior staff committed to
attend action groups and that these were well facilitated so that participative and
productive conversations ensued. It is important to note that no single participant
proposed such an entire theory but this theory was developed indirectly from iterative

in-depth exploration of multiple accounts of intervention-related actions.

In another example, interviews explored students’ experiences of restorative practice
sessions. One interview was with a boy who had been involved in taking a photo of
another boy on the toilet. This boy described his emerging sense of responsibility in the
restorative session and how the conditions present in the session enabled him to take

responsibility for his actions:

[ normally would have been moaning [about being punished], saying “No”... But
this time I actually felt what I had done was really wrong. It just made me
realise...  mean it’s... just when [ saw him sitting there in that state [crying during
the meeting]. (Interview with year 8 student, Harper’s School)

Along with other qualitative data, such data informed refinements to our a priori CMO
configurations. We theorised that restorative practice actions could trigger mechanisms
involving the development of a sense of accountability among participants. Other
qualitative data suggested that this might only generate reductions in bullying when a
critical mass of staff were committed to delivering restorative practice and a critical
mass of incidents of bullying ensured that such practices were widely deployed. Thus,

qualitative data could help us refine how we theorised mechanisms in terms of

41



individual meaning and how this interacted with intervention processes (May, 2013;

Sayer, 2000).

Both approaches might be used in the same study, or even in the same interview, to
explore mechanisms from different perspectives. Manzano has suggested that, in realist
evaluations, initial exploratory interviews help the evaluator to articulate tentative
theories of how intervention activities might trigger generative mechanisms and the
contextual contingencies that might affect this. Later interviews might then aim to
consider and refine these tentative theories by exploring with participants the
particularities of their experiences and what light these might shed on the researcher’s
emerging understandings of how local conditions are implicated in mechanisms as well
as the way in which implementation of interventions modified practitioner’s actions
and interactions (Manzano, 2016). Our own experience is that, while useful, qualitative
research need not always follow such phases in order. It can also be useful for
qualitative research to begin from participants’ account of their actions and how these
might have been modified by intervention activities before moving on to explore

participants’ own theories of how interventions work and how context affects this.

Sampling

As described above, qualitative research aims to examine the mechanisms triggered by
enactments of interventions, the contextual contingencies involved and their
consequences. This is best fulfilled by in-depth research in a manageable number of
varying case studies. There should be diversity in terms of sampling different contexts
and different participants involved in different intervention activities. If possible to
ascertain at the sampling stage, it is also good to sample settings or individuals who
report different consequences of their involvement in intervention activities. In the case
of Learning Together, for example, schools were selected as case studies based on rates
of eligibility for free school meals (as a measure of different school cultures and student
bodies) as well as facilitator reports of the success of implementation (as a rough

measure of the apparent consequences of intervention activities). It is also useful for the
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research to have some flexibility in its design so that, if initial analyses of qualitative
data suggest different mechanisms or different interactions with context than initially

theorised, there is scope to explore these by including new cases.

Within case studies, there should similarly be purposive sampling of individual
participants involved in different aspects of intervention delivery and receipt. In the
case of Learning Together, for example, interviews were undertaken with school
leaders as well as classroom teachers, with intervention developers as well as
facilitators, and with teachers and students involved in action groups, restorative

practice and the curriculum.

A key issue for sampling as well as analysis is which accounts are most useful to
examine which aspects of mechanisms. Manzano has suggested that: provider managers
will have the broadest overview of patterns of local successes and failures and so
provide particularly authoritative information on how mechanisms are continent on
context; local practitioners will be able to add information about the specific conditions
which might affect mechanisms; and clients will offer detailed accounts of their
personal experiences of impacts but may have less to say about mechanisms or how

these interact with context (Manzano, 2016).

However, in our own study, school leaders and external facilitators often merely offered
accounts focused on implementation of intervention activities rather than the
consequences of these, so their accounts were less useful in exploring mechanisms.
These groups also sometimes presented the ‘official’ theory of change and offered fewer
insights into lived experience of the enactment of the curriculum or restorative practice
or the actual consequences of these for preventing bullying. We found that student
accounts were often more useful in exploring the mechanisms triggered through
intervention-related actions and how these interacted with context to generate
reductions in bullying. For example, student accounts were much more useful in

exploring the consequences of participation in restorative practice.
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Data collection

Observations can allow researchers to witness the actions and interactions that
constitute or spin off from the enactment of interventions, which may offer insights into
how outcomes might be generated. However, it is likely that observations will only shed
light on the sections of mechanisms most proximal to the intervention actions triggering
them rather than to the generation of outcomes. In the case of Learning Together, for
example, observations provided insights into the nature of interactions within
restorative practice sessions but offered fewer insights into the consequences of these.
Interviews and focus groups were therefore also essential. As suggested earlier,
interviews and focus groups can take a direct approach, exploring participants’ views
on theories of change. The direct approach will involve the researcher tightly
controlling the interview process and asking questions about mechanisms. Manzano

gives the following examples (Manzano, 2016):

For example: ‘How was your work different before the programme was
implemented?’, ‘Is this new programme going to work for everyone?’, ‘Could you
explain to me the types of people and places where you think it may be more
effective?” Stronger questions about context should encourage people to
compare subgroups, location, times, before and after. The objective is to draw
the interviewee into comparison to explore contextual effectiveness. (p.354-5)

As discussed, interviews and focus groups can also take a less direct approach,
exploring participants’ accounts of actions, the meanings and goals ascribed to these
actions, their conditions and consequences This approach will involve a more
participant-centred interview, exploring participants’ accounts of their experiences.
Prompts might explore how participants’ actions were influenced by: intervention
resources and other intervention-related activities; local policies or norms; or the
distribution of economic, informational or other resources within a setting (May, 2013).
In the case of Learning Together, for example, interviews with those participating on
action groups explored how the group’s activities were enabled or constrained by the

intervention manual and presence of the external facilitator, the training which staff
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underwent, as well as the broader culture, management structure, priorities and
resourcing of the school. Interviews also explored the consequences that enactment of
action groups had for how school processes operated and how staff and students acted

and interacted, and how this was affected by the broader context of the school.

Analysing qualitative data on mechanisms

Existing literature offers some guidance on analysis. Realists have suggested, for
example, that qualitative data be coded in terms of ““description of the actual
intervention’, ‘observed outcomes’, ‘context conditions’ and ‘underlying mechanisms”
(p- 195) to inform refinement of theory (Marchal et al,, 2012). But existing literature has

not aimed to offer comprehensive guidance on analysis.

Participant accounts are themselves an interpretation of their experiences of reality so
that analysis of such accounts is a ‘double hermeneutic’ exercise (Thirsk and Clark,
2017; Giddens, 1984). As Thirsk and Clark argue, this does not mean that qualitative
research cannot examine phenomena external to the participants (Thirsk and Clark,
2017), but it does mean that this is unavoidably mediated by participants’ own
interpretations of these phenomena. This is not a weakness of qualitative research but a
strength because how participants understand an intervention will often be central to
its mechanism (Thirsk and Clark, 2017). With Learning Together, for example,
interviews explored how staff and students talked about the intervention. The quote
below illustrates one recurring theme, that staff and students tended to emphasise its
participative nature, which appeared to be associated in multiple accounts with its

ability to transform relationships within a school:

[ think that the students will certainly enjoy the fact that we’'re doing something
like this so they can be involved in it and that they can actually have their voice
heard, that they can feel safe at school, that they can feel engaged with the
teachers, that they can feel they’re listened to. (Staff, Harper’s School, staff
interview)
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Qualitative analysis can be used to develop completely new intervention theory, where
little or none previously existed for an intervention, or inform refinement or
augmentation of existing theorisation. Although our intervention was informed by a
priori theory of change and initial CMO configurations, we put these aside when
analysing our qualitative data to inductively generate analyses of how mechanisms
worked. We chose not to focus analysis of qualitative data on validating and refining our
existing theory so that we could make full use of all our qualitative data and so that our

qualitative analysis was not overly influenced by our starting theories.

If qualitative research is to inform theorisation of mechanisms, analysis needs to do
more than identify recurring themes. Depending on the intervention in question and the
frameworks informing evaluation, analysis may need to consider interactions between
microsocial and macrosocial levels (Hedstrom and Swedberg, 1998) or the multiple
levels of individual, group, institution and/or society (Marchal et al., 2012). Within
realist evaluation, analysis will also need to engage with how mechanisms interact with
context or, alternatively, how mechanisms arise from the interaction of intervention
activities and context (Lemire et al., 2020) or how agency, context and mechanisms

interact to generate outcomes (Porter, 2015).

In our own evaluation, we found that analytical approaches based on grounded theory
were useful since these methods explicitly aim to develop theory focused on the
identification of social processes (Charmaz, 2014). We used a variant of grounded
theory called dimensional analysis because this offers a framework for thinking about
how social mechanisms operate with regard to their broad context (the boundaries of a
phenomenon), conditions (the specific factors facilitating, blocking or otherwise
shaping social action associated with a phenomenon), process (the actions or
interactions involved in a phenomenon), consequences (what occurs as a result of the
actions involved in a phenomenon) and outcomes (changes in people or groups of
people as a result of the phenomenon) (Schatzman, 1991). Although this terminology

differs from that used in realist evaluation, we felt that use of this approach aligned well
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with realist evaluation. While grounded theory methods and dimensional analysis were
developed within the symbolic interactionist approach to sociology, they may be, and
indeed are widely, used within other approaches (Oliver, 2011; Charmaz, 2014; Hoddy,
2018). The analytical techniques they involve, such as constant comparison, theoretical
sampling and abductive reasoning, can be undertaken within other approaches, such as
realist evaluation. We used dimensional analysis to analyse staff and student accounts
describing or implying process (for example, increasing commitment to school), linked
within and across interviews to accounts of conditions (for example, having positive
experiences of participating in the action group), consequences (for example,
decreasing involvement in anti-school peer groups) and outcomes (for example,

reduced involvement in behaviours such as aggression).

In terms of practical procedures, analysis will need to draw on different accounts in
order to develop a hermeneutic, pluralistic theorisation of mechanisms from the point
at which they are triggered by intervention enactment to how they generate outcomes.
For example, through qualitative analysis we developed theory as to how enactment of
action groups might trigger mechanisms generating student commitment and, through
this, reducing student involvement in aggression. This was pieced together from
insights gathered from many different interviews, focus groups and observations.
Analyses will need to compare and contrast different accounts, deciding which accounts
provide more or less authoritative insights into particular sections or aspects of the
mechanism. This requires axial coding which draws on an initial wave of in-vivo coding

to generate cross-cutting and higher-order concepts.

As argued above, as well as theorising or refining theorisation about mechanisms by
analysing participants’ own theories, qualitative analyses can also explore the
conditions necessary for mechanisms to ‘trigger’. This can take into account quasi-
quantitative analysis of patterns of contingencies but it also requires an analysis of
exactly what it is about certain conditions that enable certain actions, or what is it about
the characteristics of certain actions that enable certain consequences. Such analysis

will usefully employ techniques associated with grounded theory, such as deviant case
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analysis. For example, some of the insights into what conditions were necessary to
ensure action group actions could trigger mechanisms generating increased student
commitment came from observations and interviews in a school in which the action
group did not attract broad staff participation and hence failed to encourage staff and

students to better understand each other’s perspectives.

Informing quantitative hypotheses

Through these different approaches, qualitative research can develop, augment or
refine theory of how mechanisms appear to interact with context to generate outcomes.
As discussed above, we oriented our analysis of qualitative data to theorising
mechanisms without limiting this to the validation or refinement of our initial theories.
However, once our analyses were complete, we used the completed qualitative analysis

to refine and augment our CMO configurations.

Depending on the precise form of theorisation (or in the case of realist evaluation, the
components that configurations include (Porter, 2015; Lemire et al., 2020)), qualitative
research might inform refinement of theories about how mechanisms interact with pre-
existing context to generate outcomes (as we and most other realist evaluators conceive
it) or about how mechanisms triggered by intervention activities in interaction with

context generate outcomes.

However, we have to accept that any such theories, even if refined through qualitative
research, might be wrong for several reasons. Firstly, analysis of participants’ accounts
will be limited by the extent to which these accounts are themselves fallible (Sayer,
2000). Drawing on the accounts of multiple others to develop a hermeneutic, pluralistic
account will to some extent compensate for this. However, even a research account

based on multiple accounts will sometimes be wrong.
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Secondly, qualitative analyses drawing on patterns of regularities to consider what
contingent factors appear to be important for actions or consequences to occur will
inevitably be based on a relatively small number of observations and accounts of events
and may therefore be subject to chance coincidences. This is particularly likely to be a
problem where intervention impacts are not large (which is commonly the case in most
public health interventions for example) so that it is hard for case studies to determine

what factors are influential.

Thirdly, analyses of what it is about certain conditions or actions that enable certain
other actions and consequences will be limited by the available data, the theories used
to inform analysis and the broader conceptual hinterland of the researcher. For
example, in the Learning Together evaluation, broad staff participation was identified as
a key enabler of action groups being able to trigger sharing of perspectives between
staff and students. This was informed by powerful evidence from a small number of
cases. Other factors might have also been apparent had processes in other schools been

explored.

We are arguing therefore that there is a role for correlational quantitative research in
checking whether broader patterns of regularities appear to align with the theories
developed or refined through qualitative research. This is a controversial area. Some
realist evaluators are open to the use of quantitative alongside qualitative data to
examine mechanisms (Marchal et al., 2012). Others, including some from a critical
realist perspective, are critical of quantitative research examining regularities, arguing
that explanation of social mechanisms cannot be reduced to a search for regularities.
Andrew Sayer, for example, argues that this approach fails to appreciate that, in ‘open

systems’, simple regularities rarely occur (Sayer, 2000):

... events arise from the workings of mechanisms which derived from the
structures of objects, and they take place within geo-historical contexts. This
contrasts with approaches which treat the world as if it were no more than
patterns of events, to be registered by recording punctiform data regarding
‘variables’ and looking for regularities among them... Given the variety and
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changeability of the contexts of social life, this absence of regular associations
between ‘causes’ and ‘effects’ should be expected. (Sayer 2000: 15-16)

While we recognise this very real risk, we do not think it is always wrong to explore
regularities quantitatively. Examples of regularities identified through statistics that are
informative include that: people in nations with high levels of income inequality
generally experience worse health outcomes across all social classes once other
confounding differences, such as gross domestic product, are accounted for (Wilkinson
and Pickett, 2009); within countries, those of lower socioeconomic status experience
worse health (Marmot, 2004); and schools which engage all students in learning

generally have lower rates of student violence and substance use (Bonell et al., 2013).

We also note that more advanced forms of statistical analysis can be used to examine
more complex forms of regularities. Examining effect modification enables an
assessment of how the association of two factors is contingent on the presence of one or
more other factors, allowing for an assessment of what works for whom and where.
Examining mediation enables an assessment of whether the causal association between
two factors can be explained by a pathway through a third intervening factor, allowing
for an insight of how an intervention might work. To the extent that variables are
ontologically different from mechanisms (Falleti and Lynch, 2009), mediation analyses
themselves do not ‘test’ mechanisms. However, they provide analytic traction in

developing and refining models of intervention functioning.

Statistical research can even examine moderated mediation, which assesses whether
the mediation of the causal effect of one factor on another is contingent on the presence
of another factor. For example, we used moderated-mediation analyses to examine
whether our refined CMO configurations aligned with broader regularities. These
statistical analyses suggested that intervention beneficial effects on bullying and mental
health outcomes were mediated by a quantitative measure of student sense of
belonging in school - but that such mediation only occurred in a subset of schools with

good baseline measures of management capacity, student belonging and low levels of
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bullying. In other schools, the intervention was similarly effective in reducing measures
of bullying and mental distress but these effects were not mediated by increased

student belonging (Melendez-Torres et al.,, 2021).

Hence, we believe that there is a role for quantitative research in assessing whether
CMO configurations or other hypotheses that emerge from, or are refined via,
qualitative research appear to explain broader regularities. The use of qualitative
research to inform these hypotheses is important in ensuring that quantitative research
is limited to assessing plausible hypotheses and does not merely dredge statistical data

looking for spurious associations.

The hypotheses that qualitative research offers up for testing should be orientated
towards a view of causation which recognises the contingency of correlations in open
social systems. As already reported, we used CMO configurations as developed by
realist evaluators (Pawson and Tilley, 1997). Qualitative analyses usually generate
‘thick’ descriptions and theories but these can inform the specification of more
abstracted CMO configurations. These can then be tested using the various statistical
analysis methods described above. Where these hypotheses are not supported by
quantitative evidence, this should encourage reflection. It may be that the quantitative
measures fail to capture the phenomena identified in qualitative research or that
quantitative samples are insufficiently powered to identify real patterns of regularities.
But it may also indicate that qualitative research has provided misleading evidence as to
the mechanisms triggered in a setting or how these interact with context to generate

outcomes.

As suggested earlier, some mechanisms may be too complex to subject to quantitative
analysis using data collected using measurement strategies standard in evaluations. In
such cases, quantitative research may be able to focus on testing some but not all
aspects of mechanisms and, for other aspects, qualitative research may be as far as the
analysis can be taken. Some mechanisms might in principle be open to quantitative

examination but be developed at a point in an evaluation when it is too late to identify

51



suitable quantitative measures. In such cases, these hypotheses might form the focus of

future studies.

Conclusion

Qualitative research can be useful in developing, augmenting or refining theories about
the generative mechanisms which interventions trigger. This might occur directly,
whereby interviews and focus groups explore participants’ theories of how
interventions work (Manzano, 2016; Pawson, 1996). Or it might be indirect, exploring
intervention activities, the conditions which enable these and the consequences of these
(Sayer, 2000) to build up a picture of a mechanisms. The direct approach requires
interviews or focus groups to be tightly controlled by the researcher, who asks direct
questions about participants’ ideas about mechanisms (Manzano, 2016; Pawson, 1996).
The indirect approach requires a more participant-centred agenda exploring

experiences of intervention activities, and the conditions and consequences of these.

Analysis of qualitative data needs to focus on building or refining theory rather than
merely identifying themes. We found that dimensional analysis (Schatzman, 1991)
provided a useful framework for theorisation. Qualitative research might then inform
more abstracted CMO configurations or other hypotheses about how mechanisms
generate outcomes. Qualitative and quantitative research can together build stronger
though still indirect and fallible evidence of how mechanisms might generate different
outcomes in different contexts. This mixed-method approach to analysing mechanisms
should help ensure that evaluation contributes to assessments of potential
transferability (Burchett et al.,, 2020), intervention refinement (Bonell et al., 2021) and

broader scientific understanding and future interventions (Davey et al., 2019).
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Appendix 3: Are randomised controlled trials positivist? Reviewing the social
science and philosophy literature to assess positivist tendencies of trials of social
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Abstract

Background: We have previously proposed that trials of social interventions can be done within a "realist” research
paradigm. Critics have countered that such trials are irredeemably positivist and asked us to explain our
philosophical position.

Methods: We set out to explore what is meant by positivism and whether trials adhere to its tenets (of necessity or
in practice) via a narrative literature review of social science and philosophical discussions of positivism, and of the
trials literature and three case studies of trials.

Results: The philosophical literature described positivism as asserting: (1) the epistemic primacy of sensory information;
(2) the requirement that theoretical terms equate with empirical terms; (3) the aim of developing universal laws; and (4)
the unity of method between natural and social sciences. Regarding (1), it seems that rather than embodying the
epistemic primacy of sensory data, randomised controlled trials (RCTs) of social interventions in health embrace an anti-
positivist approach aiming to test hypotheses derived deductively from prior theory. Considering (2), while some RCTs
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interventions are often distinctive in using qualitative analyses of data on participant accounts to examine questions of
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Background

Randomised controlled trials (RCTs) have been used for
many decades to evaluate not only biomedical interven-
tions but also social interventions in fields such as public
health, health services, economics and education [1-4].
RCTs are used to generate some of the evidence
intended to inform evidence-based practice and policy.
Evidence-based policy has a long intellectual history in
which authors such as Donald Campbell and Karl
Popper have argued that social science experiments
should provide evidence to inform and assess “piecemeal
social engineering” [5, 6]. This process involves incre-
mental changes to public policy, which are evaluated to
assess whether they have achieved their intended objec-
tives and whether there have been any unintended
harmful consequences. But in fields such as public
health and health services, evidence-based policy, and in
particular the use of RCTs, has attracted criticism in
terms of its ontological (i.e. concerning the nature of
reality) and epistemological (i.e. concerning how we
know about reality) assumptions. These are said to situ-
ate RCTs firmly within a “positivist” paradigm [7-11].
We will explore later what is meant by positivism.

We have previously proposed that RCTs can contrib-
ute to “realist” evaluation of social interventions in pub-
lic health or health services [12]. Realist evaluators argue
that rather than merely examining “what works”, evalua-
tions should examine what works, for whom and under
what conditions [13]. Informed by critical realist philoso-
phy [14], they suggest that social interventions do not
produce outcomes directly but rather that interventions
introduce new resources into social settings (or redis-
tribute or displace existing resources). Local actors
might then draw on these resources to enact local
actions, which may then in turn trigger mechanisms that
generate the intended and unintended “outcomes™ of
the intervention. Realist evaluators propose that the
focus of evaluation should be on these mechanisms,
which may play out differently in different contexts to
generate different outcomes.

Critical realists further suggest that we can think of the
world in terms of an “empirical” realm consisting of ex-
perience, an “actual” realm of occurrences whether or not
these are observed and a “real” realm consisting of unob-
servable causal mechanisms that generate events in the
actual realm. Realists argue against understanding causal-
ity merely in terms of observed “constant conjunctions” of
causes and effects. They argue that causal mechanisms are
tendencies and whether effects are generated depends on
other factors. Mechanisms may be triggered but cancelled
out by other mechanisms or may not be triggered at all
depending on local circumstances. Therefore, a lack of
“constant conjunction” does not necessarily mean that our
theories about mechanisms are wrong [15, 16]. Instead of
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evaluations focusing principally on estimating overall as-
sociations between allocation or exposure to an interven-
tion and measures of outcome (i.e. effect sizes), realist
evaluations aim to develop and test hypotheses concern-
ing context-mechanism-outcome configurations [13].

We have previously suggested that RCTs and systematic
reviews of RCTs could contribute to a realist approach to
the evaluation of social interventions by focusing not
merely on overall effect sizes but also by building and test-
ing hypotheses about context-mechanism-outcome con-
figurations, We have suggested that the plausibility of
context-mechanism-outcome hypotheses could be exam-
ined by assessing whether these are borne out by “data sig-
natures” from trials. Within a single RCT, moderator
analyses might examine how outcomes vary between sub-
groups of sites, clusters or individuals defined by varying
contextual factors. Within a systematic review, meta-
regressions might explore how study-level effect sizes are
moderated by context. The aspect of context in question
(for example, whether the setting was urban, suburban or
rural) need to be measured in a comparable way across
trials or such information needs to be available from other
sources available to the reviewer.

However, these proposals have been criticized by some
realist evaluators, who argue that RCTs are irredeemably
positivist and therefore inimical to realist enquiry [8].
Our realist critics have requested that we discuss our
views concerning whether RCTs are positivist [8]:

“Bonell et al... indicate that they do not necessarily
agree that RCTs are based on a positivist ontological
and epistemological foundation, but they opt not to
discuss this further... This is a pity, because ... it is
the ontological position and its epistemological
consequences that limit the usefulness of RCTs when
applied to complex interventions.” (p. 125)

We agree that it would be useful for us to address this
question of whether or not trials are positivist. RCTs are
often described as being positivist by social scientists
and this view may be an important barrier to harnessing
realist approaches to improve the conduct of trials of so-
cial interventions in public health and health services,
and enabling deeper collaborations between trialists and
social scientists.

Methods

The paper does not aim to repeat all our previous argu-
ments in favour of realist RCTs but instead aims to focus
on the question of what positivism means and whether
RCTs are of necessity or in practice positivist. We first
examined how the term positivism has been used in the
social science literature in the fields of health and educa-
tion that describes or criticises RCTs as positivist. We
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then explored how positivism has been defined in the
wider literature on the philosophy of science. The paper
then goes on to consider whether public health and
health services research RCTs appear to embody the
various tenets of positivism, and whether this is a neces-
sary or contingent feature. In doing so we refer to three
exemplar trials of school-based health interventions (see
Table 1).

Results

What is positivism?

Social science references to RCTs as a positivist design
RCTs are frequently described by social scientists work-
ing in the fields of health and education as positivist.
Some of this literature is descriptive and some critical. A
good example of the former is Green and Thorogood [7]
who described RCTs thus:

“the ‘classic’ design of the positivist tradition, as it sets
up a study capable of answering a question about
cause and effect.” (p. 34)

Green and Thorogood identified several features of
positivism:

“[positivism] assumes that there is a stable reality out
there... human understandings may be flawed ... but
there is a potential ‘right” explanation that we are
getting closer to as understanding of health and
disease increases... There is a stress on empiricisin, or
studying only observable phenomena..., a unity of
method, the idea that eventually, when mature, all
sciences will share the same methods of enquiry. At
this point of maturity, the proper object of scientific
inquiry is the establishment of relationships of cause
and effect and the generation of laws about the
natural world. That many of the social sciences focus
on other questions is, in this view, evidence of their
immaturity.” (p. 12, italics as published)

Authors who criticize RCTs as positivist tend to offer
less comprehensive definitions than above of what they
mean by positivism, the term sometimes being used pe-
joratively and vaguely. The originators of realist evalu-
ation [13] acknowledged this tendency themselves:

“Experimental evaluation has struggled because of a
basically ‘positivist’ understanding of the nature of
social causation. We hesitate to put it like this, since
the term ‘positivism’ these days has been reduced to a
crude term of abuse. It is used as an evil totem by
those intent on musing about there being no place for
scientism in understanding the rich, meaningful,
emotional world of human intercourse.” (p. 30)
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What features of RCTs are presented as positivist then
in these critical accounts? Rowe and Oltmann [10]
suggest RCTs are positivist because they aim to produce
objective knowledge including about causality and, in
doing so, aim to test hypotheses:

“The evidence upon which EBP [evidence based
practice] is premised is usually derived from
experimental research conducted in professional
disciplines that are firmly rooted in the positivist
paradigm; the research method most closely
associated with this is the randomised controlled trial
(RCT). RCTs are quantitative, controlled experiments
in which the effect of an intervention can be
determined more objectively than by observational
studies... It seems clear that those who most strongly
advocate the use of RCTs in education have an
inherent bias against other methods of data collection,
strongly positioning themselves within a positivist
interpretation of reality...Positivist research maintains
that knowledge is objective, that it involves hypothesis
testing and identifies causality.” (p. 6-7)

We will explore whether this quest for objective know-
ledge and focus on causality is viewed as a distinguishing
feature of positivism in the philosophical literature.

The argument that hypothesis testing implies a
positivist approach has been made not only by Rowe
and Oltmann [10] but also by Tones and Green [11],
who similarly labelled RCTs as positivist and sug-
gested that trials take what they describe as a
“hypothetico-deductive approach” to generating scien-
tific knowledge (p. 310). As we shall see in the next
section, the philosophy of science literature takes a
very different view about positivism and the
hypothetico-deductive approach.

Other critics have focused on different aspects of what
they see as RCTs' positivist approach. For example,
Pearce and Raman [9], in their critique of the positivistic
application of RCTs to informing public policy, focused
on positivism aiming to develop generalisable conclu-
sions devoid of context:

“When RCTs are presented as offering generalizable
evidence of what works, the conditions and
assumptions built into their doing and interpretation
are erased from the story... The wider context in
which an intervention works is ignored, and it is
implied that success in one context can simply be
transferred to another.” (p. 35)

This concern with generalisable knowledge and
whether it implies a lack of concern with context is
something that we will return to in the next section.
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Table 1 Three exemplar trials of school-based health
interventions
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Table 1 Three exemplar trials of school-based health interven-
tions (Continued)

Child Development Pragram (CDP) RCT [21, 22, 38, 391
Timing: 1982-89

Setting and sample: three elementary schools in the intervention group
and three elementary schools in the control group, in northern California.

Intervention: this aimed to “encourage pro-social behaviour by providing
children with several types of experience which serve to engender a
sense of community and a climate of mutual respect and concem in
the classroom and school” [22] (p.149). Activities included cooperative
learning, and involvernent of children in rule setting, discussions and
helping activities.

Cutcome evaluation: this reported positive intervention effects on
interview-assessed cognitive problem-solving and conflict resolution
skills, increased questionnaire-reported peer acceptance, reduced loneliness
and anxiety and increased observer-rated prosocial behaviours. There were
no effects on questionnaire-reported measures of self-esteem, liking of
school, perceived social competence or popularity.

Pracess evaluation: observations indicated that intervention classrooms
were more likely to use strategies promoted by the intervention,
particular where teachers were rated as of high competence.

Rationale for including as an example: this RCT is quite old and did not
ermploy any qualitative research despite focusing on a social
intervention. It is therefore a good case study to assess whether in
practice some trials might be positivist in approach

A Stop Smaking in Schools Trial (ASSIST) RCT [27, 31, 32]
Timing: 2001-4

Setting and sample: Twenty-nine secondary schools allocated to intervention
and 30 to be controls in western England and south-east Wales

Intervention: Secondary school-based peer education outside classraoms
focused on smoking prevention.

Outcome evaluation: This reported a reduction in the prevalence of smoking
in the past week overall and amang those who had smoked at baseline.

Pracess evaluation: Quantitative and qualitative research found that
teachers generally supported the intervention despite concerns about
some aspects such as the possibility that students might nominate
some individuals as peer educatars who teachers did not see as good
representatives of the school. The evaluation found that peer educators
themselves tended to focus messages on information more than
persuasion and primarily targeted non-smoking friends.

Rationale for including as an exarple: This was a trial led by one of the
authors of this paper (Initials withheld for blind-reviewing) which
though not explicitly realist or anti-pesitivist in orientation, nonetheless
focused on questions of how, for whom and under what circumstances
the intervention worked. It therefore offers a promising case study to
assess whether or not in practice a modern trial of a social intervention
has positivist tendencies.

Initiating change lacally in bullying and aggression through the school
environment (INCLUSIVE) RCT [24, 46, 60]

Timing: 2014-17

Setting and sample: 20 secondary schools in the intervention group and
20 secondary schools in the control group, all in south-eastern England

Intervention: a whole-school intervention to reduce bullying, aggression
via training staff in restorative practice, provision of local data and a
facilitator to enable local needs-led decisions involving staff and students
and a social and ematicnal learning curriculum

Qutcome evaluation: this evaluated effects on student questionnaire-
reported bullying and aggression (primary outcomes) plus secondary

autcomes including student substance use, mental and sexual health
and quality of life as well as staff attendance, quality of life and burnout.

Process evaluation: ongoing quantitative and qualitative research on
intervention implementation, reach, acceptability and mechanisms, and
how these varied by context

Rationale for including as an example: this was a trial involving some of
the authors of this paper (initials withheld for blind-reviewing) and was
explicitly realist and anti-positivist in orientation. It is therefore a good
case study to assess whether trials can avoid the various tenets of positivism
or whether this is unavoidable.

In their own critique of RCTs, the realist evaluators
Marchal et al. [8] focused on positivism as involving a
concern with observable phenomena without consider-
ing the ways in which causation actually operates. They
described RCTs as being:

“built upon objectivist (or ‘positivist) assumptions, which
hold that causality cannot be observed and that the best
we can do is to demonstrate regularity between a
particular intervention and a particular outcome” (p. 125)

This point will be considered further under point 2 of
the next section.

Taken together, these descriptive and critical accounts
of trials as positivist enable us to start to develop a sense
of what positivism is and why RCTs might be viewed as a
positivist strategy of research. But to get a more systematic
sense of what are the distinguishing tenets of positivism,
we need to examine how positivism has been defined in
the wider literature on the philosophy of science.

Descriptions of positivism in the philosophy of science
literature

The philosophical literature has described positivism’s
long history and multiple schools ranging across differ-
ent academic disciplines [17—19]. This literature has sys-
tematically mapped out several key tenets concerning
how positivist social enquiry should proceed, some but
not all of which also appear in the trials literature
reviewed above [16, 18, 19].

The epistemic primacy of direct sensory information
as the basis for scientific knowledge The philosophical
literature has not identified objectivity as a distinguishing
feature of positivism. Philosophers hold that positivism im-
plies a belief not merely in a stable reality that exists inde-
pendently of our senses (which critical realists also accept),
but that knowledge of this world must derive entirely from
our senses. In describing positivism, Blaikie [16] suggested:

“That which is to count as knowledge must be based
on experience, on what an observer can perceive by
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his or her senses..., it must be ‘pure experience’ with
an empty consciousness” (p. 14)

This view suggests that both our informal knowledge
as individuals and our more formal theories as social sci-
entists about how phenomena relate to one another can
be derived directly from sensory information. This view
has its roots in the “empiricist” philosophy, for example
of John Locke, which regarded the mind as a “blank
slate” upon which knowledge is written, purely by the
actions of generic logical mental processes applied to in-
formation from the senses [18]. The philosophy litera-
ture offers clarity on this point whereas the social
science literature on trials does not. Although Green
and Thorogood correctly suggested that positivism is
based on an empiricist approach to knowledge [7],
Tones and Green as well as Rowe and Oltmann sug-
gested incorrectly that positivists embrace a
hypothetico-deductive approach to producing knowledge
[10, 11]. How RCTs actually engage with these questions
will be explored later in this paper.

The requirement that theoretical terms must equate
with empirical terms Blaikie argued that positivism
holds that, to be meaningful, theoretical concepts must
be able to be translated directly into empirically measur-
able elements. Thus, it is not merely that positivists
focus on questions of cause and effect (indeed, realists
also clearly focus on such questions) but rather that pos-
itivists believe that research should examine causal links
between observable phenomena rather than speculating
about underlying, unobservable mechanisms that might
generate such causal links [16]. This echoes the argu-
ment made by Marchal et al. that RCTs are positivist be-
cause they do this [8]. Whether they do or not in
practice will be considered later in this paper.

The aim of developing universally applicable laws For
positivists, the aim of both natural sciences, such as biol-
ogy, chemistry and physics, and social sciences, such as
sociology, is to produce laws that apply universally, a point
raised above in relation to RCTs by Green and Thorogood
[7] and Pearce and Ramen [9]. Blaikie [16] suggested that
for positivists: “laws summarise observations by specifying
simple relations or constant conjunctions between phe-
nomena” (p. 15). Hacking [18] argued that positivists
advocate that science should understand causality not as a
thing in itself but solely in terms of the constant conjunc-
tions of observable phenomena. Bhaskar [14] wrote:

“Positivism pivots on the ... theory of constant
conjunctions of atomistic events or states of affairs,
interpreted as the objects of actual or possible
experience.” (p. 158)
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However, there is no suggestion in this literature that
the development of general laws implies a lack of inter-
est in contextual contingencies. Later in the paper, we
will explore how Karl Popper argued that science,
including social science, should concern itself with de-
veloping general laws of cause and effect but that these
should include within them consideration of how con-
textual contingencies will influence causation. Later in
this paper, we will explore how our case study RCTs
address questions of general conclusions.

A unity of method between the natural and social
sciences This unity of method, referred to above by
Green and Thorogood [7], concerns the overall approach
to doing science: the exclusive focus on identifying regu-
larities using researcher-controlled experiments. It does
not refer to the specific methods that each branch of sci-
ence uses because these will vary depending on the phe-
nomena under investigation. This goal of a unified
approach contrasts with the view that the social sciences
need a totally different approach to the natural sciences
because the “objects” of social scientific enquiry are
quite different and not natural phenomena, such as
atoms and antelopes. Humans are themselves subjects
who have their own interpretations of the world and
engage in willed, meaningful action. The classic anti-
positivistic approach to social science is exemplified in
the hermeneutic tradition of Max Weber which aims to
interpret and understand, rather than predict, action
based on the meanings conferred on it and the agency
underpinning it on the part of social actors [20]. We
shall explore later whether trials of social interventions
in the health sector take an exclusively natural science
approach or whether they engage with more Weberian
approaches.

Drawing on the philosophy literature, we have identi-
fied a systematic set of tenets that should distinguish a
positivist approach to research. The next section exam-
ines whether RCTs conducted in the field of public
health and health services actually embody these tenets
and, if so, whether this is a necessary or merely a contin-
gent feature. We make these assessments based on a re-
view of RCT research in public health and health
services, and in particular of the RCTs of school-based
health interventions described earlier.

Are randomised trials of social interventions in health
positivist?

Do trials give primacy to sensory information in building
knowledge?

There is no evidence that those undertaking RCTs of
social interventions in health assume that all knowledge
is derived from sensory experience. Medical Research
Council guidance for RCTs of complex interventions has
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highlighted the importance of developing coherent and
explicit theory of intervention mechanisms prior to, not
as a result of, evaluation [1].

The hypotheses that RCTs test certainly appear to be
derived deductively from prior theories of change,
whether or not these are explicitly stated. For example,
even in the case of our apparently positivist RCT of the
Child Development Program (CDP) intervention, where
there was no formal theory of change for the interven-
tion, the trial reports did nonetheless discuss the mecha-
nisms by which the intervention was intended to work,
grounded in descriptions of previous theory and empir-
ical research [21]. The research reports located the out-
comes to be examined in terms of gaps in previous
literature and of theory on children’s prosocial develop-
ment. These were not worded as formal hypotheses but
as expectations [22]. The ASSIST RCT prospectively
identified a primary outcome of recent smoking and was
explicitly informed by theory concerning the diffusion of
prevention messages within a school social network. The
INCLUSIVE RCT explicitly aimed to test hypotheses de-
rived from a sociological theory of change concerning
how changes to the school environment might promote
student engagement and health [23-25].

Tones and Green rightly cite Karl Popper as making
the case for science proceeding via the empirical testing
of hypotheses derived deductively from theory but incor-
rectly view this as a positivist strategy. In fact, Popper
argued for the hypothetico-deductive approach as an al-
ternative to the naive inductive empiricism of positivism.
Popper himself was very clear that theories should direct
empirical social research rather than being inductively
built from it [6]:

“The fact that I have discussed the problem of social
experiments before discussing ... the problem of
saciological ... theories ... does not mean that I think
observation and experiments are ... logically prior to
theories. On the contrary I believe that theories are
prior to observations as well as experiments, in the
sense that the latter are significant only in relation to
theoretical problems.” (p. 89-90)

“[1]n the social sciences it is even more obvious than
in the natural sciences that we cannot see and observe
our objects before we have thoughts about them. For
most of the objects of social science, if not all of
them, are abstract objects: they are theoretical
constructions.” (p. 125)

Popper’s approach was a “post-positivist” one of onto-
logical realism, accepting that a world exists independent
of our senses but avoiding the naive empiricism that saw
human knowledge being constructed only from sensory
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information. Popper recommended the pursuit of object-
ive truth but the recognition that this can only occur via
attempts to test our cognitively derived theories. Theor-
ies will influence the questions we ask, what is observed
and how it will be measured.

Do trials require that theoretical concepts must translate
into empirical measures?

Most RCTs performed in the fields of public health and
health services research focus on statistical measures of
the association between quantitative measures of alloca-
tion or exposure to interventions and quantitative mea-
sures of health or risk states [1, 2]. This does appear at
first to suggest a positivist approach in that understand-
ing of cause and effect is apparently reduced to know-
ledge of constant conjunctions between empirical
measures. However, such an approach is not particular
to RCT research. Furthermore, in using statistics to esti-
mate associations between interventions and outcomes,
trialists are not searching for constant conjunctions. In-
deed, an assumption that different individuals allocated
to the same interventions will report different outcomes
(i.e. that interventions and outcomes are not constantly
conjoined) is built into trial statistics. An odds ratio, for
example, presents the relative odds of a particular out-
come in a group of individuals allocated to an interven-
tion compared to a group of individuals not thus
exposed. If intervention and outcome were constantly
conjoined (i.e. if every single individual exposed to the
intervention were to experience the same outcome) the
odds ratio would be infinity. A focus on aggregate effects
therefore does not imply that a trialist is thinking of
cause and effect in terms of simple constant conjunc-
tions. Rather, it is an attempt to estimate the extent to
which the net effect of an intervention on an overall
population for a particular outcome would be harmful
or beneficial if widely used instead of, or in addition to,
usual practice.

We would argue that while this statistical estimate of
overall harms and benefits should not be the only infor-
mation on causality that RCTs provide, it is nevertheless
a valid and useful question for informing decisions. A
primary focus on whole-population effects is appropriate
for example when considering the effects of public
health interventions informed by the Rose hypothesis,
since here the focus is on population-wide and not sub--
group effects [26]. For example, the ASSIST RCT re-
ported an overall effect of the intervention in reducing
smoking, not because the authors believed the interven-
tion would have the same effect on every individual or
in every school but because in judging the success of
public health interventions, it is important to estimate
the potential of the intervention to contribute towards
population-level reductions in risk [27]:
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“... if implemented on a UK-wide basis [ASSIST]
could potentially reduce the number of 14-15-year-
old school students taking up regular smoking by
43,289 (p. 1601)

This brings us to consider how interested trialists are
in understanding causality beyond statistical associations
of interventions and outcomes. It must be acknowledged
that many trials have been conducted which have not
theorised or empirically examined the intervening mech-
anisms or impacts that connect an intervention and its
endpoints [28]. Even where RCTs do include a theory of
change, in many cases this is little more than a string of
empirical measures with arrows denoting lines of caus-
ation from intervention to mediating factors to proximal
and distal outcomes, which is then sometimes empiric-
ally tested using mediation analyses [28]. Such theories
rarely describe the real mechanisms that underlie caus-
ation and generate outcomes, or how causal such mech-
anisms might play out variably in different contexts [29].
Analyses of mediation simply add links to the “if x then
y” thinking commonly attributed to RCTs [30]. In this
sense, perhaps many RCTs have, as Marchal et al. sug-
gest, restricted themselves to identifying conjunctions
between observable phenomena and have only engaged
with theoretical concepts where these have empirical
analogues.

However, this tendency is not universal. In the case
of the ASSIST RCT, which did not explicitly embrace
realist approaches, the use of statistical data as part
of a hypothetico-deductive approach within trials did
not preclude using other forms of evidence to assess
the plausibility of theories about mechanisms. The
embedded process evaluation drew on a range of data
including qualitative research on teachers’ and stu-
dents’” accounts of their own observations about how
implementation processes occur and how outcomes
might be generated [31, 32]. In the explicitly realist
INCLUSIVE RCT, the intervention theory of change
centred on how the intervention might enable an ero-
sion of “boundaries” between staff and students and
between students’ academic and broader learning,
which then encourages more students to exert agency
to commit to school and avoid engaging in risk be-
haviours such as violence that function as symbolic
markers of anti-school identity. The theory thus in-
cluded elements that were not open to quantitative
measurement but which were nonetheless included in
the theory of change to give a fuller account of the
way in which the intervention was intended to work.
Such work clearly does not fit with a positivist focus
only on constant conjunctions, and will be considered
in more detail below in our consideration of whether
RCTs necessarily imply a unity of method.
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It is also worth highlighting that it is not only RCTs
that shed light on causality partly using statistical ana-
lyses of overall associations between exposure to inter-
ventions and outcomes. For example, the originators of
realist evaluation positively cited an evaluation of the
effect of prisoner education on reoffending rates, where
the analysis compared rates of recidivism between the
intervention group and a non-randomised historical
comparison group made up of a cohort of individuals
imprisoned prior to implementation of the intervention
[13]. 1t is not clear why using statistical association data
from randomised experiments as one way to assess the
plausibility of causal mechanisms should be considered
positivist, whereas drawing on evidence of statistical
associations from natural experiments is not.

Do trials aim to produce universally applicable laws?

A central feature of positivism lies in its attempt to iden-
tify law-like regularities. Indeed Marchal et al. argued
that RCTs are underpinned by Humean notions of con-
stant conjunction, directed toward identifying interven-
tions that are essentially linked to particular outcomes.
We disagree that this is a necessary feature of trials and
think that current practices among trialists instead sug-
gest a mixed, and arguably inconsistent, set of beliefs.

As discussed above, trialists do not have an expect-
ation of identifying constant conjunctions and hence
universally applicable laws at the level of the individual.
No-one who understands trial statistics could possibly
believe that any intervention is expected by trialists to
produce the same effects in different people. Further-
more, nearly all trial reports draw attention to the uncer-
tain generalisability of RCT evidence across groups of
individuals. Guidance for undertaking health RCTs [33]
explicitly has acknowledged that results from a trial may
be an uncertain guide to wider effects:

“External validity is a matter of judgment and depends
on the characteristics of the participants included in
the trial, the trial setting, the treatment regimens
tested, and the outcomes assessed.” (p. 20-21)

Furthermore, when social interventions in public
health or health services are transported from one
setting or population to another, they are commonly
subjected to a new RCT in the new situation prior to
wider use. This suggests that those involved accept that
evidence of effect in one context cannot unproblematic-
ally be accepted as evidence that the intervention will
work in the same way in a new time and place. The
Family Nurse Partnership demonstrated benefits when
evaluated in the USA, but in England had no effect on
smoking cessation, birthweight, rates of second pregnan-
cies or emergency hospital visits for the child [34, 35].
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It is also instructive to explore how systematic reviews
approach the question of generalisability because such
reviews bring together evidence from different settings.
That systematic reviewers also are aware of the far from
unproblematic generalisability of trial evidence is evi-
denced by their common practice of defining a priori in-
clusion criteria for reviews not only in terms of
interventions and evaluation methods but also in terms
of the populations and settings involved in studies [36].
Assessment tools used by systematic reviewers include
judgements of issues such as “directness”, which refers
to the extent to which the evidence within the review
provides evidence of direct or indirect relevance to the
context of interest [37].

However, we acknowledge that the picture is mixed re-
garding whether those doing and synthesizing RCTs be-
lieve their results to be relevant universally or only
relevant context-specifically. Many RCTs have confined
themselves to examining overall effects and have not ex-
plored how these effects are moderated by the character-
istics of individuals receiving the intervention or settings
in which the intervention is delivered. In the case of our
most potentially positivist RCT case study, that of the
CDP intervention, the trial assessed the intervention in
terms of its overall effects, finding evidence of various
benefits including students being more accepting of
other students, less lonely or anxious, with increased
problem-solving and resolution skills and prosocial be-
haviours [21, 22, 38, 39]. The research did not examine
how outcomes varied other than by age [21, 22] not even
assessing whether effects varied by sex other than in the
case of one outcome measure of between-sex friendship
nominations by sex [39]. The trial reports did not expli-
citly claim that the intervention would be effective in all
populations and settings but did consider the implica-
tions of the trial results for theories of child prosocial
development in a way that implies an assumption that
the results were generalisable [21, 22]. The only refer-
ence to context was in the discussion of one paper [22]
where there was reference to the intervention being ef-
fective despite being delivered in schools in middle/
upper-class neighbourhoods where children may “not
have exceptional problems with peer relations” (p.166).
However, in the case of the more recent and much less
positivistically inclined ASSIST RCT, as we have seen
above, despite estimating the potential population im-
pact of the intervention were it to be scaled up, the au-
thors also reported how intervention effects might have
varied for example with the structure of local communi-
ties, acknowledging that RCT results are not mechanis-
tically generalisable across populations [27].

The way that many systematic reviews are conducted
does suggest that their authors expect interventions to
have broadly similar effects across quite widely differing
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populations and settings. Most systematic reviews of so-
cial interventions in the fields of public health and
health services, such as those done within the Cochrane
Collaboration, have as their main focus general ques-
tions such as “do health promoting schools interventions
promote children and young people’s health?” [40]. In
such cases, although the research question defines a spe-
cific population (such as children and young people) and
a specific setting (such as schools), there is often wide
diversity within these populations and settings. Even
when their research questions refer to more specific
populations or settings, these are usually broad in scope,
such as students in schools in low-income countries
[41]. Such questions do not refer to the detail of con-
textual contingencies as realist evaluators would under-
stand them. Systematic reviews often pool effect
estimates from studies conducted across these defined
but diverse populations and settings and use fixed effect
models [42] implying the assumption that the pattern of
cause and effect is the same across studies, with any dif-
ferences in effect sizes being largely the result of chance.
Evidence that this assumption might be unwarranted
comes from recent research that has demonstrated that
systematic reviews of complex interventions rarely pro-
vide a high level of certainty in effect estimates of com-
plex interventions, in large part due to high levels of
heterogeneity in effects [43]. Thus, we acknowledge that
the current picture is mixed, with many systematic re-
views in particular acknowledging that generalisability is
uncertain but proceeding as though it is not.

However, this does not mean that this is the only or
the best use of RCTs. A more productive alternative was
obliquely suggested in the work of Karl Popper, one of
the original key influences on evidence-based policy and
an opponent of positivism, in his critique of “historicist”
social science. By historicism, Popper was referring to
theorists such as Hegel and Marx [44], who aimed to de-
velop general laws explaining the historical evolution of
society and thus to predict future developments. Popper
argued that such theories focus superficially on trends
and mistake these for laws of general determination:

“[historicists] overlook the dependence of trends on
initial conditions. They operate with trends as if they
were unconditional, like laws. Their confusion of laws
with trends makes them believe in trends which are
unconditional (and therefore general)” (p. 118)

Although the subject matter is very different, precisely
the same criticism could be applied to how information
on statistical trends from RCTs is often currently mis-
taken for laws of generalisation. Systematic reviews as
they are generally conducted try to identify overall statis-
tical trends, often failing to do so because findings are
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heterogeneous [13]. But even when they do find consist-
ent evidence of effect sizes [45], this is not an adequate
form of generalisation because, like the historicists cited
by Popper, statistical trends alone say nothing about the
contextual contingencies that are likely to affect whether
similar trends might be expected in other populations,
times and places.

Popper argued instead that social science should aim
to identify general mechanisms of causation but should
theorise and then explore empirically how the conse-
quences of these will be influenced by contextual contin-
gencies, He was also clear that ultimately all such
generalisations will be quite tentative because they are
limited by the potential of humans to make their own
decisions. From a thinker sometimes mistaken for a
positivist [11], this is a remarkably similar approach to
the realist focus on generative mechanisms and context-
mechanism-outcome configurations. As Popper argued,
while generalisations from social science will always be
less definite than those from natural science because of
human agency, the use of theories that include context-
ual contingencies has the potential to enable social sci-
entists to develop more informed and more precisely
worded forms of generalisation.

The INCLUSIVE RCT examined such questions. It fo-
cused on testing various a priori hypotheses about
context-mechanism-outcome configurations informed
by theory, such as whether intervention effects were
greater in schools with more socioeconomically disad-
vantaged students (because the theory of change sug-
gests that boundary erosion will have more impact on
the engagement and hence the health outcomes of such
students). It also drew on qualitative data collected as
part of the process evaluation to develop new configura-
tions, to be tested in post hoc analyses where pertinent
quantitative data allow. Because it was a pragmatic ef-
fectiveness trial of how the intervention worked in a
group of schools under real-world conditions, the IN-
CLUSIVE trial should have included sufficient diversity
in terms of intervention delivery and school settings and
populations to examine a range of context-mechanism-
outcome configurations [46]. Similarly, although not ex-
plicitly realist in its aims, the ASSIST RCT aimed to
identify factors external to the intervention, which might
affect its implementation and effectiveness [47]. Trial pa-
pers hypothesised how outcomes might vary by context
on the basis of its theory and confirmed this to be the
case in statistical analysis:

“Interventions for health promotion based on
diffusing new behavioural norms might work best in
clearly defined, fairly close-knit communities, such as
those assumed to exist in the ex-coalfield communi-
ties of the Welsh valleys, since peer supporters are in
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very regular contact with members of a community
whose membership is well defined and stable. Analysis
showed this notion to be true, with a substantially
greater effect in students from valley schools than in
those from other areas” [27]. (pp. 1599-1600)

Any single study will lack the statistical power and het-
erogeneity of context to explore every single context-
mechanism-outcome configuration but there is no rea-
son why this is more the case in experimental than
quasi-experimental or before-and-after research. The ex-
tent to which every individual study should attempt to
investigate all potential mechanisms and contextual con-
tingencies is also highly questionable. Some analyses of
how mechanisms interact with wide variations in con-
text might be best left to evidence synthesis rather than
each individual evaluation study [48, 49].

Do trials embody a unity of methods between the natural
and social sciences?

RCTs may appear vulnerable to this charge because they
are a design also used in natural sciences such as agri-
culture and pharmacology [50]. However, as we saw
from the philosophy of science literature on positivism,
unity of method applies not at the level of a particular
research design but at the level of an overall approach to
science. So the question should be, do RCTs serve a
form of social science that is exclusively focused on stat-
istical associations like agricultural or pharmacological
trials, or can social science RCTs include distinctive
elements?

RCTs, as we have already discussed, clearly do exam-
ine statistical associations between measured phenom-
ena as one way of considering the plausibility of theories
of causation. As mentioned earlier we chose the RCT of
the CDP as an example because of its potential for ad-
hering to some positivist tenets. The CDP trial involved
no qualitative research aiming to understand the per-
spectives, motivations or agency of those involved in de-
livering or receiving the intervention. Although the trial
involved interviews with the children participating in the
programme, these interviews focused solely on struc-
tured assessments of their cognitive social problem solv-
ing and prosocial resolution skills [21].

However, many RCTs of social interventions such as
those of the ASSIST and INCLUSIVE interventions also
collect qualitative data [31, 32]. Qualitative analyses on-
going in the INCLUSIVE trial draw on interviews and
focus groups to explore how those involved with the
intervention described the context of implementation,
the meaning of the intervention for them, their agency
and decisions in delivering or receiving the intervention
and the consequences of these decisions [51]. Like many
contemporary process evaluations, this was guided by a
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sociological framework which sensitised evaluators to
the ways in which local actors make sense of interven-
tions, commit to using them, work collaboratively with
others to draw on intervention resources to act and then
reflect critically on these processes to inform choices
about subsequent actions [52, 53].

Trials like those of ASSIST and INCLUSIVE that in-
clude such components are thus not merely aiming to
generate information about statistical associations but
are also aiming to understand action in terms of mean-
ings and agency, very much in the hermeneutic tradition
of Max Weber. Findings from qualitative research can
be used in different ways within RCTs [54]. They might
be compared with quantitative results to contribute to-
wards assessing the plausibility of causation or, as is the
case in the INCLUSIVE trial, be used to refine theories
delineating context-mechanism-outcome configurations
prior to hypotheses arising from these being tested using
quantitative evidence from RCTs [24, 55]. Or qualitative
research might be analysed separately to develop a dee-
per view of people’s experiences [51]. An example of this
comes from the ASSIST RCT, in which qualitative data
from teachers were used to understand some of the in-
stitutional barriers to implementation [32]. Qualitative
data from students were used to explore how peer edu-
cators actively reinterpreted and reconstructed the inter-
vention from one focused on prevention messages
targeting the overall peer group, encompassing smokers
and non-smokers, to one often restricted to providing
information and targeting friends and predominantly
those who have never smoked [31]. Thus, RCTs of social
interventions can and do employ a multi-faceted ap-
proach that is distinctive from that of field trials of the
biological effects of agricultural or pharmacological
interventions.

While we have drawn on the work of Popper in the
course of this paper to make the general case that an
anti-positivist strand of thought has from the outset
permeated social experimentation, Popper was in fact
himself aligned with positivism on the specific ques-
tion of the unity of method. He dismissed qualitative
research as hopelessly unfocused in comparison to
hypothetico-deductive science [56]. But here we de-
part from Popper in that we believe that qualitative
research, which collects data in the form of partici-
pants’ own accounts of their understandings and
actions, and the consequences of these, can be crucial
in helping social scientists refine their theories of
how social mechanisms operate [57]. Adopting a real-
ist rather than a positivist approach provides an ap-
propriate framework for drawing on both quantitative
and qualitative research because realist social science
aims to explore cause and effect but also meaning
and agency. As Blaikie suggests:
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“Social objects cannot be studied in the same way as
natural objects, but they can be studied ‘scientifically’
as social objects... social reality is pre-interpreted, ...
society is both produced and reproduced by its mem-
bers and is therefore both a condition, and an out-
come of their activity. The social sciences have a
subject-subject relationship to their subject matter ra-
ther than a subject-object one characteristic of the
natural sciences... [Wlhile sharing Positivism’s desire
for producing causal explanations and Interpretivism's
view on the nature of social reality, Realism argues for
a view of science that is very different from either of
these approaches.” (p. 59)

Discussion

The literature describing or criticizing RCTs of social in-
terventions as being positivist was not comprehensive,
and was in fact frequently inconsistent in defining what
is meant by positivism. The literature on the philosophy
of science provided a more consistent and comprehen-
sive definition of positivism. It depicted this as involving
a number of tenets: the epistemic primacy of direct sen-
sory information as the basis for scientific knowledge;
the requirement that theoretical terms must equate with
empirical terms; the aim of developing universally ap-
plicable laws; and the unity of method between the nat-
ural and social sciences.

Our review of current practice in RCT research fo-
cused on social interventions in public health and health
services suggests a mixed picture. It is very difficult to
see how RCTs embody the epistemic primacy of sensory
information. Instead RCTs appear to embrace Karl Pop-
per’s anti-positivist hypothetico-deductive approach to
enquiry. Many RCTs appear to accept implicitly the re-
quirement that theoretical terms are limited to those
that are empirically measureable, for example by having
logic models that are little more than strings of variables.
However, RCTs are also now being done that employ
more sophisticated theories of change, engaging with the
deeper sociological mechanisms by which social inter-
ventions operate. Even if not all aspects of these mecha-
nisms are directly measured in the realm of the “actual”
they are nonetheless useful in formulating how causality
actually operates in the realm of the real and therefore
in informing more nuanced hypotheses to examine em-
pirically. The picture is mixed as to whether those doing
and synthesizing RCTs see their role as producing
universal or contextually contingent generalisations.
Although there is a tendency among many evidence pro-
ducers and synthesisers to view their role as limited to
the production of statistical trends as a form of general-
isation, this is not an inevitable feature of all RCT-based
research. The work of Karl Popper is again instructive,
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suggesting the need to generalise on the basis not of
trends but of theory that specifies what contextual con-
tingencies will influence the way in which mechanisms
generate outcomes. While RCTs might appear to em-
body a unity of scientific method in that they are also
applied in some natural sciences, there are in fact im-
portant divergences. In many cases, trials of social inter-
ventions use distinctive methods that would never be
used in the natural sciences, such as hermeneutically
inclined qualitative research aiming to understand how
interventions are interpreted and enacted locally.

We have provided suggestions for how RCTs can
move beyond residual features of a positivist paradigm
by focusing on the refinement and testing of theory
concerning intervention mechanisms and the contextual
contingencies affecting how these generate outcomes;
examining not only overall effect sizes but also how
these vary by context in order to test the plausibility of
theory; accepting that generalisations are tentative and
in the form of theories not merely statistical trends; and
taking a distinctly social science approach to trials,
which embraces qualitative data on participants’ mean-
ings and experiences alongside quantitative data on stat-
istical associations.

Our suggestions for the non-positivist conduct of so-
cial experiments draw heavily on the work of Karl
Popper. Popper’s work is useful not only in providing
suggestions for how to do social experimentation better,
but also in illustrating that a non-positivist approach is
not a recent attempt to redeem trials but in fact perme-
ates the intellectual roots of RCTs. However, in our
enthusiasm for using qualitative research within RCTs,
we depart from Popper who dismissed the value of
open-ended research and inductive analysis in building
or refining scientific or social scientific theory. We
believe that the most appropriate paradigm for RCTs of
social interventions is realism. Karl Popper’s brand of
post-positivism and critical realism is united in viewing a
world replete with causal mechanisms independent of
our perceptions. Both also view human knowledge as an
indirect representation of the world, and one that is
infused with theory, fallible and provisional. Both rec-
ognise that positivism is redundant but reject the
relativistic suggestions that no reality exists independ-
ent of our senses or that we cannot rationally judge
between competing truth claims [58]. Although some
realists appear to view realism and “post-positivism”
as rival paradigms [29], like the co-formulator of the
principles of realist evaluation, we regard realism as
the pre-eminent post-positivist paradigm, and one
that rejects both the crude empiricism and determin-
ism of positivism while maintaining a commitment to
developing empirically informed accounts of causal
processes in a real world [59].
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Conclusion

We hope we have demonstrated, as requested by our
realist critics, that RCTs are not inherently aligned with
a positivist philosophical position.
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Executive summary

Learning Together (LT) is a three year cluster randomised control trial (RCT) of a whole-school
restorative approach to behaviour change, which aims to reduce bullying and aggression via:
providing schools with facilitation for whole school organisational change directed by an action
team of staff and students, as well as training for staff in restorative practice and the delivery of
a social and emotional skills curriculum for students (at the end of year 7; age 11-12 years at
baseline) in the trial cohort. The intervention combines pre-specified inputs, processes and
outputs with the capacity for tailoring some elements to institutional needs and local ownership
via decision making by staff and students on the action group.

The RCT will identify whether the actions of our intervention were effective in the time and
place it was delivered, while the concurrent process evaluation, which this document reports,
will allow us to interpret findings and understand how they might be applied elsewhere. By
combining process evaluation with an RCT design we enable evaluators to limit biases in
estimating effects, while developing the detailed understandings of causality that can support a
policymaker, practitioner or systematic reviewer in interpreting effectiveness data (Craig et al.
2008; Moore et al, 2014). Thus, we recognise that effect sizes are important but alone are
insufficient, and that process evaluation is necessary to understand implementation, causal
mechanisms and contextual factors which shape outcomes (Craig et al. 2008, Moore et al. 2014).

Informed by MRC guidance (Moore et al, 2014; Craig et al 2008) and the wider implementation
science literature (e.g. May and Finch 2009; Bumbarger and Perkins, 2009; Hawe, et al. 2009)
this process evaluation investigates the following domains:

e implementation
¢ mechanisms of impact and context
e normalisation

Section 1 and 2 of the report describe the development of the intervention logic and
assumptions. In Section 1 we describe the theory of change. This includes inputs that the
intervention involves the processes that these initiate and the mechanisms via which these are
intended to realise positive outcomes. The theory of change sits at the heart of the evaluation,
informing collection of data on likely causal pathways, and how these vary according to
individual and contextual factors, which in turn feed back into refining our theory of change
post evaluation. Section 2 describes previous programmes that have informed the LT
intervention, including the pilot trial. Section 3 sets out the process evaluation framework and
hypothesis. This is divided into three sections pertaining to the three domains of evaluation:
implementation (fidelity of form and fidelity of function; and reach and acceptability);
mechanisms of impact and context; and normalisation. Within each domain we describe our
approach to evaluation, the hypotheses to be examined and the relevant data sources used for
analysis. At the end of this section we collate a list of research questions pertaining to each
domain of investigation. Section 4 summarises the sampling and data collection we will conduct
as part of the evaluation. We provide an overview of all data sources and how these map across
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research questions in Appendix 1 before describing the methods of analysis in Appendices 3-
5.
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1. The Learning Together programme and its theory of change

Learning Together (LT) is a three year whole-school restorative approach to behaviour change,
which aims to reduce bullying and aggression via: the formation of a school action group
involving students alongside staff (supported by an external facilitator) to review needs-
assessment data, determine priorities, and develop and implement an action plan for changing
the school environment to improve relationships at school and reduce aggression; whole-school
staff training in restorative practices; and a new social and emotional skills curriculum for
students in the trial cohort (at the end of year 7; age 11-12 years at baseline). The intervention
combines pre-specified inputs, processes and outputs with the capacity for tailoring some
elements to institutional needs and local ownership via decision making by staff and students
on the action group.

All interventions can be described as ‘theories incarnate’ (Pawson and Tilley, 1997) in that they
reflect assumptions regarding the causes of a problem and how actions will produce change.
Complex interventions such as LT reflect many causal assumptions. We make our intervention
assumptions clear via a theory of change presented in a (diagrammatic) logic model of inputs
that the intervention involves, the processes that these initiate and the mechanisms via which
these are intended to realise positive outcomes (see Figure 1). Our theory of change sits at the
heart of the evaluation, informing collection of data on likely causal pathways, and how these
vary according to individual and contextual factors, which in turn feed back into refining our
theory of change post evaluation. First, we describe the theory that informs our intervention
and how we have applied it to develop an intervention logic model.

Intervention theory

Our theory of change draws predominantly upon sociological theory, focusing on system level
change. It starts from the theoretical position that schools have a wide-ranging influence on
student behaviours. Informed by Markham and Aveyard’s (2003) theory of human functioning,
school organisation and health promoting schools, our intervention theory suggests a person’s
autonomy to make and enact good decisions is a necessary precondition for healthy behaviour
so in order to promote health, schools must enable students to develop autonomy. To achieve
autonomy, people have various needs which must be met and capacities which must be enabled.
Enabling people to develop capacities for ‘practical reasoning’ and for ‘affiliation’ are most
crucial since the fulfilment of all other needs and capacity will require a person to be able to
think and form relationships.

These capacities, according to the theory, are facilitated by greater commitment to what
Bernstein (1975) termed schools’ instructional and regulatory orders. The instructional order
focuses on the relaying of knowledge and skills, and is concerned with students’ ability to
contribute to future production through work. The regulatory order focuses on the relaying of
values and is concerned with the conduct, character, and manner of students while they are at
school and after they have left. If students accept and meet the demands of both the
instructional and regulatory orders, they are termed ‘committed’. Committed students have the
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greatest opportunity to use school to promote good human functioning and health. If students
reject or cannot meet the demands of both the instructional and regulatory orders they are
termed ‘alienated’. Alienated students experience restricted opportunities to develop good
human functioning and hence health.

However, Markham and Aveyard'’s theory (2003) has been critiqued for not sufficiently
acknowledging that students may engage in risk behaviours not only because of deficits in
practical reasoning and affiliation but also by students developing practical reasoning and
affiliation developed via anti-school peer groups and directed towards anti-school actions which
might include risk behaviours, such as verbal bullying and violence (Jamal et al. 2013). Thus,
informed by qualitative studies (Fletcher 2009; Paulle 2013; Cousins 1997; Waldron 2009;
Bourgois 1995; Dance 2002), our theory of change hypothesised that some students who are
not committed to schools’ instructional and regulatory orders may engage in risk behaviours
either because they have deficits in pro-school practical reasoning and affiliation, or because
they are committed to anti-school peer groups, and these commitments encourage and enable
students to engage in risk behaviours in various ways. The risk behaviours thus ultimately
reflect deficits in commitment to school, but this association may be mediated by agency within
a context of structural constraint and not merely by a lack of informed agency.

In addition to students’ own agency, the social background of the student and the culture of the
school (e.g. the methods used to convey instructional and regulatory orders) also influence
young people’s responses to the instructional and regulatory orders. Students from middle class
backgrounds are more likely to be committed, while those from working class backgrounds are
more likely to be alienated. However, schools can influence the proportions of committed and
alienated students. It is theorised that if schools reduce barriers between the school and the
communities it serves, between students and teachers, between student groups, and between
subjects (together termed ‘boundaries’), and if they increase students’ input and control over
learning (termed ‘framing’), proportionately more students can become committed rather than
alienated, even when accounting for students’ social class background (Markham and Aveyard
2003).

The theory suggests that commitment might be achieved by schools implementing
organisational approaches, policies and practices which erode various ‘boundaries’ within the
school between:

o staff so authority is distributed rather than concentrated among senior staff;

o staff and students so relationships are collaborative rather than authoritarian;

e Dbetween students so positive relationships are encouraged and students are treated
equitably;

o different areas of students’ life, so teachers focus on students’ overall wellbeing and
development rather than merely academic progress, and support is provided across the
whole school rather than merely in the classroom; and

e the school and its local community.
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For example, boundaries between teachers and students might prevent students from being
involved in decision making (Markham and Aveyard 2003). Involvement of students in school
decision making (e.g. via school council) might weaken these boundaries and promote greater
insights into the realities of staff and young people’s lives. This would facilitate the realisation of
the capacity for practical reasoning. There may also be strong boundaries between students,
fuelled by social hierarchies for example, which facilitate division and subordination (Bernstein
1975). These boundaries between students can be weakened through greater communication,
shared tasks and greater co-operation, which facilitates the development of insights into
multiple realities and hence, realisation of the capacity for practical reasoning (Markham and
Aveyard 2003).

The LT intervention aims to help schools build student commitment to their instructional and
regulatory orders by modifying schools’ systems of ‘boundaries’ and ‘framing’. However,
previous evaluations of whole-school interventions (Bonell et al. 2010) suggests this
intervention is unlikely to transform the ethos of the whole school since this is often strongly
determined by the values and priorities of the senior leadership team (SLT). Therefore, we
hypothesis that the intervention will enable the SLT to develop those aspects of the school ethos
which they are already committed to developing, but haven’t yet had the capacity to do so, and
which are consistent with the ethos of the intervention.

Intervention design and logic model

Standardised activities leading to organisational change in schools include training in
restorative practice, delivery of the social and emotional curriculum and implementation of
action group meetings. However, the precise methods of delivery and resultant changes are
intended to vary between schools (with the exception of restorative training which is intended
to be standardised for all intervention schools). The extent to which implementation of the
structures and processes triggers changes in schools’ practices and ethos are presented as key
pathways linking intervention inputs to student health outcomes.

We will facilitate school staff and students to participate collaboratively in a number of ‘whole-
school’ activities. An action team, comprising staff and students will work to revise school
policies and oversee all intervention activities. Staff and students will collaborate to re-write
school policies and rules. These activities are intended to erode boundaries between students
and staff by enabling them to work together to make decisions about their school. All staff will
be involved in training to introduce them to concepts of restorative practices, and 8-10 staff per
school will also be involved in in-depth restorative training focusing on methods and
procedures for applying restorative practice with students in schools. Such activities will aim to
transcend the boundaries between staff and students, and among students, and therefore build
student commitment to the school’s regulatory order. They will also aim to re-frame
communication and decision-making regarding how schools are administered from being
purely staff-led to involving students as well. This should in turn enable students (and staff)
who participate to develop their practical reasoning (for example, understanding other people’s
perspectives and appreciating where they share values, and thinking through how to resolve
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differences amicably where they differ) and sense of affiliation and, ultimately, the development
of socially valued forms of pro-school identity.

We also anticipate that the products of these processes will also bring benefits. For example we
hope that students in general will be more prepared to accept and abide by rules which students
have been involved in developing and that this will increase commitment to the school’s
regulatory order. Similarly we anticipate that the use of restorative approaches will be more
effective in preventing damage to student relationships, again enhancing the school’s regulatory
order and increasing student commitment to school.

We will train school staff to use restorative practices to re-frame how they manage their
classrooms. This will again aim to reduce boundaries between staff and students and
boundaries between students, promoting student commitment to the school’s instructional and
regulatory orders and development of capacities for practical reasoning and affiliation. We will
also train teachers to enable them to use restorative practices to repair relationships between
students and between staff and students where these are harmed. This should, as above, enable
students to develop practical reasoning (for example, think more clearly about their own and
other’s perspectives, empathise with others and learn how to manage their own emotions and
resolve differences amicably) and develop a stronger sense of affiliation with other members
within the school community, eroding boundaries between staff and students and among staff.

We will also train some school staff to deliver a social/emotional skills curriculum which aims
to enhance the school’s instructional order and enable students to develop a better
understanding of their own and others’ emotions, think about others’ feelings and better
manage social relationships. We anticipate that as well as enabling students to develop their
capacities for practical reasoning regarding social and emotional skills and affiliation, this
training may also more generally facilitate learning and school engagement more broadly. This
is especially the case in those schools that decide to provide our curriculum by integrating it
across a number of subject areas such as English literature and personal, social and health
education. This may therefore reduce boundaries between academic subjects, further
encouraging student commitment to the school’s instructional order and their capacity for
practical reasoning.

These components aim to operate synergistically. For example, the social/emotional skills
component in enabling the development of practical reasoning in the realms of social and
emotional skills will also empower students to participate more effectively in whole-school
actions, while the improvements in classroom management will promote commitment to
learning which will encourage students to be receptive to the curriculum and restorative
interventions. Actions taken to align schools policies and practices with the principles of
restorative practice should also support teacher application of these principles on a day-to-day
basis.

In turn, by enabling students to develop their capacities for practical reasoning and affiliation,
our intervention should increase students’ abilities to avoid or manage conflicts with others
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without recourse to aggression, manage their own emotional and mental health, develop more
mutually supportive relations with other staff and students and avoid engaging in self-harming
behaviours. It should then reduce the numbers of students who feel alienated or detached from
school and instead invest in anti-school peer groups and anti-social behaviours such as
aggression and substance use. It may also reduce the number of students who feel estranged
from learning and have low self-esteem as a result of their failure to meet the challenges of the
school’s instructional order. It should increase the number of students feeling committed to
school and safe and supported within it. These students are more likely to internalise pro-
school values and norms, and develop high aspirations. Through their participation in our
whole-school actions and more generally in school communal life they will develop socially
valued identities, high self esteem and reduced levels of emotional distress, directly and also as
aresult of reduced experience of aggression and substance use.

These processes are set out diagrammatically in the logic model (Figure 1) for the LT
intervention. It provides a general overview of the pathways involved, delineating key concepts.
[t attempts to put Markham and Aveyard’s (2003) theory in language that is accessible to the
staff and students of schools. The logic model shown in Figure 1 presents our theory of change
in a way that funders, providers and schools would understand. Therefore rather than
discussing staff-student and student-student boundaries, it discusses improved communication
among students and between students and staff. It doesn’t describe at all the intervention’s aim
to erode boundaries between academic learning and broader development but does describe
how the intervention aims to render learning and teaching, discipline, social support as well as
management and organisation at schools in a more student-centred manner. Rather than
discussing commitment to the instructional and regulatory orders it describes the intervention
as aiming to engage more students with learning and to connect more students to the school
community. Rather than engaging with the terms practical reasoning and affiliation it describes
how the intervention aims not only to promote students’ life skills and warm, trusting and
empathetic relationships. It does not aim to provide an exhaustive set of all pathways, which
will be multiple, potentially additive and involve complex feedback loops. The evaluation will
refine this model and delineate the most important specific pathways and loops.
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Figure 1: Learning Together logic model
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2. Existing process evaluations of similar interventions

Whole school interventions

The LT intervention has been particularly informed by two previous programmes. First, the
Aban Aya Youth Project (AAYP) is a multi-component intervention, enabling schools to modify
their social environment as well as delivering a social skills curriculum. This approach was
designed to increase social inclusion by ‘rebuilding the village’ within schools serving
disadvantaged, African-American communities. To promote whole-school institutional change
at each school, teacher training was provided and an action group was established (comprising
both staff and students) to review policies and prioritise actions needed to foster a more
inclusive school climate. For boys, the intervention was associated with significant reductions in
the growth in violence and aggressive behaviour (Flay et al 2004). The intervention also
brought benefits in terms of reduced sexual risk behaviours and drug use, as well as provoking
behaviour and school delinquency. A three-arm trial design established that the full
intervention including environmental and curriculum components was more effective than
intervention with the curriculum alone (Flay et al 2004). No process evaluation was conducted.

Second, the Gatehouse Project in Australia also aimed to reduce health problems via changing
the school climate and promoting security, positive regard and communication among students
and school staff. As with the AAYP, an action group was convened in each school, facilitated by
an external ‘critical friend’ and informed by data from a student survey, alongside a social and
emotional skills curriculum. A cluster randomised controlled trial (RCT) found consistent
reductions in a composite measure of health risk behaviours, which included violence and anti-
social behaviour (Bond et al 2004; Patton et al 2006). Process evaluation of the Gatehouse
project found the various components (needs-survey, action-team, critical friend) functioned
synergistically, and although specific actions varied between schools, these were well
completed. Implementation was facilitated by supportive management and broad participation
(Bond et al., 2001; Glover and Butler, 2004). However, this evaluation did not attempt to assess
systematically how completeness of implementation might have been influenced by schools’
baseline social climate or “ethos”, i.e. the contextual characteristics specific to the school that
distinguish it from other schools (Rutter et al., 1979; Gittelsohn et al., 2003).

The Healthy School Ethos intervention was piloted in English schools. Using a structured
process modelled closely on the Gatehouse project, it aimed to enable each school to carry out
locally determined actions to increase students’ security, positive self-regard and
communication with staff and students. The intervention provided an external facilitator, data
on student needs survey and training; and enabled schools to convene action-teams to
determine priorities and ensure delivery. Students and staff coproduced rules for appropriate
conduct and revised policies on bullying and student feedback. Staff were trained to improve
classroom management. There was no curriculum component. Process evaluation (Bonell et al
2010b) reported that the intervention was delivered with good fidelity. Locally determined
actions (e.g. peer-mediators) were generally more popular than mandatory actions.
Implementation was more feasible where it built on aspects of schools’ baseline ethos and
where senior staff led actions. Student awareness of the intervention was high. Student accounts
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suggested benefits might arise as much from participation in intervention processes such as
rewriting rules as from the effects of subsequent actions. Some processes could be made to
reach significant number of students (Bonell et al 2010b).

Before this phase IlI trial, the LT intervention was piloted in four schools (Fletcher et al in
press). Overall, school staff members were consistently supportive. Although some schools were
already deploying some restorative approaches, it was nonetheless attractive because it enabled
restorative practices to be delivered more coherently and consistently across the school. The
adaptability of the intervention, in contrast to overly prescriptive, ‘one-size-fits-all’
interventions, was also a strong motivating force and source of acceptability to school
managers. Staff valued the ‘external push’ which was provided by the external facilitator. The
intervention was highly acceptable to school staff because of its fit with national policies and
school metrics focused on attendance and exclusions. Some staff reported that it took time for
them to understand how the various intervention components joined up and this could have
been better explained from the outset. Staff were positive about sustainability, some reporting
that activities would continue even after the pilot ceased.

Regarding particular components, staff reported that the needs-assessment survey allowed
them to see the ‘big picture’ and identify priorities, but some suggested that the needs
assessment could also feel too ‘negative’ at times, especially among established staff who could
view this as a reflection on their work at the school. Negative aspects of the needs reports could
also present problems for schools because if inspected by Ofsted they would be expected to
share results with inspectors. As with the HSE evaluation (Bonell et al., 2010b), action groups
were positively viewed, and it was suggested that student participation may be an active
ingredient in improving relationships and engagement across the school, particularly when
these involved students who might be less committed to school and involved in anti-school peer
groups. Again, the presence of SLT on the group was seen as critical to driving actions. The
training was more critically received, with many staff suggesting this was too didactic and
contained too few examples from secondary schools. All schools successfully implemented the
curriculum, welcoming its flexibility whereby modules could be implemented using the newly
provided or existing materials.

The pilot did not examine causal mechanisms in terms of whether the intervention reduced
school boundaries and increased student commitment, practical reasoning and affiliation. The
pilot also lacked a large enough sample to examine how implementation and processes might
vary across a range of different school contexts. The pilot also focused only on the first year of
implementation and so could not examine the processes by which the intervention might
become normalised within schools’ institutional policies and practices and sustained once
external facilitation is withdrawn.

Restorative practice in schools

Restorative practice is a key component of the intervention. The central tenet of restorative
approaches is to repair the harms caused to relationships and communities rather than merely
assign blame and enact punishment (Morrison 2005). Such approaches have now been adapted
for use in schools and can operate at a whole-school level, informing changes to disciplinary
policies, behaviour management practices, and how staff communicate with students in order to
improve relationships, reduce conflict and repair harm. Restorative practice calls for a paradigm
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shift away from punitive approaches to addressing poor behaviours (such as bullying, violence,
and aggression) to an approach that restores relationships between victim, offender and the
(school) community (Bazemore, 2001). Repairing harm involves active involvement of those
most affected by the harmful action to come together and respond by developing a reparative
plan. The restorative framework also includes consequences, sanctions, service and apologies,
which are grounded in a commitment to change relationships and roles (Bazemore, 2001).

Restorative practices in schools encompass a continuum from using a restorative mindset,
practicing affective language, conducting circle time to facilitated meetings and restorative
conferencing. Affective language refers to the respectful use of language to challenge or support
behaviour in a manner than preserves or enhances the relationship. Circle time involves classes
coming together to check in, discussing their feelings and airing any problems so that these may
be addressed before they escalate. Restorative conferences involve the parties to a conflict,
dispute or crime being invited to a facilitated face-to-face meeting to discuss the facts that led
up to the incident, for the harmed/aggrieved person or persons to explain what has happened
to them as a result of the incident, and for the perpetrator(s) to take responsibility for their
actions.

Most proponents of restorative practices in schools argue that restorative approaches work best
when a positive ethos has been established, and when one-to-one problem-solving skills (such
as listening and responsibility) have been introduced into the curriculum (Y]B 2004).
Evaluations suggest that this works best when the head teacher is fully supportive (Bitel 2001).

The theoretical basis for restorative approaches shares much in common with the theory of
human functioning and school organisation. It is theorised that the process of students coming
together, discussing the harm and working towards a reparative plan develops perpetrators’
competency via accepting responsibility for the actions and contributing to a reparative
solution, and develops offender understanding of the realities of others. Victims are also
empowered in this process as they become an active participant in the decision-making process
and the acknowledgment of the offenders’ ability to offer some healing to the victim (e.g. via an
apology or carrying out a sanction) gives dignity to both parties (Bazemore 2001; Pepi 1998).
This resonates with the ideas of reducing boundaries, as well as promoting practical reasoning
and sense of affiliation. By eliciting accountability for the harm caused to the victim and the
school community and negotiating a plan for restitution or making right the wrong, the young
person is encouraged in reclaiming an identity as a participant of the school community, not a
peripheral outsider (Bazemore 2001). Through this process, the young people involved develop
relational competency, reduce ‘boundaries’ between students and staff and students, as well as
reduce ‘framing’. Restorative approaches might indeed be particularly suitable for ‘alienated’
student offenders as they are given the opportunity to develop the necessary competencies to
participate as a responsible member of the school community (towards restitution), which the
student may have felt previously excluded (Pepi 1998). It may also be particularly helpful for
female young people as gender theory suggests that female adolescent identity is often based
within a framework of relationship and connection. Thus application of the principles of
restorative approaches becomes a natural adjunct to the therapeutic process of self-identity and
growth (Pepi 1998).
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No RCTs of restorative practice in schools have been conducted but non-random studies suggest
plausible benefits. A non-randomised national evaluation in England found no significant
differences in student reported outcomes between intervention and comparison schools.
However, teachers in programme schools reported better behaviour in intervention than
control schools (Y]B 2004). A non-randomised evaluation of restorative practices in Scottish
schools (Kean et al 2007) concluded that implementation was better in schools: where the head
teacher supported the work; where there was an agreed plan with clear objectives; where a
broadly child-centred culture already existing; where restorative approaches joined up with
other initiatives and policies; and where staff morale and interest in restorative approaches to
discipline was already high. A non-randomised study in Bristol found that restorative practices
were associated with improved attendance and reduced fixed-term exclusions, with staff
reporting such changes would improve attainment through reduced disruption (Skinns et al
2009). A quasi-experimental evaluation of restorative approaches in two Durham secondary
schools reported that staff and students preferred restorative practices to traditional forms of
discipline (Kokotsaki et al 2013).

3. Process evaluation frameworks and hypotheses

RCTs identify whether interventions are effective in the time and place when they are delivered.
Process evaluation linked to RCTs allows fuller interpretation of these findings and
understanding of how they might be applied elsewhere. Combining process evaluations with an
RCT design enables evaluators to limit biases in estimating effects, while developing the detailed
understandings of context, implementation and mechanism that can support a policymaker,
practitioner or systematic reviewer in interpreting effectiveness data (Craig et al. 2008; Moore
et al. 2014). Thus, estimating effect sizes are important but alone are insufficient to inform
future policy and practice. Process evaluation is necessary to understand the factors which
shape outcomes (Craig et al. 2008, Moore et al. 2014).

Informed by the MRC guidance on process evaluation (Moore et al, 2014) and developing and
evaluating complex interventions (Craig et al, 2008), as well as the wider implementation
science literature (e.g. May and Finch 2009; Bumbarger and Perkins, 2009; Hawe, et al. 2009),
our process evaluation investigates the following domains:

e implementation
e mechanisms of impact and context
e normalisation

Implementation

There are two broad areas of interest in terms of implementation: 1) fidelity; and 2) reach and
acceptability.

Fidelity
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An understanding of what is implemented and how is integral to explaining how an intervention
works. The principal concern of early process evaluation frameworks was capturing what was
delivered in practice in order to avoid type III error: dismissal of sound intervention theories
due to a failure to implement them effectively (Steckler and Linnan 2002). Most frameworks
focus on the precise ‘form’ of delivery in terms of whether this represents fidelity to what was
intended to be delivered, as well as measuring the dose and reach of delivery. There is debate
amongst prevention scientists and practitioners about whether adaptations in programme
delivery, decided locally, enhance intervention effectiveness or lead to poorer outcomes (see for
example, Bernal and Saez-Santiago 2006; Castro et al. 2004; Elliott and Mihalic 2004).

Advocates of strict fidelity (Mihalic 2004) argue that this is essential if effective interventions
are to be replicated, especially when an intervention’s ‘active ingredient’ may not be known.
They present evidence which suggests that high fidelity is associated with greater impact for
some interventions (Mihalic 2004). Advocates of local adaptation (Dane and Schneider 1998)
argue that interventions need to be tailored to local circumstances. Durlak and DuPre (2008)
propose a compromise whereby an intervention’s ‘core components’ should be delivered in
standard form but less central intervention components or features can be modified to fit local
needs. They present research which suggests that a balance between fidelity and adaptation is
likely to be most effective, with the precise balance dependant on the specific intervention.
Hawe and colleagues (2004) go further to argue that with complex interventions characterised
by synergistic interactions between multiple components, too much attention has been paid to
standardizing the form of intervention components (what precise actions are delivered) and
more attention should be given to standardizing the function of intervention components (what
the aim of each component is and how it contributes to the overall theory of change of the
intervention).

The LT intervention includes standardised inputs and processes alongside some degree of local
tailoring. Where activities and outputs are locally tailored these are nonetheless intended to
serve similar ‘functions’, i.e. to initiate a set of casual mechanisms that are pre-hypothesised
within our theory of change. Therefore, our approach to evaluating implementation considers
both: fidelity of form and fidelity of function.

Fidelity of form refers to the standardised features of our intervention. Standard structures and
processes of the LT intervention include the development of an action group of school staff and
students; delivery of a new social and emotional curriculum; and staff training in restorative
practice. We hypothesise that, for the intervention to be optimally effective, the essential
elements of each component should be delivered in all intervention schools. We will examine
the extent to which the following standardised intervention components of LT were
implemented with fidelity of form:

e needs assessment surveys;

e training;

e action group meetings;

e review of needs data;

e development of an action plan based on needs data;
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e review of policies relevant to aggression and bullying;
e rewriting of school rules; and
e social and emotional skills curriculum.

We will draw on the intervention manual to define what fidelity of form involves. Where we
note that deviations from fidelity of form occurred we will, where possible, assess whether
these were:

e intentional adaptations (and if so what motivated it), unintentional drift or simple
omission;
o whether the adaptation runs with or against the logic of our theory of change.

It is unlikely that we will be able to examine every deviation from fidelity of form but where
possible we will assess these in interviews with facilitators and school staff, particularly in the
six intervention schools that have been selected for in-depth ‘case studies’ (see Section 4, Table
1 for details).

Fidelity of function refers to the extent to which locally decided actions are consistent with a
theory of change. Many of the activities which are decided and implemented by the action group
will differ across intervention schools but should contribute towards our theory of change. For
example, action group meetings in each school will locally decide what actions and priorities to
implement for school organisational change suited to the particularly needs, desires and context
of each school; schools will also be able to chose which curriculum units to deliver (with the
exception of unit 1 which is mandatory) based on local student needs and the methods of
delivering these (e.g. subject area, materials used etc).

While the form of these activities varies across schools, they are meant to serve similar
functions. Bumbarger and Perkins (2008) argue that evaluators need to distinguish between
intended tailoring and unintended drift. In assessing the fidelity of function of intervention
activities that are intended to be locally tailored, we will assess whether these retain fidelity of
function or whether they depart from our theory of change so that they are best considered as
‘drift’. Furthermore, we will apply this distinction to cases where elements of our intervention
that we stipulate to be standardised are nonetheless locally adapted. In such cases we will
assess whether in departing from fidelity of form these nonetheless retain fidelity of function or
whether they drift from the theory of change so that they represent fidelity neither of form nor
function.

We will examine the extent to which the following locally tailored intervention components of
LT were implemented with fidelity of function:

e local actions included in action plan; and
e locally decided means of implementing restorative approaches.
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We will monitor the extent to which these locally decided actions are implemented. We will
scrutinise their logic to determine whether they run with or against the logic of our theory of
change to determine fidelity of function. Where possible we will also assess the underlying logic
of these local decisions in interviews with facilitators and school staff, particularly in case
studies.

We will examine how fidelity varied across schools and what contextual factors appeared to
affect this. In the section below on mechanism of action and context we develop a priori
hypotheses to guide this.

Reach and acceptability

Reach is the extent to which the target audience come into contact with the intervention (Moore
et al 2014). Some process evaluation frameworks incorporate ‘reach’ or ‘coverage’ as an integral
part of implementation (Baranowski and Stables 2000; Carroll et al 2007; Steckler and Linnan
2002), while others see it as a separate dimension (Glasgow et al. 1999). Moore et al (2014)
recommend that process evaluations should include quantitative assessments of reach, in terms
of, for example, proportions of the target audience who came into contact with the intervention.

Acceptability refers to how intervention participants, providers or other stakeholders received
or engaged with the intervention (Bonell et al 2006). Within Steckler and Linnan’s (2002)
framework, participant responses to an intervention are largely discussed in terms of ‘dose
received’. However, this incorrectly suggests that participants passively receive interventions,
when in most cases they exercise agency in interacting with them. The term ‘dose’ also implies a
privileging of quantitative measurements whereas acceptability can be examined quantitatively
and qualitatively. Acceptability also needs to be considered as a dynamic characteristic.
Interventions may initially raise resistance which in some cases dissipates with skilful delivery
(Moore et al 2014; Grant et al 2013a).

We will examine reach and acceptability of the following aspects of LT:

e needs survey;

e Action Groups;

e rewriting school rules;

e social and emotional skills curriculum;

e training in restorative approaches;

e implementation of restorative approaches; and
e locally decided actions.

We will examine how reach and acceptability varied across schools and what contextual factors
appeared to affect this. In the section below on mechanism of action and context we develop a
priori hypotheses to guide this.
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Mechanisms of action and contextual variations

We draw on realist evaluation principles posited by Pawson and Tilley (1997) to investigate
how the LT intervention works. Realist evaluation views interventions as ‘working’ by
introducing mechanisms that are sufficiently suited to their context to produce outcomes
(Pawson and Tilley 1997). Realists assume that interventions ‘work’ by enabling participants to
make different choices. This might involve changes to participants’ cognitions or the
opportunities and constraints that are present in their environment. A key aspect of realist
evaluation is to anticipate the diversity of potential intervention mechanisms, to present this in
a theory of change and to assess empirically whether and how these mechanisms are ‘enabled’
or ‘disabled’ in the varying contexts in which the intervention is delivered. Context refers to the
pre-existing set of social situations, norms, values and inter-relationships (e.g. organisational
structure, geographic location, demographics of participants) within which an intervention is
implemented. Thus, the evaluator needs to hypothesise both the intervention theory of change
and how this interacts with context to enable (or disable) implementation and outcomes.
Pawson and Tilley (1997) suggest such hypothesis building proceeds via defining ‘context-
mechanism-outcome’ (CMO) configurations.

Building on realist methods, Bonell et al (2014) have argued for the need for intervention
theory to pre-hypothesise potential harms alongside potential benefits. Mechanisms of harm are
not obvious and are not necessarily merely the converse of intended intervention mechanisms
of action. There is a need for a priori theorisation of potential harms and their underlying
mechanisms (Bonell et al. 2014). Our definition of harms includes what pharmacologists term
“paradoxical effects”, i.e. intervention increasing the adverse outcomes they seek to prevent
(Smith 2012) as well as “harmful externalities” where interventions produce harms in outcomes
they are not aiming to prevent.

It is useful to think of the evaluation of mechanisms of action (underlying benefits and harms)
as a series of steps. First, we will build hypotheses about how intervention mechanisms play out
differently in different contexts. This will be informed by our intervention theory of change, the
intervention pilot study (Fletcher et al. in press) and existing research (Moore et al, 2014; Craig
et al 2008; May and Finch 2009; Bumbarger and Perkins, 2009; Hawe, et al. 2009). Currently
this is an entirely linear model with no consideration of how the theorised pathways will vary
by context or how they might produce harms. We will develop hypotheses about the influence
of context as well as potential harms informed by the theory of human functioning and school
organisation, existing process evaluations reviewed earlier, as well as from the wider
sociological literature on schools. Second, we will use emerging data on the implementation and
receipt of LT (primarily but not exclusively qualitative) to add to or amend the hypotheses
developed in step 1. Qualitative research captures a sense of research participants’ own
meanings, their sense of agency and how this inter-relates with the social structure of
intervention context, and thus is useful for identifying pathways that were not originally
anticipated in our theory of change. Third, we will test the hypotheses developed in steps 1 and
2 via quantitative analysis drawing on process and outcome data, for example of effect
moderation and mediation. Fourth, informed by these analyses, we will draw conclusions about
the contexts (person and place) under which the various intervention mechanisms appear to
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produce benefits or harms. Finally, we will refine our theory of change in the light of these
conclusions. Our aim thus is not merely to assess whether LT is an effective intervention or not,
but to develop empirically informed mid-range theory (Merton 1949; Bonell et al. 2012) about
school processes and how these may be modified by intervention, and the extent to which LT
may be transferable to a range of contexts (Bonell 2006).
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Figure 2: Evaluation Process
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By putting theory of change at the heart of our evaluation, we aim to maximize the usefulness
and generalisability of our evaluation findings. As well developing new hypotheses during the
evaluation via the process described above, we have listed below our a priori hypotheses about
the factors we think will mediate intervention effects on our primary and secondary outcome
measures, how contextual factors may affect implementation and intervention effects, and how
these contextual variations may directly modify the strength or direction of effects. Finally, we
also pre-specify the mechanisms via which the intervention may produce harmful effects in
order to also examine these a priori.

Pre-hypothesised intervention mediators

The main trial analyses of intervention effects on primary and secondary outcomes provide
strong evidence of causality of effects but do not on their own tell us how such an effect arises.
This is an important limitation because the identification of causal mechanisms is required to
test competing theoretical explanations of the same causal effects, as well as to inform
assessment of the potential generalisability of the evidence. Causal mediation analysis plays an
essential role in potentially overcoming this limitation by helping to identify intermediate
variables (or mediators) that lie in the causal pathways between the treatment and the
outcome.

Our current logic model is linear and does not engage with how mechanisms vary with school
context. This is a limitation which we will aim to address in the course of the evaluation, and we
start this process in the next section by developing some hypotheses about how context will
moderate intervention mechanisms and outcomes. Nonetheless, the linear logic model is useful
in setting out the main mechanisms which we hope will occur in most schools which will enable
intervention benefits to be realised. To examine empirically whether this is the case we will
explore the validity of mediation hypotheses suggested by the linear logic model:
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Hypothesis 1: LT schools will report reduced student-student, student-staff and academic-
broader learning boundaries and increase student-centred framing at follow up 1 and 2.

Hypothesis 2: LT schools will report higher rates of student commitment to the schools’
instructional and regulatory orders by follow up 1 and 2.

Hypothesis 3: LT schools will report higher rates of student life skills and warm, trusting and
empathetic relationships and lower rates of student involvement in anti-school peer groups by
follow up 1 and 2.

Hypothesis 4: Intervention beneficial effects on primary and secondary trial outcomes will be
mediated by these reductions in boundaries, increases in student-centred framing, student
commitment, skills and relationships, and decrease in involvement in anti-school peer groups.

Contextual factors that may affect implementation

We develop some hypothesis regarding likely moderators of implementation and effectiveness
organised in CMO configurations. These will be refined in the light of emerging data on
intervention implementation and receipt as discussed above. In line with MRC guidance, we did
not attempt to consider every possible external factor with which the intervention might
interact (Craig et al. 2014).

Hypothesis 1: The intervention will be more acceptable and be implemented with better fidelity
when it is line with existing school institutional approaches and teacher practices which aim to
erode the boundaries which the intervention is addressing (Bonell et al 2010a,b).

Hypothesis 2: The intervention will be implemented with better fidelity when the school has the
capacity to implement it properly, in terms of: the action team being chaired or otherwise led by
a person with real authority in the school; the action team involving other individuals which
means it is taken seriously both by staff and students; the action team being formally linked in
to the school decision making structures (e.g. SLT); teachers with varying levels of experience
(early career teachers and experienced teachers) involved in implementation; and the school
being a generally functional institution e.g. stable staffing, not in crisis with respect to targets
and inspections (Bonell et al 2010a,b; 2015).

Hypothesis 3: The intervention will be implemented with better fidelity in schools that include
students with varying degrees of educational engagement in its activities (e.g. action groups),
including students who have a history of, or considered likely to be involved in bullying
behaviours (Bonell et al 2015).
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Hypothesis 4: We hypothesise that schools will implemented restorative approaches with less
fidelity of function in schools with higher numbers of African Caribbean or minority ethnic
students (as reported in cross sectional research in US schools) because staff stereotype these
students as too challenging, unruly or aggressive to benefit from restorative practice (Payne and
Welch 2013).

Contextual factors that may modify intervention effects

Hypothesis 5: The intervention will be more effective in schools with more students of low SES
backgrounds since eroding boundaries is hypothesised as more important for these students
(Markham and Aveyard 2003).

Regarding gender, Flay et al (2004) reported a range of benefits for boys but not girls. However,
in the absence of process evaluation, the reasons for these differential effects are unclear.
Therefore before developing hypotheses, we will examine emerging data from our process
evaluation on whether and how the intervention may be implemented for and received by girls
and boys.

Hypotheses of how the intervention might produce harms

Below we outline hypothesised harms and uncertainties of our intervention and describe the
potential mechanisms underlying these, and the data sources to assess these.

Perverse effects of public sector targets/ measures: Intervention providers may respond
creatively to structural conditions (intervention implementation) in ways that enable them to
meet their (government) monitoring targets (van Thiel and Leeuew 2002). Some schools may
focus too narrowly on developing school actions that they perceive will most positively impact
on the attainment of a subgroup of students on the threshold of achieving 5 good GCSEs (as this
remains the key metric which schools are judged on) or on the attainment of all student but
using techniques such as teaching to the test. Such actions might amplify any existing trend
towards increasing boundaries between attainment and broader development rather than
eroding them. These actions might make health worse by: further displacing actions addressing
broader health and well-being; by alienating students not in the ‘threshold’ group or increasing
academic related anxiety among students (Bonell et al 2013).

Perverse effects of reducing boundaries: it is possible that the intervention does succeed in
eroding boundaries, but that this has harmful consequences. It may be that Markham and
Aveyard’s (2003) theory of human functioning and school organisation, on which our
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intervention is based, is wrong and in fact a school ethos characterised by staff authority and a
firm priority on academic achievement may in fact be responsible for better attainment and
reduced risk behaviours of students rather than via eroding boundaries. This view receives
partial support from educational research (Mortimore et al. 1988; Sammons 2007; Sammons
2012; Sammons et al. 2011) that suggests that an orderly environment and priority for
academic engagement are key for attainment (though the studies do not suggest that schools
achieve these in ways that run counter to the logic of our intervention). According to this
theorisation, reducing boundaries may produce increased student risk behaviours, truancy and
worse attainment than control schools at follow-up.

Perverse effects of actions developed from Action Group meetings: it is possible that the actions
developed and implemented for school organisational change resulting from the Action Group
result in harmful consequences. Students (and potentially staff) may creatively suggest
activities that run against the logic of the intervention and which potentially cause harm. This is
avoided by having an external facilitator present at all Action Group meetings (as evidence in
the pilot), but may still be plausible.

Perverse effects of focusing on health and well-being: Related to the point above, a primary focus
on student health and well-being (as opposed to attainment) may lead to changes in school
composition that exacerbate negative outcomes. There is some suggestion that some health and
wellbeing interventions might sometimes cause schools to lose more academically able students
and attract more challenging students. Interventions which either are so stressful as to lead to
staff burnout or which equip staff with marketable news skills may both lead to greater staff
turnover (Aber, personal communication). These mechanisms are plausible in our intervention
and we hypothesise this may lead to increased aggregation of anti-school young people and thus
worse behaviours; as well as decrease in staff well-being and retention.

Perverse effects of restorative practices: restorative practices may simply be less effective than
traditional discipline when applied in a school context. There is no previous RCT in schools
examining the effects of restorative practices, so we are uncertain. It is plausible that exclusions
and punitive discipline are more effective in promoting the wellbeing of students who remain in
the school. It is also plausible that offenders (or potential offenders) may view restorative
approaches and informal communication processes as ‘easy’, reinforcing their belief that the
aggression is acceptable, trivial or justified. On the other hand, our intervention may lead to a
more pervasive system of discipline in schools. Restorative practices are considered more
benevolent than traditional discipline, so may result in more teachers disciplining more
students. In schools with the lowest rates of exclusion, we may see higher rates of bullying
and/or violence as a result of using an overly restorative approach, as the few persistent
offenders are not removed from school or are too slowly excluded, which may then affect other
students. This might then lead to more students labelled as problematic leading to increased
risk behaviours.

We believe that the likelihood of these hypotheses being confirmed is low but will examine
these empirically. We will also use qualitative data examine the possibility of other
unanticipated harms arising, where possible also then examining these quantitatively.
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Normalisation

A key question for process evaluators is considering whether and how interventions become
part of the policies and systems of the institutions in which they are delivered. This is important
if complex interventions that are trialled are to become scaled up as part of routine practice.
Understanding this process by which interventions become part of routine practice, often
described in terms of ‘normalisation’ or ‘sustainability’, is another component of this process
evaluation.

There are a variety of frameworks which help evaluators assess intervention normalisation
such as the RE-AIM framework (Glasgow et al,, 2001; Glasgow et al., 1999) and normalisation
process theory (NPT; May and Finch 2009). The RE-AIM framework argues that in order to
sustainably benefit a population, an intervention needs to be not merely effective but also reach
the targeted population of beneficiaries, be adopted by those organisations that are to deliver it,
be implemented with fidelity, and have all of these factors be maintained over time. While this
usefully provides a set of critical factors to be achieved when scaling up an intervention, it does
not aim to provide insights into the processes through which this occurs in order to ensure
these factors are in place.

NPT is concerned with how implementers can enable the embedding of interventions within
institutions and social contexts so that they become an integrated part of these (May and Finch
2009). The theory suggests that whether this happens depends on the following four
“generative mechanisms” that those working on implementation engage in individually and
collectively:

e coherence (how people make sense of a new practice);

e cognitive participation (the willingness of people to sign-up and commit to the new
practice);

e collective action (their ability to take on the work required of the practice); and

o reflexive monitoring (activity undertaken to monitor and review the practice).

Summary of research questions

As previously outlined, our process evaluation, informed by MRC guidance (Moore et al, 2014;
Craig et al 2008) and the wider implementation science literature (e.g. May and Finch 2009;
Bumbarger and Perkins, 2009; Hawe, et al. 2009) investigates the following domains:

e implementation
e mechanisms of impact and context
e normalisation
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Below we outline the research questions we investigate within each of these domains. Refer to
tables 3-5 for a list of data sources which will be used to analyse each question.

Implementation

1. Are standardised intervention components implemented with fidelity of form?

2. Where there are deviations from fidelity of form, do these reflect intentional adaptation
(and if so with what motivation), unintentional drift or simple omission, and do
adaptations run with or against the logic of our theory of change?

3. Arelocally tailored intervention components implemented with fidelity of function?

4. How does fidelity of form and function vary across schools and what contextual factors
appear to affect this?

5. What is the reach and acceptability of each intervention component?

6. How do reach and acceptability vary across schools and what contextual factors appear

to affect this?

Mechanisms of action

10.

11.
12.

Does the intervention reduce student-student, student-staff and academic-broader
learning boundaries and increase student-centred framing?

Does the intervention increase student commitment to schools’ instructional and
regulatory orders?

Does the intervention increase student life skills and warm, trusting and empathetic
relationship, and reduce involvement in anti-school peer groups?

Are intervention beneficial effects on primary and secondary trial outcomes mediated
by reductions in boundaries, increases in student-centred framing, student commitment,
skills and relationships, and decreases in involvement in anti-school peer groups?
What refinements to our theory of change are suggested by qualitative data?

[s the intervention more acceptable and implemented with better fidelity when it is line
with existing school institutional approaches and teacher practices which aim to erode
school boundaries?

[s the intervention implemented with better fidelity when the school has the capacity to
implement it properly?

[s the intervention implemented with better fidelity in schools that include students
with varying degrees of educational engagement in its activities?

Do schools with higher numbers of African Caribbean students implement restorative
approaches with less fidelity?

[s the intervention more effective in schools with more students of low SES
backgrounds?

Are there gender differences in intervention effects?

Do intervention harms arise because: some schools focus on increasing attainment of
some students rather than increasing the wellbeing of all students; eroding boundaries
is associated with increased risk; the intervention leads to increased staff and student
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mobility; restorative approaches are less effective than traditional discipline; the
intervention promotes peer deviancy training?
13. Are other harms suggested by qualitative data?

Normalisation

1. Istheintervention more sustained in year 3 in those schools in which staff and students:
a. view the intervention as coherent;
b. commit to participation;
c. collectively take on the work arising from the intervention; and
d. review progress implementing it?
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4. Data collection methods for process evaluation

Below we describe our methods of sampling and data collection. Where these are already
outlined in sufficient detail in the main trial protocol (Bonell et al, 2014) we present a summary,
reserving more space for discussing areas where we need to expand or deviate from what is
currently in the main trial protocol. Areas where we have deviated from the main trial protocol
are marked with an asterisk (*). Appendix 1, Table 2 provides further details on deviations,
including rationales for changes made. Most of the data collection tools outlined below were
informed by tools developed and piloted in the pilot trial (Fletcher et al, in press; Bonell et al, in
press) and found to be feasible and appropriate. All individuals (including students) will give
their informed written consent to participate. In the case of students, parents will also be sent
information about the research and have the right to withdraw their children from the research.

The way in which specific measures and data will be used to assess our hypotheses will be
considered in a later section on analysis.

Baseline and follow-up staff and student surveys

These survey all teaching staff and students in intervention and control schools at baseline (end
of students’ year 7), 24 months (end of student year 9) and 36 months (end of student year 10),
sampling all staff and students who are part of the school at that point in time. As well as
providing data for the evaluation, the baseline and 24 month surveys, as well as a 12 month
survey in intervention schools, provide needs assessment data to schools and would remain a
part of the intervention were it to be scaled up.

Facilitator diary forms

Facilitators are required to complete a diary form for each action group meeting they conduct in
the schools in which they work. Diary forms report: general meeting information such as
duration, date, number of attendees, chair and minute taker names; members’ (staff and
student) role, year group and gender; how and what data are used to inform setting up school
actions (e.g. needs assessment reports, other school data); priorities set by the school and
actions for whole-school change stemming from these; actions concerning the revision of school
rules and school policies; identification of which parts of the LT curriculum are to be
implemented and how this was decided; and comments on responsiveness of action group
members. The diary form is informed by the same tool used in the pilot study.

Facilitators will be asked to report any alterations made. When alterations are made, they will
be asked whether these related to: procedure (e.g. timing, location); participants (e.g.
attendees); and/or content. Intervention deliverers will also select reasons for alterations which
could include: logistical (e.g. related to capacity, resource, time); locally appropriate (e.g. made
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sense based on culture, environment and/or participants); other (free text provided); and/or
‘don’t know’. Free text boxes are also provided for deliverers to describe the alteration itself.
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Action Group meeting minutes

Facilitators are required to return meeting minutes from each action group meeting held. The
minutes from a random sample of 10 schools will be used to triangulate the validity of facilitator
diary forms.

Trainer diary forms and attendance sheet

LT restorative practice trainers complete a diary form for each session of all-staff awareness
training they deliver. Trainers rate the extent to which they covered topics/materials as they
had intended in the training session; and the materials and activities (e.g. power point slides,
small group or paired activities) used. Free text is provided to comment on participant
responsiveness to the training. Trainers will be asked to report any alterations made. When
alterations are made, they will be asked whether these related to: procedure (e.g. timing,
location); participants (e.g. attendees); and/or content. Intervention deliverers will also select
reasons for alterations which could include: logistical (e.g. related to capacity, resource, time);
locally appropriate (e.g. made sense based on culture, environment and/or participants); other
(free text provided); and/or ‘don’t know’. Free text boxes are also provided for deliverers to
describe the alteration itself. The diary form is informed by the same tool used in the pilot study.
An attendance sheets for each all-staff awareness training session is completed by an attending
staff member at the school. Attendance sheets are also circulated to staff attending the in-depth
three day restorative practice course.

Participant satisfaction survey for in-depth training

A satisfaction survey is to be completed by all staff members attending the in-depth three day
training on restorative practice (8-10 staff members per school). Questions assess whether
participants felt the training was useful, if they feel confident about putting into practice the
skills learnt; if they would recommend the training; and overall how they would rate the
training provided. The survey is informed by the same tool used in the pilot study.

Curriculum implementation log*

The implementation log is completed by the teacher acting as LT curriculum co-ordinator in
each intervention school (or in some cases all teaching staff delivering the curriculum in the
school will complete a form individually, as each school prefers). Curriculum coordinators will
be sent a curriculum log by a member of the evaluation team via email during each term in years
1-2 and in Term 3 in year 3 and asked to complete this and return it to the evaluation team via
email. It reports what units and lessons were delivered, when, in which subjects, for how many
hours and what LT materials (e.g. power points, lesson plans), if any, were used to deliver the
content. Curriculum coordinators will be asked to report if any amendments were made to the
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lesson plans and materials. Where amendments were made, they will be asked whether these
were major or minor amendments. The log is informed by the tool used in the pilot study.

Staff telephone interviews*

Telephone interviews will be conducted with one senior leadership team (SLT) member and
two teaching staff across all intervention and control schools (n=40) at the beginning of year 1.
The key contact liaising with the trial team at each of the 40 schools will be contacted via email
and/or telephone and asked to identify three staff members to participate. Staff members will
thus be chosen based on convenience sample either identified by the key contact or
volunteering in response to a request from the contact. A member of the research team will then
contact selected staff via email to schedule a telephone interview and obtain informed written
consent to participate. No interviews will be conducted in Year 2. In year 3 interviews will be
conducted with one SLT member across all intervention and control schools. Control schools
will be interviewed in Term 1 and intervention schools will be interviewed in the Term 3.

The first part of all interviews (year 1 and 3) will be structured, collecting quantitative data on
staff perceptions of their schools’ organisational approaches and practices. The survey asks a
series of questions which respondent’s rate on a lickert scale of 1 to 4. The questions are aimed
at identifying whether schools use approaches which erode ‘boundaries’: (a) between staff so
that authority is distributed across staff versus concentrating authority among senior staff; (b)
between students so that positive relationships are encouraged and students treated equitably
versus students being divided into groups which may not be treated equitably; (c) between
different areas of school life, so teachers focus on students’ overall wellbeing and development
not merely academic progress; and (d) between the school and its community so that the school
is integrated as opposed to separated from its local community. Responses will be recorded in
writing by the interviewee.

The second part will be semi-structured, collecting qualitative data on staff views about being
involved in the trial; the contexts of schools including, current management priorities, policies
and practices towards bullying and aggressive behaviours; how PSHE and social and emotional
curriculum are delivered; student participation in decision-making; what other relevant
services and practices; staff training; and existing programmes related to health in the school.
These will be audio-recorded.

Telephone interviews with curriculum deliverers (LT curriculum teaching staff)

Telephone interviews will be held in years 1-3 in all intervention schools with one teaching staff
member who is responsible for delivery of the social and emotional curriculum. The curriculum
coordinator at each school will be contacted via email and/or telephone and asked to identify a
member of staff delivering the curriculum to participate. Staff members will thus be chosen
based on convenience sample either identified by the curriculum coordinator or volunteering in
response to a request from the coordinator. The interviews will gather views on the fidelity,
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reach and acceptability of the curriculum, which materials are used, delivery methods, student
responsiveness and contextual barriers or facilitators of delivery. Interviews will also explore
alterations/deviations that may have been made and the reasons for these. These will be audio-
recorded.

Interviews with intervention deliverers

One to one interviews with LT facilitators (n=6) and trainers (n=2) will be conducted in years 1
and 2. Interviews aim to gather views on school responsiveness to intervention activities;
adaptations and deviations made to intended delivery and reasons for this; and barriers and
facilitators to delivery.

Interviews with Action Group members

We will interview two action group members per school annually. A member of the evaluation
team will contact intervention school Learning Together lead co-ordinators and ask them to
identify 2 action group members (staff and/or student) to interview. Identified participants will
be contacted via email and/or phone to schedule a telephone interview (or if possible for
researcher, in person). These will be semi-structured to elicit views on the acceptability of
facilitators, what they like/dislike or barriers/facilitators of action group meetings, how they
might be improved, extent to which actions arising from meetings are cascaded in the school
and general usefulness of meetings in reducing boundaries between staff-students. Interviews
will also explore alterations/deviations that may have been made and the reasons for these.
These will be audio-recorded.

Action group members’ survey

A survey will be circulated to all action group members (year 1-3) in intervention schools to
gather quantitative data on the acceptability, functioning and composition of the action groups.
It asks questions, for example, related to the diversity of staff and students on the action group,
the usefulness of the needs-assessment report; and an empowerment scale. This was informed
by the tool used in the pilot study.

Researcher observations*

We will conduct structured observations of: a number of training sessions so that all schools
(n=20) have been observed at least once in year 1; and one action group meeting at 10
randomly selected intervention schools in years 1-3. Observation records are informed by the
same tools used in the pilot study. Researchers will also keep unstructured diary notes of
observations and discussions when visiting intervention schools.
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Restorative monitoring survey

The purpose of the survey is to examine the extent to which restorative practices are
implemented within the school. The survey is to be completed once per year in term 3 by all
staff who attended in-depth training at each of the intervention schools (8-10 staff per school).
Staff who attended in-depth training will be sent an invitation to complete the survey. We will
collect data on whether those trained in depth in restorative approaches have used restorative
practice to inform their practice in the classroom and elsewhere in school including the use of
affective language, circles, mediation, restorative conferencing, family group conferencing,
community conferencing.

Routinely collected school data (intervention and control)

The following routine individual and school level data will be collected in all intervention, as
well as control schools:

e school attendance will be measured via routine school data on each student expressed
as number of half days absent; for which we will seek students’ informed consent to
access;

o staff attendance will be measured via routine school data on each staff-member

expressed as number of half days absent, for which we will seek staff-members’

informed consent to access;

school-level rates of temporary and permanent exclusions;

total number of staff (by job types) and students;

mean pay of teachers;

number of days lost to staff sickness; and

student educational attainment: this will be assessed by an independent team based at

the University of Manchester drawing on routine data to which we will have access.

These data on schools will also be used to get a more complete picture of school level
characteristics (e.g. staff turnover; staff-student ratio; student attainment figures).

Data collected in case study schools*

Six intervention schools will be selected as ‘case study schools’ to gather in-depth qualitative
data on intervention processes and school context. We intend to conduct focus groups with staff
and students in case study schools, but will also collect other data via interviews with students
for example and school observations. To capture the range of different types of schools in our
overall sample, case study schools were purposively sampled for diversity in terms of:
percentage of free school meals (schools identified as either above or below national average in
2012 for secondary schools, 16.3 %), type of school; the external intervention facilitator
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assigned to the school; and on the extent to which the school was responsive (highly responsive,
somewhat responsive; poorly responsive) to intervention activities, as rated by the intervention

facilitators, three months into the intervention start date.

Table 1: Characteristics of case study schools

Case study Type of school | FSM Intervention School

schools* (N=6) facilitator responsiveness

SCHOOL 1 Voluntary Aided | Above average | JH Somewhat
School (56.7%)

SCHOOL 3 Academy - Above average | RM Highly
Converter (56.3%)
Mainstream

SCHOOL 19 Community Above average ™ Somewhat
School (56.9%)

SCHOOL 22 Academy - Below average | JH Highly
Converter (3%)
Mainstream

SCHOOL 25 Foundation Above average SS Highly
School (74.5%)

SCHOOL 30 Academy - Below average | ]G Somewhat
Converter (5.8%)
Mainstream

*Identifiers are used so that school names remain anonymous

Staff focus groups in case study schools

Each year 1-3, we will undertake one staff focus group in each case study schools, each involving
4-6 members of staff. Staff will be purposively selected by the LT lead contact in each school to
include diversity according to participation in the LT intervention and roles (including senior
leaders, pastoral staff and classroom teachers). Focus group discussions aim to: gather views
and perspectives around intervention pathways/mechanisms (i.e. to get a sense of social change
in the school that has been enabled or constrained by the LT intervention); and to gain an
understanding of how restorative practices are applied and barriers to facilitators to its use.

Student focus groups in case study schools
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Each year, we will conduct two focus groups with students in each case study school,
comprising 4-6 students each. Students will be purposively selected by the LT lead contact in
each school based on the following guidance: one of the focus groups should include 4-6
students who have been directly involved in LT activities (e.g. action group members). The
other focus group should include 4-6 students who are not directly involved in LT. Both groups
should involve students from the study cohort. Each group should reflect the diversity of the
school in term of boys and girls, different ethnic groups and students of varying degrees of
educational engagement. Focus group discussions with students will aim to gather views on
intervention pathways/mechanisms. Focus group discussions will also aim to get a deeper
understanding of the nature of bullying in schools and views on the acceptability and
appropriateness of restorative approaches.

One to one interviews with students involved in restorative practices

One to one interviews will take place with two students at each case study school that have been
involved in restorative practices (e.g. conferencing). The lead contact or pastoral coordinator in
each school will identify students for participation but will be asked to identify a male and
female student where possible. The purpose is to understand processes of restorative practice
and assess acceptability of the approach.
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Appendix 1. Overview of data sources and how they pertain to each domain of evaluation

Overview of data sources for the process evaluation

Table 2: Overview of all data sources for process evaluation

Evaluation data Completed Timing No. of No. of schools Evaluation domain Deviation from LT protocol
by participants | (intervention/ addressed and/or notes
control)
Baseline and Staff and Baseline (year | Approx. N=40 (Int: Student outcomes None
follow-up students 1); 24 month; | N=180 per N=20/Cont: .
surveys 36 month school N=20) Mechanisms
Context
Routinely Routinely End of year 1, | - N=40 (Int: Context None
collected school collected 2,3 N=20/Cont:
data N=20)
(intervention and
control)
Staff telephone Staff (Senior Year 1, 3 Year 1 N=40 (Int: Implementation Deviation: We originally planned to
interviews leaders and N=20/Cont: fidelity acceptability | interview 1 SLT and 2 teaching staff
teaching staff) N=1SLT; N=20) across all 40 schools in all three
N=2 staff Context .
years but no longer intend to do
(Total: N=3) these interviews in year 2 and only
Year 2 have interviews with 1 SLT in year 3.
None
Year 3
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N=1SLT Rationale for deviation: 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.
Some control schools have also
reported overburden following Year
1 interviews, so we have reduced
this in Year 3. Resources are being
re-directed to in-depth case studies
of intervention schools (and away
from superficial data collection
across all schools).

Facilitator diary | Facilitators Approx. half- N=6 N=20 (I) Implementation None
forms termly meetings per fidelity

year

Action Group Staff member | Approx. half- N=6 N=20 (I) Implementation None.
meeting minutes | in AGM termly meetings per fidelity

year

Trainer diary Trainers Year 1 N=2 N=20 (I) Implementation None
forms and fidelity
attendance sheet
Participant Staff Year 1 Approx N=20 (I) Implementation None
satisfaction attending in- N=160-200 fidelity acceptability

depth training in total
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survey for in-

depth training
Curriculum School Years 1-3 N=1 per N=20 (I) Implementation Deviation: We originally intended to
implementation | curriculum school fidelity observe N=1 curriculum session in
log co-ordinator each school but are now logging
. delivery and interviewing
Telephone Staff Years 1-3 N=1 N=20 (I) Implementation . .
) i ) o curriculum leads instead.
interviews with fidelity
curriculum A bil
deliverers (LT cceptability ) ) )
. Rationale: the lead intervention
curriculum . ,
. facilitator advised us that
teaching staff) :
observations would create an
excessive administrative burden for
schools.
Deviation 2: We originally planned
to collect data termly on curriculum
delivery but are in year 3 we are
collecting it only at the end of the
year
Rationale 2: to increase response
rate and decrease participant
fatigue.
Restorative Staff Years 1-3 Approx N=20 (I) Implementation Deviation: We originally conducted
monitoring attending in- N=160-200 fidelity the survey termly but because of
survey depth training o poor response rates changed to an
Acceptability

105




annual (summer term) survey for
year 3.

Interviews with Staff and Years 1-3 N=2 N=20 (I) Implementation None
Action Group students fidelity
members .
Acceptability
Context
Mechanisms
Action group Staff/Students | Year 1-3 Approx N=20 (I) Implementation None
members’ survey | on action N=10 fidelity
rou
group Acceptability
Researcher Researcher Years 1-3 - N=10 (I) Implementation Deviation: Observations to be done
observations fidelity in n=10 schools at random rather
than n=20.
Rationale: resources being
redirected to in-depth case studies
Staff focus group | Staff Years 1-3 N=1 FGD N=6 (I) Acceptability Deviation: Protocol originally
in case study (comprising C specified case studies in n=4 control
schools N=4-6 staff ontext schools; n=4 intervention schools.
each) Mechanisms
Student focus Students Years 1-3 N=2 FGD N=6 (1) Acceptability Rationale: The main purpose of the
groups in case (comprising case studies is to capture data on
study schools N=4-6 Context intervention mechanisms. Case
Mechanisms studies of control schools will not be

informative. Control schools have
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students

also complained about overburden.

each) We have re-directed resources so
o 3 o that we are doing more work in
_ ne tq one . Students Years 1-3 N=12 N=6 (I) Acceptability intervention schools (n=6 schools as
interviews with . .
Context case study sites; conducting 1 focus
students ith staff: and 2 f
- volved in _ group with staff; an ocus groups
nvolved Mechanisms with students in each school.
resto%‘atlv_e Conducting 8 case studies as
pra(;:tlce;m lcase originally intended would also
study schools provide too much data to do in-
depth analysis.
Interviews with Facilitators Facilitators: N=6 - Implementation None
intervention and trainers years 1-2; facilitators; fidelity
deliverers N=2 trainers

Trainers: year
1
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Overview of data sources pertaining to each component of evaluation

Implementation

Table 3: Data sources for RQ on implementation

Data collected Whose Implementation
perspective do — . . y . —
the data Fidelity of form/function Adaptation, drift or Reach and Implementation variation
address? omission acceptability by context

12 month survey Students

24 month survey Students v

36 month survey Students v

Staff telephone Staff v

interviews

Facilitator diaries AGM members v v

AGM attendance sheet AGM members v v

Interviews with AGM AGM members v v v

AGM members survey AGM members v

Trainers’ diaries Trainers v v

Training attendance School staff v v

sheet
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In-depth training School staff v v
satisfaction survey
Curriculum School staff v v v
implementation log
Restorative practice School staff 4 4
monitoring tool
Facilitator interviews Facilitators v v v
Case study school in- Students and 4
depth data staff
Interviews with Facilitators, v v v v
intervention deliverers trainers and
curriculum
teachers
Mechanisms of action
Table 4: Data sources for RQ on mechanisms of action
Data collected Whose perspective do the Mechanisms

data address?

Pre-hypothesised intervention
mediators

Contextual factors that

may affect
implementation

Contextual factors that

modify intervention effects

12 month survey

Students
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24 month survey Students

36 month survey Students

Staff telephone School staff
interviews

Facilitator diaries AGM members
AGM attendance sheet AGM members
Interviews with AGM AGM members
Trainers’ diaries Trainers
Training attendance School staff
sheet

In-depth training School staff
satisfaction survey

Curriculum School staff
implementation log

Restorative practice School staff
monitoring tool

Facilitator interviews Facilitators

Case study school in-
depth data

Students and staff

Interviews with
intervention deliverers

Facilitators, trainers and
curriculum teachers
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Normalisation

Table 5: Data sources for RQ on normalisation

Data collected

Whose perspective do the
data address?

Normalisation

Coherence Commitment Collective action Review progress
12 month survey Students
24 month survey Students
36 month survey Students
Staff telephone 4 v v v
interviews
Facilitator diaries AGM members
AGM attendance sheet AGM members
Interviews with AGM AGM members v v v v
Trainers’ diaries Trainers
Training attendance School staff
sheet
In-depth training School staff
satisfaction survey
Curriculum School staff
implementation log
Restorative practice School staff v v v v
monitoring tool
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Facilitator interviews

Facilitators

Case study school in-
depth data

Students and staff

Interviews with
intervention deliverers

Facilitators, trainers and
curriculum teachers
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Appendix 2. Data analysis methods: Implementation

Standardised components: fidelity of form

We will use the following data sources to examine the extent to which the following
standardised components of LT were implemented with fidelity of form:

Table 6: Data sources to assess: fidelity of form

Intervention component

Data source to assess fidelity of form

Needs assessment Surveys

Research team documentation

Training

Trainer diaries, observations

Action Group meetings

Facilitator diaries, observations, minutes,
interviews with facilitator and Action Group
members

Review of needs data

Facilitator diaries, observations, minutes,
interviews with facilitator and Action Group
members

Development of an action plan based on
needs data

Facilitator diaries, observations, copy of plan,
interviews with facilitator and Action Group
members

Review of policies relevant to aggression and
bullying

Facilitator diaries, observations, minutes,
copy of revised documents, interviews with
facilitator and Action Group members

Rewriting of school rules

Facilitator diaries, observations, minutes,
copy of revised documents, interviews with
facilitator, Action Group members, other
students and staff

Social and emotional skills curriculum

Monitoring data collated by school
curriculum coordinator, interviews with
other students and staff

Data from facilitator and trainer diaries and curriculum implementation log will be entered into
an Excel database that contains fields for standardised intervention features which we examine
(i.e. action groups, social and emotional curriculum, restorative training; revision of school
policies and rules) by school. This will provide a comparative overview of implementation

fidelity.

Table 7: Needs assessment surveys
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Needs
assessment
surveys

Number (and %) of schools

Year 1

Year 2

Year 3

Conducted

Response rate
<70%, 70-79%,
80-89%, 90+%

Table 8: Action group implementation across intervention schools

Action group implementation

Number (and %) of schools

Year 1

Year 2

Year 3

Overall

Size of action group <8, 8-10, >10

Broad cross section of students represented —
yes, somewhat, no

At least six action groups conducted y/n

Attended by senior leader with authority - y/n

Action plan drafted

NAR informed priorities/actions - y/n

School policies have been revised y/n

School rules have been revised y/n

Table 9: Social and emotional curriculum implementation

Social and emotional curriculum
implementation

Number (and %) of schools

Year 1

Year 2

Year
3

Overall

NAR informed curriculum delivery - y/n

Usage of LT materials -always, sometimes,

never

Curriculum delivered to all class groups in

years 8-10 in years 1-3

Number of hours delivered/year - average

Number of units delivered - total number
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Number of lessons delivered - total number

Table 10: All-staff training implementation

Training implementation Number (and %) of schools

Topics covered as self reported in trainer diary- as intended, Year 1
less than, not at all):

What is restorative justice/practice

The importance of language

What we do to challenge bad behaviour/

nature of challenge

The importance of emotions

The importance of listening

Maintaining the relationship after

difficult conversation

Training materials and activities used

Power point slides

DVD

Paired activity

Small group activity

Number of staff attended (as proportion of total number of
school staff)

Table 11: In-depth training implementation

Training implementation Number (and %) of schools

Topics covered as reported by participants attending training | Year 1
- as intended, less than, not at all):

TBA

TBA

Etc.

Locally tailored components: fidelity of function
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We will use the following data sources to examine the extent to which the following locally
tailored intervention components of LT were implemented with fidelity of function:

Table 12: Data sources to assess: fidelity of function

Intervention component

Data source to assess fidelity of form

Other local actions included in Action Plan

Facilitator diaries, observations, minutes,
interviews with facilitator and Action Group
members

Locally decided means of implementing
restorative approaches

Monitoring data on use of restorative
approaches, interviews with facilitator and
Action Group members, staff trained to
deliver restorative approaches

Table 13: Restorative practices implemented

Locally decided implementation of
restorative approaches

Number (and %) of schools

Intervention (n=20 schools)

Overall
implementation

Year 1 | Year 2 Year 3

Use of restorative approaches to inform
classroom management (many times; a few
of times; hardly ever; none )

Circle time/equivalent (many times; a few
of times; hardly ever; none )

Facilitated meetings internal to the school
*(many times; a few of times; hardly ever;
none )

Conferences with participation of external
agencies * (many times; a few of times;
hardly ever; none )

*Respond only if there was conflict in your school to address

Table 14: Other locally decided actions

Implementation of locally decided actions

Number (and %) of schools

Intervention (n=20 schools)
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Year 1 | Year 2 Year 3 | Overall
implementation

Locally decided actions included in action
plan

Locally decided actions informed by NAR
data

All locally decided actions implemented as
planned

As above, we will then draw on qualitative data to explore whether locally decided
implementation of restorative approaches were intentionally tailored to be consistent with the
logic of our theory of change or whether implementation was not carefully thought through or
deviated from the logic of our theory of change.

Reach and acceptability

We will use the following data sources to examine the reach and acceptability of the following
aspects of LT

Table 15: Data sources to assess: reach and acceptability

Intervention Reach Acceptability
component — — —
Quantitative data Quantitative | Qualitative
data data
Needs survey Response rates Question on Focus
2nd needs groups with
assessment students
survey - TBC
Action Groups | Minutes, facilitator | Survey of Interviews
diaries Action Group | with Action
members Group
members
Rewriting Action Group Follow up Focus
school rules minutes student groups with
survey staff and
students
Social and Monitoring data - Focus
emotional skills | collated by school groups with
curriculum
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curriculum staff and
coordinator students
Training in Attendance sheets Satisfaction Focus
restorative survey for in- | groups with
approaches depth staff
training
Implementation | Monitoring dataon | - Focus
of restorative use of restorative groups with
approaches approaches staff and
students
Other locally Action Group - Focus
decided actions | minutes groups with
staff and
students

We will report quantitative data on the reach (actual c.f. intended) and acceptability of each
intervention component in each school. We will analyse qualitative data exploring acceptability
as well as factors which promoted or detracted from intervention reach and acceptability.

Table 16: Students and staff involvement

Data

Number (and %) of schools

Intervention (n=20 schools)

Year 1

Year 2

Year 3

Difference

Students report awareness of intervention
to reduce bullying and aggression in their
school conferences - yes/no/unsure

Students report involvement in rewriting
school rules - yes/no/unsure

Students report involvement in circle time
or conferences - yes/no/unsure

Students report receiving social and
emotional skills curriculum -
yes/no/unsure

Staff report involvement in rewriting school
rules - yes/no/unsure

Staff report use of restorative approaches to
resolve conflict - yes/no/unsure
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Appendix 3. Data analysis methods: Mechanisms of action

Mediation analyses

We will conduct mediation analyses (Baron and Kenny 1986). These will assess whether the
intervention reduces student-student, student-staff and academic-broader learning boundaries,
increases student-centred framing, student commitment to schools’ instructional and
regulatory orders, student life skills and affiliation, and decreases involvement in anti-school
peer groups. We will then assess whether these appear to mediate intervention beneficial
effects on primary and secondary trial outcomes.

Table 17: School-level mediation analysis

Learning Together theory of change
constructs

Originator
scales

Items

Aggregate student perception of staff-
student boundaries

Beyond Blue -
Student
Teacher
relationships
10 item
subscale

My teachers are fair in dealing with
students

There’s at least one teacher or
other adult in this school I can talk
to if  have a problem

[ feel I can go to my teacher with
the things that are on my mind

In this school, teachers believe all
students can learn

In this school, students’ ideas are
listened to and valued

In this school, teachers and
students really trust one another
In this school, teachers treat
students with respect

This school really cares about
students as individuals

Most of my teachers really listen to
what I have to say

Thinking of my teachers this term,
[ really like:

Aggregate student perception of student-
centred framing of school

Beyond Blue -
Participation 6
item sub scale

There are lots of chances for
students at my school to get
involved in sports, clubs and other
activities outside class

Teachers notice when students are
doing a good job and let them
know about it

At my school, students have a lot of
chances to help decide and plan
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things like school activities, events
and policies

Student activities at this school
offer something for everyone
Students have a say in decisions
affecting them at this school
Students at this school are
encouraged to take partin
activities, programs and special
events

Aggregate staff
perception of
staff-student
boundaries

Teacher authority or
teacher-student
collaboration

School policies
and practices
survey

In my school students participate
in decision making

Teachers in this school always
show respect towards students

Students’ views are listened to and
taken seriously by staff in this
school

Teaching strategies at this school
enable students to build their own
knowledge

There are opportunities for
students to take responsibilities for
their own learning in school 2

In this school the senior leadership
team makes decisions without
consulting students

Teacher support for
students across school
or restriction to
classroom

School policies
and practices
survey

Teachers at this school are often
involved in extracurricular
activities

In my school teachers mix with
students at break times

In my school teachers mix with
students at lunch time

In my school, a lot of student
pastoral care is delegated to non
teachers

In my school, teachers avoid
intervening in students disputes
outside the classroom
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Aggregate staff perception of School policies | The school has a system for
academic/broader development boundaries | and practices rewarding students who achieve in
survey non academic areas e.g. sport, arts

Our school provides a broad range
of extracurricular activities for
students (e.g. plays, athletics,
music, dance)

The school
development/improvement plan
has targets related to student
health and wellbeing

School INSET /training days often
focus on student health

The school has a comprehensive
written policy to address student
smoking, drugs or alcohol use

The school teaches a social and
emotional learning curriculum

My school offers a range of non
traditional subjects for students in
years 10 and 11

Aggregate staff | Dividing up or bringing | School policies | Teachers at this school are more

perception of together students and practices interested in the students with
student-student | (learning) survey potential to do well in tests and
boundaries examinations

The school has a system for
rewarding students who work
hard and/or make good progress
even if they do not reach high
standards

Students of similar academic
ability are grouped together for
teaching in most subject areas

This school targets resources on
the students on the borderline of
achieving 5 good GCSEs
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Dividing up or bringing
together students
(discipline and pastoral)

School policies
and practices
survey

My school mixes together students
who are of different ages e.g.
through tutor groups or
extracurricular activities

Certain students in my school are
repeatedly isolated from other
students in response to
misbehaviour

My school has a strong system of
peer mentoring or peer buddying

My school runs conflict resolution
programmes for students

Table 18: Individual-level mediation analysis

item subscale

Learning Together theory of change Originator Items on questionnaire
constructs scales
Student commitment to school regulatory | Beyond Blue - [ feel very different from most
order Sense of students here
belonging 8

I can really be myself at this
school

Other students in this school take
my opinions seriously

[ am encouraged to express my
own views in my class(es)

Most of the students in my
class(es) enjoy being together

Most of the students in my
class(es) are kind and helpful

Most other students accept me as
[am

[ feel I belong at this school

Student commitment_to school
instructional order

Beyond Blue -
student
commitment to
academic values
4 item subscale

[ try hard in school

Doing well in school is important
to me

Continuing or completing my
education is important to me

I feel like I am successful at this
school
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emotions

Student capacity for affiliation SDQ item 4 [ usually share with others (food,
games, pens etc.)
] I am helpful if someone is hurt,
SDQ item 9 L
upset or feeling ill.
[ am kind to younger children.
SDQ item 17
I often volunteer to help others
SDQ item 20 (parents, teachers, children)
[ fight a lot. I can make other
people do what I want.
SDQ item 12
Student capacity | Empathy with others SDQ item 1 [ try to be nice to other people. |
for practical care about their feelings
reasoning
Ability to manage own | SDQ item 21 [ think before I do things

WEMWBS_short
item 4

WEMWBS_short
item 5

WEMWBS _short
item 7

I've been dealing with problems
well

I've been thinking clearly

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

Ability to manage/not
manage conflict

SDQ item 5

[ get very angry and often lose my
temper

Involvement with anti-school peer groups

SRD questions
(adapted)

During the last 3 months at
school, have you/any of your
friends skipped or skived off at
this school?

Have you/any of your friends ever
been temporarily or permanently
excluded from this school?

YDP

Please think about your best
friends who are the same age as
you. How many of them have
been told off, stopped or picked
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up by the police in the last 12
months?

Before undertaking mediator analyses we will assess the reliability of the subscales
used. Baseline analyses suggest that the staff reported scales are not reliable so we will
explore alternative data sources with a view to including these on the staff 24 month
follow up survey.

In addition, to allow identification of unintended pathways, unanticipated pathways and in-
depth exploration of pathways which are too complex and extended to be captured
quantitatively we will draw on interviews with school staff, focus group discussions with
students and staff, interviews with action group members, interviews with facilitators and
researcher observations from case study schools. Note that in some cases, where suitable,
qualitative data may be coded to be assessed via quantitative analysis.

The qualitative data will be analysed using Framework Analysis. Framework analysis allows a
large amount of diverse data to be analysed systematically and is more transparent than most
other qualitative data analysis methods, and supports comparative case analysis. All qualitative
transcripts will be uploaded to NVivo10 and synthesised in matrices. Data will be organised
both by case (individuals clustered by school) and by category. Categories will be developed a
priori by the process evaluation team and informed by hypothesis developed in section 1:
theory of change (see table below for draft categories). The categories may also be refined and
expanded with evidence emerging from the evaluation. Completed matrices thus synthesise our
varied data within broad categories, in preparation for more interpretive analysis. Interpretive
analysis will be guided by principles of ‘grounded theory’ and we will make constant
comparisons and examine deviant cases to refine our analysis.

Examining CMO configuration hypotheses

We will use the following data sources from case study schools to examine the following CMO
Configurations concerned with school and individual characteristics that moderate
implementation

Table 19: Data sources to assess: moderation (context)

Context Enables or Outcome Data
(moderator) | constraints collection
mechanisms:
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School Implementation
already of actions to
aiming to change school
erode staff- boundaries
student

boundaries

School Implementation
already of actions to
aiming to change school
erode staff- boundaries
staff

boundaries

School Implementation
already of actions to
aiming to change school
erode boundaries
boundaries

between

academic and

broader

development

School Implementation
organisational | of any

capacity; staff | intervention
turnover; activities.
stability

Inclusion of Implementation

students with
varying
degrees of
educational
engagement
in LT
activities
including
bullies.

of actions to
change school
boundaries.

Increased
commitment of
disengaged
students.

Students engage in
learning with high
aspirations; more
students connect
to school and avoid
risk; more
students develop
life skills; more
students form
trusting relations.

This leads to the
following
outcomes:

1) Reduced
bullying
and
aggression

2) Improved
quality of
live and
emotional
and mental
health

3) Reduced
substance
use and
sexual risk

4) Reduced
truancy
and school
exclusions

School
policy and
practice
survey.
Fidelity and
staff
acceptability
data.

School
policy and
practice
survey.
Fidelity and
staff
acceptability
data.

School
policy and
practice
survey.
Fidelity and
staff
acceptability
data.

Routine
monitoring
data; School
policy and
practice
survey.
Fidelity
data.

Facilitator
diary forms;
interviews
with AGM.
Fidelity
data.
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Racial Implementation Student
composition of restorative survey.
of students approaches. Fidelity of
restorative
approaches
data.
Socio- Increased Routinely
economic commitment of collected
status of critical mass of data;
students disengaged student
students. survey

Context (moderator): The conditions in which the intervention is introduced that is relevant to
the operation of the mechanism

Mechanism: What is it about the interventions or interventions that bring about effects “active
ingredients”

Outcome: Intended outcomes resulting from the activation of different mechanisms (in different
contexts).

Baseline analyses suggest that the staff reported scales are not reliable so we will explore using
qualitative data from staff and facilitator interviews to categorise schools according to whether
they are already aiming to erode boundaries at baseline.

With only 20 intervention schools we are unlikely to be able to test statistically whether
implementation and effectiveness is significantly better in the types of school contexts set out in
the above CMO configurations, so that these analyses will be qualitative oriented towards
hypothesis building rather than testing.

It is plausible that schools’ capacity to implement standard components of the LT intervention
are also affected by differences their in attitudes and acceptability towards the intervention. So
you might expect for example, that where there is poor action group implementation, schools
are also more likely to disagree with: “the time required by LT is well worth it in improved
student behaviour”. We plan to assess whether standard components of the intervention were
satisfactorily developed and examine this against the list of measures of attitudes/acceptability
towards Learning Together.

Assessing potential harms and underlying mechanisms
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We will examine whether the intervention causes harm both in terms of paradoxical effects on
primary and secondary outcomes as well as in terms of any harmful externalities suggested by
interim qualitative analyses from case study schools.

We will use the following sources of data to examine pre-hypothesised harms

Table 20: Data sources to assess potential harms and underlying mechanisms

focusing on

is student health)
leads to loss of pro-

Hypothesised Mechanisms Outcomes* Data on
harm mechanisms
and outcomes
Perverse Increased Adverse emotional Facilitator diary
effects of boundaries between | and mental health forms (reporting
public sector attainment and outcomes, increased priorities/actions
targets/ broader risk behaviours. from AGM).
measures development to School policies
address attainment and practices
metrics (rather than survey.
eroding them).
Follow up survey
measures.
Perverse Eroding boundaries | Increase in student School policies
effects of and increasing risk behaviours, and practices
reducing student-centred truancy and worse survey. Routine
boundaries learning via attainment results data on
intervention attainment.
practices Interviews with
AGM
Staff focus
groups
Follow up survey
measures.
Perverse Secondary focus on | Increase studentrisk | Routinely
effects of attainment (primary | behaviours collected school
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health and school/high Increase staff data on staff and
well-being achieving students turnover student mobility.

and aggregation of _ _

anti-school De.crease staff well- Interviews with

students; increase being AGM

stress for teachers Staff focus

to implement health groups

related practices;

newly acquired

§kills fror'n Follow up survey

intervention measures.

training
Perverse Restorative process | Increased risk Monitoring data
effects of considered ‘easy’, behaviours (bullying | on use of
restorative reinforcing bad and aggressive). restorative
practices behaviours; approaches.

More students

More teachers labelled as Interview with

delivering problematic leading AGM; focus

restorative practice | to (self-fulfilling groups with

to more students prophecy) increased | students.

(and at higher risk behaviours.

doses).

Follow up survey
measures.

Perverse Reinforcing or Increase in risk Facilitator diary:
effects of anti- | cascading risk behaviours including | AGM
school peer behaviours (via bullying and membership
influences/ group aggregation) | aggression data; Interviews
aggregating with AGM.
students

Monitoring data
on use of
restorative
approaches.

Follow up survey
measures.
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Where we find evidence of harms, we will examine whether these might have arisen through
the mechanisms hypothesised above by assessing whether these harms occur more frequently
in schools characterised by the above processes, as well as via mediator analyses for example
examining student-level involvement in intervention activities.
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Appendix 4. Data analysis methods: Normalisation

We will use qualitative data primarily from our six case study schools in the first two years of
the trial to develop theories and hypotheses about whether and how the above mechanisms are
enabling the normalisation of LT in schools. Thus, as recommended by May and Finch (2009),
we will examine processes of normalisation from the outset of the intervention implementation.
We will then aim to test this emerging theory by using it to predict which schools will most
successfully continue to implement the intervention in the third year of the trial, when schools
are asked to continue using the manual, needs data, action group and curriculum materials to
deliver Learning Together but without access to our external facilitators. Thus the third year
provides a unique opportunity for evaluators to assess normalisation under somewhat ‘natural’
conditions.
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Abstract

Background: Systematic reviews suggest that interventions that address school organisation are effective in
reducing victimisation and bullying. We successfully piloted a school environment intervention modified from
international studies to incorporate ‘restorative justice’ approaches. This trial aims to establish the effectiveness and
cost-effectiveness of the INCLUSIVE intervention in reducing aggression and bullying in English secondary schools.

Methods: Design: cluster randomised trial.

Participants: 40 state-supported secondary schools. Outcomes assessed among the cohort of students in year 8

(n = approximately 6,000) in intervention year 1.

Intervention: INCLUSIVE is a school-led intervention which combines changes to the school environment with the
promotion of social and emotional skills and restorative practices through: the formation of a school action group
involving students and staff supported by an external facilitator to review local data on needs, determine priorities,
and develop and implement an action plan for revising relevant school policies/rules and other actions to improve
relationships at school and reduce aggression; staff training in restorative practices; and a new social and emotional
skills curriculum. The intervention will be delivered by schools supported in the first two years by educational
facilitators independent of the research team, with a third locally facilitated intervention year.

Comparator: normal practice.

Outcomes: primary: 2 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 (ESYTC)
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.

Sample size: 20 schools per arm will provide 90% power to identify an effect size of 0.25 SD with a 5%
significance level.

Randomisation: eligible consenting schools will be randomised stratified for single sex versus mixed sex schools,
school-level deprivation and measures of school attainment.
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Discussion: The trial will be run by independent research and intervention teams and supervised by a Trial
Steering Committee and a Data Monitoring Committee (DMC).

Trial registration: Current Controlled Trials ISRCTN10751359 (Registered 11 March 2014)

Keywords: Bullying, Cluster randomised trial, School intervention, Violence prevention, Adolescent

Background

The prevalence and harms of aggressive behaviours among
youth make addressing them a public health priority [1-4].
The World Health Organisation considers bullying to be a
major adolescent health problem, defining this to include
the intentional use of physical or psychological force against
others [5]. This includes verbal and relational aggression
that aims to harm the victim or their social relations, such
as through spreading rumours or purposely excluding them
[6,7]. The prevalence of bullying among British youth is
above the European average [8], with approximately 25% of
young people reporting that they have been subjected to
serious peer bullying [9]. There are marked social gradients,
with both family deprivation and school-level deprivation
increasing the risk of experiencing bullying [10]. Bullying
most commonly occurs in schools [11,12] and prevalence
varies significantly between schools [13-16].

Being a victim of peer bullying is associated with an in-
creased risk of: physical health problems [17]; engaging in
health risk behaviours such as substance use [18-20];
long-term emotional, behavioural and mental health prob-
lems [21-23]; self-harm and suicide [24]; and poorer edu-
cational attainment [2526]. Students who experience
physical, verbal and relational bullying on a regular basis
tend to experience the most adverse health outcomes [27].
There is also evidence suggesting that childhood exposure
to bullying and aggression may also influence life-long
health through biological mechanisms [28]. The perpetra-
tors of peer bullying are also at greater risk of a range of
adverse emotional and mental health outcomes, including
depression and anxiety [8,13].

Bullying is also often a precursor to more serious violent
behaviours commonly reported by British youth. One UK
study of 14,000 students found that 1 in 10 young people
aged 11 to 12 reported carrying a weapon and 8% of this
age group admitted they had attacked another with the
intention to hurt them seriously [29]. By age 15 to 16, 24%
of students report that they have carried a weapon and 19%
reported attacking someone with the intention to hurt
them seriously [29]. Inter-personal violence can cause phys-
ical injury and disability, and is also associated with long-
term emotional and mental health problems. There are also
links between aggression and anti-social behaviours in
youth and violent crime in adulthood [30,31]. There is
increasing concern because low-level provocation and ag-
gressive behaviours in secondary schools are educationally

disruptive, emotionally harmful, reduce educational attain-
ments and later life-chances, and can lead to more overt
physical aggression over time [32-34]. The economic costs
to society as a whole due to youth aggression, bullying and
violence are extremely high. For example, the total cost of
crime attributable to conduct problems in childhood has
been estimated at about £60 billion a year in England and
Wales [35].

School-based interventions

Reducing aggression, bullying and violence in British
schools has been a consistent priority within recent public
health and education policies [36-38]. The 2009 Steer
Review concluded that schools’ approaches to discipline,
behaviour management and bullying prevention vary widely
and are rarely evidence-based, and that further resources
and research are urgently needed to combat aggressive
behaviours and other conduct problems [34]. There is,
therefore, a pressing need to determine which interven-
tions are effective in addressing bullying and aggression
in schools, and to scale up such interventions across
local and national school networks.

A number of systematic reviews assess school-based in-
terventions to address bullying and aggression. Interven-
tions that promote change across school systems and
addressed different levels of school organisation, that is
‘whole-school” or ‘school environment’ interventions, are
particularly effective in reducing victimisation and bully-
ing than curriculum interventions [39-41]. The effective-
ness of such interventions may be because they address
bullying as a systemic problem meriting an ‘environmental
solution’ [39]. Whole-school interventions are also inher-
ently universal in reach and likely to provide a cost-
effective and non-stigmatising approach to preventing
bullying [40]. This is in keeping with other evidence from
the UK and internationally which shows that schools pro-
mote health most effectively when they are not treated
merely as sites for health education but also as physical
and social environments which can actively support
healthy behaviours and outcomes [42,43].

These school environment interventions thus take a
‘socio-ecological’ [44] or ‘structural’ [45] approach to pro-
moting health whereby behaviours are understood to be
influenced not only by characteristics of individuals, but
also the wider social context. A recent National Institute
of Health Research (NIHR)-funded systematic review of
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the health effects of the school environment found evi-
dence from observational and experimental studies that
modifying the way in which schools manage their ‘core
business’ (teaching, pastoral care and discipline) can pro-
mote student health and potentially reduce health inequal-
ities across a range of outcomes, including reductions in
violence and other aggressive behaviours [43]. Other out-
comes that are improved by school environment interven-
tions include mental health and physical activity and
reduced substance use including alcohol, tobacco and
drugs [43].

School environment interventions that impact on a
range of health risk behaviours including aggression are
likely to be one of the most efficient ways of addressing
multiple health harms in adolescence, due to their poten-
tial for modifying population-level risk as well as their
reach and sustainability [43]. Multiple risk behaviours in
adolescence are subject to socio-economic stratification,
and are strongly associated with poor health outcomes,
social exclusion, educational failure and poor mental
health in adult life [46]. A recent Kings Fund report on
The Clustering of Unhealthy Behaviours Over Time,
emphasised the association of multiple risk behaviours
with mortality and health across the life-course, and the
policy importance of reducing multiple risk behaviours
among young people through new interventions that ad-
dress their common determinants [47].

The INCLUSIVE intervention under trial here has been
particularly informed by two international evidence-based
school environment programmes. First, the Aban Aya
Youth Project (AAYP) is a multi-component intervention,
enabling schools to modify their social environment as
well as delivering a social skills curriculum. This approach
was designed to increase social inclusion by ‘rebuilding
the village’ within schools serving disadvantaged, African-
American communities. To promote whole-school ins-
titutional change at each school, teacher training was
provided and an action group was established (comprising
both staff and students) to review policies and prioritise
actions needed to foster a more inclusive school climate.
For boys, the intervention was associated with significant
reductions in the growth in violence and aggressive behav-
iour [48]. The intervention also brought benefits in terms
of reduced sexual risk behaviours and drug use, as well as
provoking behaviour and school delinquency. Second, the
Gatehouse Project in Australia also aimed to reduce
health problems via changing the school climate and pro-
moting security, positive regard and communication
among students and school staff. As with the AAYP, an
action group was convened in each school, facilitated by
an external ‘critical friend” and informed by data from a
student survey, alongside a social and emotional skills cur-
riculum. A cluster randomised controlled trial (RCT)
found consistent reductions in a composite measure of
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health risk behaviours, which included violence and anti-
social behaviour [49,50].

INCLUSIVE extends the AAYP and Gatehouse inter-
ventions by including ‘restorative justice’ approaches. The
Steer Review in 2009 called for English schools to consider
adopting more restorative approaches to prevent bullying
and other aggressive behaviour to help minimise the
harms associated with such problems [34]. The central
tenet of such approaches is to repair the harms caused to
relationships and communities rather than merely assign
blame and enact punishment. Such approaches have now
been adapted for use in schools and can operate at a
whole-school level, informing changes to disciplinary pol-
icies, behaviour management practices, and how staff
communicate with students in order to improve relation-
ships, reduce conflict and repair harm. An example of
such restorative practice currently employed in schools is
the use of ‘circle time’ to develop and maintain good com-
munication and relationships [51]. Restorative ‘conferen-
cing’ can also be used in schools to deal with more serious
incidents [51].

Restorative approaches have only been evaluated using
non-random designs, although such studies do suggest
that the restorative approach is a promising one in the
UK [52-54] and internationally, particularly when imple-
mented at the whole-school level [55-57]. For example,
in England and Wales, the Youth Justice Board evaluated
the use of restorative approaches at twenty secondary
schools and six primary schools, and reported significant
improvements regarding students’ attitudes to bullying,
and reduced offending, and victimisation in schools that
adopted a whole-school approach to restorative practice.
Restorative approaches thus appear to have the potential
to complement school-environment interventions such
as Aban Aya and the Gatehouse Project. They offer a
highly promising way forward for reducing aggressive
behaviours among British youth. A recent Cochrane re-
view found no RCTs of interventions employing restora-
tive approaches to reduce bullying in schools and
recommended that this should be a priority for future
research [58]. If trialled and found to be effective, such a
universal school-based approach could be scaled up to
reach very large numbers of young people and deliver
significant population-level health improvements.

Findings from the INCLUSIVE pilot study

The evidence above demonstrates that bullying and aggres-
sion are highly prevalent in English schools, and generate
health harms and inequalities, educational and other harms,
and economic costs. While existing systematic reviews sug-
gest ‘whole-school’ interventions are an effective approach
to addressing these problems, the recent Cochrane review
[58] recommends further trials in this area examining re-
storative practices. The INCLUSIVE intervention addresses
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these points and has been successfully piloted, funded for
20 months (July 2011 to February 2013) through a
commissioned funding call from the UK NIHR Health
Technology Assessment (HTA). Criteria were agreed for
progression to a full trial, with further funding for a phase
III trial of a three-year intervention being dependent on a
new funding application. Intervention funding was pro-
vided by the Paul Hamlyn Foundation, the Big Lottery
Fund, and the Coutts Charitable Trust.

We undertook a cluster RCT in eight mixed-sex sec-
ondary schools in London and south-east England, pur-
posively sampled to ensure diversity with regard to
Ofsted rating and rate of eligibility for free school meals
(four intervention, four comparison) with integral
process evaluation. The aim was to assess the feasibility
and acceptability of the INCLUSIVE intervention and
trial methods over one academic year (whereas INCLU-
SIVE was designed as a three-year intervention). The
objectives of the study were to: (1) examine the feasibil-
ity and acceptability of delivering and trialling the inter-
vention according to pre-specified criteria agreed with
the HTA; (2) explore participants’ experiences of imple-
menting and trialling the intervention and how this
varied according to school context to refine the inter-
vention and trial methods; and (3) pilot indicative pri-
mary outcomes (aggressive behaviour measures), other
outcomes and economic evaluation methods.

All pre-specified feasibility and acceptability criteria
were met (objective 1) and the process data indicated
that all intervention components, the trial design and
methods were feasible and acceptable (objective 2).
Qualitative data suggested that student participation
may be a core component in improving relationships
and engagement across the school. Appropriate out-
come measures and economic methods were identified
(objective 3): the Gatehouse Bullying Scale (GBS) and
the Edinburgh Study of Youth Transitions and Crime
(ESTYC) school misbehaviour subscale were acceptable,
discriminating and reliable measures of bullying and ag-
gression in this context. Pilot economic analyses sup-
port the use of the Child Health Utility 9D (CHU9D)
scale with this population and the feasibility of cost-
utility analysis. Analysis of outcomes in the pilot showed
that confidence intervals encompassed potential inter-
vention benefits. There was no evidence of harm.

We were then successful in obtaining further NIHR
funding from the Public Health Research programme
(PHR) to undertake a large-scale cluster RCT to exam-
ine the effectiveness and cost-effectiveness of the IN-
CLUSIVE intervention. Intervention funding was
obtained from the Educational Endowment Fund (EEF),
which also funded an independent evaluation of effects
on educational attainment to be conducted by the Uni-
versity of Manchester.

Page 4 of 14

Research questions

RQI. Is the INCLUSIVE intervention implemented over
three school years more effective and cost-effective than
standard practice in reducing bullying and aggression
among 12- to 15-year olds in English secondary schools?
RQ2. Is the INCLUSIVE intervention more effective
than standard practice in improving students’ quality of
life (QoL), well-being, psychological function and attain-
ments, and reducing school exclusion and truancy, sub-
stance use, sexual risk, National Health Service (NHS)
use, police contacts among students, and improving staff
QoL and attendance and reducing burn-out?

RQ3. What pre-hypothesised factors moderate and medi-
ate the effectiveness of the INCLUSIVE intervention; in-
cluding, do effects vary by socio-economic status and sex?

Methods

The trial is a 3-year cluster randomised controlled trial
with integral economic evaluation and process evaluation
in 40 schools across south-east England, with schools as
the unit of allocation.

Study population

INCLUSIVE is a universal intervention, aimed at all 11- to
16-year olds in participating secondary schools in England.
While the intervention will have effects on the whole
school, our study population of students will be those at
the end of year 7 (age 11 to 12 years) at baseline and at
the end of year 10 at 36-month follow-up (age 14 to 15),
as well as all school teaching and teaching assistant staff.
All students in the school in that year and all teaching
staff will be surveyed at each time-point, not only those
who participated at baseline.

Inclusion/Exclusion criteria
Eligible schools are those:

(i). Secondary schools within the state education system
(including community, academy or free schools, and
mixed or single sex) in south-east England. We will
take the widest definition of a ‘state school’ and will
only exclude private schools, schools exclusively for
those with learning disabilities and pupil referral units.
The latter two will be excluded as it is unlikely that
INCLUSIVE will be appropriate for their populations.

(ii). Ofsted rating (most recent) of ‘requires
improvement’/‘satisfactory’ or better; we will exclude
schools with an ‘inadequate’/poor” Ofsted rating
because such schools are subject to special measures
which are likely to impede INCLUSIVE delivery.

Note there are no inclusion/exclusion criteria for
students.
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Recruitment

Schools will be recruited from secondary schools in Greater
London and the surrounding counties (Surrey, Kent, Essex,
Hertfordshire, Buckinghamshire, and Berkshire) with a
maximum travel time of one hour from the study centres
in London. To aid recruitment, we will partner with exist-
ing schools networks such as the UCL Partners Schools
Network, the Institute of Education Teaching Schools and
schools that are part of our collaborating schools network,
Challenge Partners. We will approach approximately 500
eligible schools, initially by letter and Email with a tele-
phone follow-up, complying with good practice and re-
search governance for undertaking studies within the
education system.

Randomisation

Eligible schools whose head-teacher gives informed writ-
ten consent to participate will be allocated with a 1:1 ra-
tio between intervention and control arms. Stratified
randomisation will be undertaken remotely by the Clinical
Trials Unit (CTU) at the London School of Hygiene &
Tropical Medicine (LSHTM). To promote baseline equi-
valence, we will stratify by key school-level determinants
of violence:

a. Single sex versus mixed sex school.

b. School-level deprivation, as measured by percentage of
students eligible for free school meals (low/moderate 0
to 23%; high >23%, with 23% being the median for
England).

c. School ‘best eight value added’ in GCSE exams
(above and below median for England of 1,000).
Value added (VA) score is a school-level measure of
students’ attainment in public exams adjusting for
their attainment on entry to the school. We use VA
rather than Ofsted ratings for schools as there is
better evidence for VA being associated with
violence rates [59].

Schools will be allocated randomly within each of
these eight strata.
Protecting against selection bias:

(1) School level: the randomisation schedule will be
drawn up once the schools have consented and after
the baseline survey, thus guarding against selection
biases at entry of clusters to the trial. The
randomisation may occur sequentially in groups of
10 schools, should there be any delays with baseline
surveys in some schools. As with most social
intervention trials, schools, their students, teachers
and other staff cannot be ‘blinded’ to allocation
status. However, fieldwork staff will be blinded to
allocation as will data-input staff. Analysis of follow-
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up quantitative data will be undertaken blind to
allocation.

Retention of control schools will be maximised by
ensuring regular senior liaison and provision of
participation incentives (£500 per school).

(2) Student level: we had very high student participation
in our pilot study: 96% of eligible at baseline and
93% at follow-up. To minimise bias, we will use in-
school, mail and telephone contacts to try to include
all enrolled students absent at either baseline or
follow-up questionnaires. Note we will not attempt
to follow-up students who have left the school.

A flow chart of recruitment and intervention and con-
trol treatment is shown in Figure 1.

Intervention and comparison groups:

1. Intervention:

The INCLUSIVE intervention is intended principally to
augment rather than to replace existing activities (for ex-
ample, training, curricula, and so on) in intervention
schools. However, it is intended to replace existing non-
restorative disciplinary school policies and practices where
restorative approaches are deemed by the action group to
be more appropriate.

The facilitated phase provides the following inputs:

i). Annual surveys of local needs and assets (including
bullying, aggression, prevalence and determinants)
and progress in addressing these.

ii). Support from an external expert education
facilitator trained in facilitating INCLUSIVE.

iii). Social and emotional learning curriculum resources.

iv). Staff training in restorative practices provided by
the education facilitators and comprising a short
introduction and subsequent half day for all staff
(focused on introducing them to restorative
practices, such as ‘circle-time, to promote positive
relationships and communication, plus enhanced
three-day training course in restorative practices
targeting five to ten staff at each school, including
training in formal ‘conferencing’ to deal with more
serious incidents via bringing together students,
parents and/or staff.)

These inputs will enable schools during all three years to
convene an action group, which comprises (at a minimum):

1. Six students

2. Six staff, including at least one Senior Management
Team (SMT) member and one member of each of
the teaching, pastoral and support staff

Membership from specialist health staff, such as the
school nurse and/or local child and adolescent mental
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40 schools recruited to the study
All students in Year 7 sent parental opt-out information sheets

Baseline survey data collected from students and teachers

U

Randomisation of 40 schools to either
intervention or control arm

L

L

Intervention

Needs assessment from baseline survey
fed back to schools at beginning of
intervention year 1

Facilitated intervention delivered for
two consecutive school years

Control

Normal practice continues.

24 month survey conducted at end of
intervention year 2

Intervention

Needs assessment from 24m survey fed
back to schools at beginning of
intervention year 3

Schools deliver unfacilitated
intervention for 1 school year

Lk

Control

Normal practice continues.

L

intervention year 3

36 month survey conducted at end of

Figure 1 Flow chart showing intervention and control treatment.

health services staff, are desirable but optional. The action
group must meet at least six times per school year (that is
approximately once every half-term).

The action group develops an action plan that coordi-
nates delivery of the following intervention outputs:

i). Reviewing and revising school riles and policies
relating to discipline, behaviour management and
staff-student communication.

ii). Implementing restorative practices throughout the
school. Restorative practices include ‘circle-time’
(which brings students together with their teacher
during registration periods or other lessons to
maintain good relationships, or be used to deal
with specific problems) and ‘conferencing’ (used to

=

deal with more serious incidents and brings
together relevant staff, students, parents and,
where necessary, external agencies).

i). Additional taifored actions to address local priorities.
iv).

Delivering the social and emotional skills curriculum
for years eight to ten. The curriculum targets students
in years eight to ten who receive five to ten hours
teaching and learning per year on restorative practices,
relationships, and social and emotional skills based on
the Gatehouse Project curriculum. The curriculum is
designed as a set of learning modules which schools
can address using our own or existing materials if these
aligned with our curriculum. Modules cover:
establishing respectful relationships in the classroom
and the wider school; managing emotions;
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understanding and building trusting relationships;
exploring others’ needs and avoiding conflict; and
maintaining and repairing relationships. Informed by
the needs-assessment data, schools will tailor the cur-
riculum to their needs and could deliver modules ei-
ther as ‘stand-alone’ lessons, for example within
Personal, Social and Health Education (PSHE),
and/or integrated into various subject lessons (for
example, English).

The intervention enables local tailoring, informed by the
needs survey and other local data sources. These locally
adaptable actions occurred within a standardised overall
process with various core standardised intervention ele-
ments, such as the staff training in restorative practices;
review and revision of school rules and policies; and the
social and emotional skills curriculum. This balance of
standardisation and flexibility is a common practice in
complex interventions, enabling a balance between fidelity
of the core components with local adaption [60]. This al-
lows schools to build on their current good practice, and
also encourages students and staff to develop ownership
of the work, which may be a key factor in intervention ef-
fects. To support this, the facilitator works with schools to
ensure all members of the action group are supported to
identify and undertake locally determined actions to im-
prove the school environment.

Internally facilitated intervention year: the third inter-
vention year will be identical to the externally facilitated
intervention described above, with the exception that
there will be no provision of external facilitation. One of
the roles of the external facilitator over the two facili-
tated years will be to ensure the school action group
and SMT develop the capacity to undertake this internal
facilitation in the third year.

2. Comparator - control schools:

Schools randomised to the control group will con-
tinue with normal practice for the school in question
and receive no additional input. They will be provided
with £500 (to cover administrative costs and/or provide
cover for staff involvement in organising data collec-
tion) and at the end of the study be offered a brief report
of the survey data collected at the school. Control
schools are free to engage in actions to reduce bullying
and aggression but the contract signed with head-
teachers will preclude their engaging in a facilitated
whole-school programme similar to INCLUSIVE during
the period of the trial. We will examine control schools’
policies and practices related to bullying and aggression.

Endpoints of the study

Primary outcomes

The primary outcome will be an assessment of experi-
ence of violence and bullying measured using 2 scales at
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36 months through student survey self-reports. As is
conventional in trials of interventions addressing vio-
lence and aggression in schools, we will rely on self-
reports from students, rather than observations or
teacher reports, because of the impracticality and greater
likelihood of bias respectively of the latter two. The pri-
mary outcomes measures include one measure of bully-
ing victimisation and one measure of perpetration of
aggressive behaviours that were shown to be reliable and
valid in our pilot study:

a. Gatehouse Bullying Scale (GBS). The GBS [49] is a
short, reliable tool to measure the occurrence of
bullying victimisation in schools. This measure was
designed by one of our collaborators (LB) and has
been shown to be related to other measures of social
attachments, school engagement, and anxiety and
depressive symptoms. The scale has 12 items, and
asks about being the subject of recent teasing,
name-calling, rumours, being left out of things and
physical threats or actual violence from other stu-
dents in the last 3 months. Each section asks about
the recent experience of that type of bullying (‘yes’
or ‘no’), how often it accurred, and how upset the
student was by each type of bullying [49,61].

b. Edinburgh Study of Youth Transitions and Crime
(ESYTC) school misbehaviour subscale. The ESYTC
measures several domains of violence and aggression
at school [62].

Secondary outcomes
These will include our aggression/bullying measures
(GBS and ESYTC) measured at 24 months and other
outcomes measured at both 24 and 36 months:

(i) Student-self-report outcomes: these will be mea-
sured through student survey self-reports:

1. Paediatric quality of life inventory (PedsQL) version
4.0 will be used to assess overall QoL. The 30-item
PedsQL [63] has been shown to be a reliable and
valid measure of QoL in normative adolescent popu-
lations. It consists of 30 items representing five func-
tional domains: physical, emotional, social, school
and well-being, and yields a total QoL score, two
summary scores for ‘Physical Health’ and ‘Psycho-
social Health’ and three subscale scores for ‘Emo-
tional, ‘Social; and ‘School’ functioning.

2. Psychological function and well-being;

a. The Strengths and Difficulties Questionnaire (SDQ)
[61] is a brief screening instrument for detecting
behavioural, emotional and peer problems and pro-
social strengths in children and adolescents. It is
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brief, quick to complete, and validated in national
UK samples.

b. Short Warwick-Edinburgh Mental Well-Being Scale
(SWEMWBS) [64] is a seven-item scale designed to
capture a broad concept of positive emotional well-
being including psychological functioning,
cognitive-evaluative dimensions and affective-
emotional aspects, with a total “Well-Being Index’
generated.

3. Risk behaviours;

m

. Substance use. Validated age-appropriate questions
taken from national surveys and/or previous trials will
be used to assess smoking (smoking in previous week;
ever smoked regularly), alcohol use (use in previous
week; number of times really drunk; binge drinking)
and illicit drug use (last month; lifetime use).

b. Sexual risk behaviours: age of sexual debut and use

of contraception at first sex may be examined by

measures used in the Ripple trial [65]. We will
consult with schools about the acceptability of
asking these questions at follow-up (year ten).

4. Use of NHS services: self-report use of primary care,
accident and emergency, other service in past 12 months.

5. Contact with police will be assessed using the Young
People’s Development Programme (YPDP) evaluation
measure [66], which asks whether the young person has
been stopped, told off, or picked up by the police in the last
12 months.

(ii) Student-level data collected from schools:

1. School attendance will be measured via routine school
data on each student expressed as number of half days
absent; for which we will seek students’ informed
consent to access.

2. Educational attainment: this will be assessed by an
independent team based at the University of
Manchester drawing on routine data.

(iii) Individual staff-level outcomes. We will measure
the following secondary outcomes through survey self-
reports from teachers and teaching assistants:

1. Staff attendance will be measured via routine school
data on each staff-member expressed as number of
half days absent; for which we will seek staff-
members’ informed consent to access.

2. Staff QoL will be measured using the Short Form
(SF)-12 version 2 Health Survey [67], a brief well-
validated measure of adult health-related QoL.

3. Staff stress and burnout will be measured using the
Maslach Burnout Inventory [68], an established scale
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which uses a three-dimensional description of ex-
haustion, cynicism, and inefficacy.

(iv) School-level outcomes: routinely-collected data on
school rates of temporary and permanent exclusions.

Student surveys will be conducted in exam conditions
in schools, maximizing privacy. All students in the school
in that year and all teaching and teaching assistant staff
will be surveyed at each time-point, not only those who
participated at baseline. Paper-based questionnaires will
be completed confidentially in a 45-minute class session
devoted to the purpose. Field workers will supervise the
class completing the questionnaire, with the teacher
present (for disciplinary purposes) but unable to see the
questionnaires. The field-workers will assist students with
questions that they do not understand and ensure stu-
dents complete as much of the questionnaire as possible.
Note that students with mild learning difficulties or with
limited command of written English will be supported to
complete the questionnaires by fieldworkers.

We will ask students in intervention schools involved in
qualitative interviews whether their reporting (as opposed
to their experience) of bullying and aggression might have
been affected by the intervention.

Power and sample size

The average English school has approximately 190 stu-
dents per year, although this varies across schools. A
systematic review of school-based secondary preventive
interventions to prevent violence [69] reported a pooled
effect size of 0.41 on measures of aggressive behaviour.
Effect sizes for aggressive behaviour from similar inter-
ventions approximate 0.3 to 0.4 SDs in males. Recent
data from three large UK school cohorts [70] suggest
that intra-cluster correlation coefficients (ICC) for
aggression and bullying outcomes vary between 0.01
and 0.03

We propose to recruit sufficient participants to detect
a difference between groups of 0.25 SD with 90% power
and a 5% level of significance. This is considered to rep-
resent a moderate size of effect and in line with the ef-
fect sizes seen in the literature.

Conservatively, taking an ICC of 0.04 and 150 students
per school, a trial involving 20 schools per arm will pro-
vide 90% power to identify an effect size of 0.25 SD with a
5% significance level. If two schools per arm (that is 10%)
were to be lost to follow-up over the course of the trial,
we would still have 80% power to detect an effect size of
0.25 SD.

The total student sample size will be approximately
6,000. As we will be surveying all young people in the
relevant school year at each follow-up, this sample is
likely to remain similar across the study.
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Economic evaluation

The aim of the economic evaluation is to assess the costs,
consequences and cost-effectiveness of the INCLUSIVE
intervention compared with standard school-based prac-
tices for managing aggression.

The primary economic evaluation will take the form of a
within-trial cost-consequence analysis, with a secondary
analysis that will report relative cost-utility with health out-
comes expressed in terms of Quality-Adjusted Life-Years
(QALYs), as recommended by the National Institute for
Health and Care Excellence (NICE)'s public health methods
guidance.

This NICE guidance also recommends that the base-
case cost-effectiveness estimate is presented from a
public sector perspective as this allows the costs and
benefits of more than one central/local government
body to be taken into account. This statement is par-
ticularly pertinent to INCLUSIVE as the costs of imple-
menting it are likely to fall on the educational sector, yet
there are potential cost implications for sectors such as
the NHS, the police and the judiciary through reduced
anti-social behaviour.

The costs to the education sector include cost of the
facilitator to deliver the intervention and the cost of
staff time. The facilitator costs for the delivery of the
intervention will be collected using log sheets. The im-
pact on staff time for training and delivering bullying
policy will be obtained as part of the process evaluation.
It is possible that the intervention might offset some of
the staff time related to dealing with pupil aggression or
bullying behaviour and this will be captured as part of
the teacher survey. It might also impact on teacher
health and we will capture this by valuing the number of
days off work, which will be captured as a secondary
outcome measure. The implications for NHS resource
use and policing will be identified with specific ques-
tions in the student survey and valued accordingly. The
time horizon will capture costs and outcomes within
the trial.

Changes in health-related QoL (as expressed using
QALYs) will be measured from the study participants’
(that is student’s/teacher’s) perspective.

The Child Health Utility (CHU) 9D measure (CHU-
9D) [71] will be used to assess student’s health-related
QoL as part of the economic evaluation. The CHU-9D
is a validated age-appropriate measure that was expli-
citly developed using children’s input and has been sug-
gested to be more appropriate and function better than
other health utility measures for children and adoles-
cents. For teachers, we will use the SF-12 for this pur-
pose [67]. Student and teacher utility values will be
collected (at baseline and at follow-up surveys at 24 and
36 months) using the CHU-9D and by converting the
SE-12 questionnaires respectively.
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Process evaluation

Data will be used to examine intervention implementa-
tion and receipt and examine possible causal pathways
in order to facilitate interpretation of outcome data. In
line with Medical Research Council (MRC) guidance on
complex interventions, this component of the trial will
also enable refinement of the intervention logic model.
Informed by existing frameworks, the process evaluation
will examine the following:

Trial context

We will assess the context within the intervention and
control arms, including what other relevant services and
practices operate, such as the nature of school discipline
systems, staff training, social skills curricula and student
participation in decision-making. This will draw on an-
nual: interviews with intervention facilitators (n=5);
telephone interviews with action-team members (n=2
per school) in intervention schools; interviews with the
Senior Leadership Team (SLT) (n=1 per school) and
other staff (n =2 per school) in intervention and control
schools; and 2 focus group discussions (FGDs) with stu-
dents and one FGD with staff in 8 randomly selected
intervention and control schools (purposively sampled
by students participation, gender and age and staff par-
ticipation and role), which will also allow us to explore
mechanisms of actions.

Trial arm fidelity

We will assess the fidelity with which INCLUSIVE is de-
livered in each school. In addition to the above sources,
we will draw on: annual structured quantitative re-
searcher observational data of a random selection from
each school of one action team meeting (n = 20), staff
training (n=20) and one curriculum session (n =20);
structured diaries of action team meetings and staff
training maintained by intervention facilitators in each
school; qualitative data from action-team minutes (from
10 randomly selected schools in the full trial). We will
assess fidelity and acceptability rates for each facilitator.

Participation, reach and dose

We will assess the extent to which students and staff are
involved in or in receipt of intervention processes and
outputs. This will draw on quantitative data from 24-
and 36-month follow-up surveys of students, staff and
action group members. The last of these will also assess
the extent to which members felt empowered to partici-
pate in decision-making using a modified version of the
Learner Empowerment Scale [72].

Reception and responsiveness
We will assess the experiences of participation in IN-
CLUSIVE and in school environments shaped by this, to
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assess acceptability and any barriers or facilitators to
this. This will draw on the annual interviews with
action-team members (n=2 per school) in intervention
schools; interviews with SLT (n = 2 per school) and other
staff (n=2 per school) in intervention and control
schools; and FGDs with students in 8 randomly selected
intervention schools described above.

Intermediate outcomes

To assess possible intervention causal pathways and exam-
ine whether these mediate intervention effects in order to
assess and refine our logic model, we will use two measures
that examine students’ perception of the school environ-
ment and their connection to the school:

a. Beyond Blue School Climate Questionnaire
(BBSCQ) [73] which will be used to measure
students’ perceptions of the school climate. [t
consists of twenty-eight items which produce an
overall score and also assesses four key domains of
school climate (subscale): supportive teacher rela-
tionships, sense of belonging, participative school
environment, and student commitment to academic
values.

b. Student reports of anti-school actions will be
assessed using the ESYTC Self-Reported Delin-
quency (SRD) subscale. Involvement with anti-
school peer groups will be assessed using a single
item measure previously used in the YPDP evalu-
ation measure.

Analyses

Outcome analyses

All primary analyses will be carried out according to the
principle of intention-to-treat (ITT) and using multilevel
modelling to take into account clustering at the school
level. The primary analysis will be a repeat cross-
sectional analysis that includes data from all students at
both time points for two main reasons: (1) the interven-
tion is a whole school intervention and, based on a
school-level theory of change, is expected to impact on
all pupils, not just on those pupils who were present at
baseline; (2) the literature suggests that in cluster rando-
mised trials, when migration into or out of the clusters
is high over time, the baseline cohort may not remain
representative of the cluster and therefore repeated
cross-sectional analysis is preferred to minimise bias.
Based on our pilot data and existing research on student
mobility, we anticipate student turn-over of up to 25%
in some schools over 36 months. Because of this we will
use multilevel analyses that include all students at all
time-points, which essentially provides a repeat cross-
sectional analysis with a nested longitudinal cohort.
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Data will be analysed by appropriate multivariate regres-
sion models, fitting pre-hypothesised potential con-
founders as covariates. Note that data on ethnicity and
socio-economic status will be collected by self-report from
students. Both primary outcomes will be fully analysed
and reported separately, using separate multi-level models.
A small number of secondary analyses based on explicit
hypotheses, for example, subgroup effects/causal pathway
analyses will be specified in advance. These secondary
analyses will include a longitudinal analysis of pupils
present at both baseline and follow-up, with further ana-
lyses using individual-level baseline data to explore the
implications of missing individual-level outcome data.

Secondary analyses will include staff outcomes and will
be carried out according to the principle of ITT using the
same approach to modelling as described for the student
outcomes. Secondary analyses will also examine modera-
tors and mediators. We will examine whether intervention
effects are moderated by individual-level gender and
socio-economic status measured using the Health Behav-
iours in School-aged Children (HBSC) Family Affluence
Scale [74] and sex, as well as by school-level stratifying
factors (single sex versus mixed sex school; school-level
deprivation; value added strata); and facilitator, though
these analyses may be underpowered. We will examine
whether intervention effects are mediated by process and
intermediate outcome measures. Other such analyses will
be informed by hypotheses derived from analysis of quali-
tative data.

Economic analyses

The primary economic evaluation will be a cost-conse-
quence analysis. We will undertake a cost-utility ana-
lysis as a secondary analysis. These analyses will be
linked and use of both is consistent with NICE methods
guidance for evaluating public health interventions. We
propose using a multi-level modelling approach with
random intercepts to estimate the mean and standard
errors for both cost and effects along with the covari-
ance matrix. From these data mean incremental net
benefit and confidence intervals will then be estimated.
Missing data will be handled using multiple imputation.

Process evaluation analyses

Qualitative data will be entered into the data analysis
package NVivo (QSR International (UK) Limited,
Vanguard House, Keckwick Lane, Daresbury, Cheshire,
WA4 4AB, United Kingdom, Telephone: +44 (0) 1925 357
960) which will be used to manage and code data. Qualita-
tive data from the process evaluation will be subjected to
a thematic content analysis. Codes will be applied to tran-
scripts, which identify key themes and how these inter-
relate in order to develop an analytical framework. Each
transcript will be coded to indicate the type of participant,
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school and date, allowing analytical themes to be explored
in relation to different groups’ experiences and to compare
processes across schools. Drawing on methods associated
with ‘grounded theory, we will make constant compari-
sons and examine deviant cases to refine our analysis.
Analysis will explore implementation and receipt and con-
textual factors affecting these, as well as potential causal
pathways in order to develop hypotheses to examine in
secondary moderator and mediator analyses. Additionally,
quantitative data from surveys and observations will be
used in analyses of intervention fidelity and reach using
simple descriptive statistics.

Ethical issues

The study has been approved by the Institute of Education
Research Ethics Committee (18/11/13 ref. FCL 566) and
the University College London Research Ethics Commit-
tee (30/1/14, Project ID: 5248/001).

Consent

Written consent will be obtained at school level (head-
teacher) for random allocation and for intervention, and
at the individual student, staff and intervention facilita-
tor level for data collection. For students, written age-
appropriate information sheets will be provided in class
one to two weeks before the baseline survey, together
with oral explanation by teachers. Written consent will
be required from all participating young people, which
will be collected immediately before conducting the
baseline survey. Young people will also be asked to take
home written information sheets for parents. Parents
who do not wish their child to participate will be asked
to notify this opt-out in writing using a prepared form.

Confidentiality
All information collected during the trial will be kept
confidential and adhere to the 1998 Data Protection Act.

Risk, burdens and benefits

Benefits

If successful, the INCLUSIVE intervention will result in
the following benefits:

1. Reduction of bullying and aggression which will be
of benefit to all participants, the whole school, local
communities and society in general.

2. Reduction in other health-risk outcomes (for ex-
ample, substance use) and improvements in mental
health, emotional well-being and QoL.

3. Reduction in costs to society related to bullying and
aggression. These include reductions in NHS costs
(related to violence and mental health problems),
and in social costs including costs within the justice
system.
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4. Benefits to school staff through increased access to
restorative training and an improved school
environment, which may improve staff well-being
and QoL.

5. Benefits to students who participate in the
intervention, through opportunities for learning and
improved self-efficacy.

Risks

There are no anticipated risks to participants or to schools.
However, as in all interventions, there may be unanticipated
risks. Harms will be assessed through examination of out-
comes at 24 and 36 months. An independent Data Moni-
toring Committee (DMC) will examine any potential harms
at 24 months. If any major harms are detected, the DMC
will inform the Trial Steering Committee (TSC) who will
decide what action should be taken.

It is possible that our approach may be ineffective, and
its introduction in trial schools may prevent the use of
more effective techniques to reduce aggression. Al-
though some educational interventions to raise aware-
ness of risk behaviours during adolescence have been
shown to increase participation in these behaviours, we
believe this is extremely unlikely in the case of this study
because as our approach is based upon what is shown to
be effective in systematic reviews. Because of the above,
we believe that risks are minimal and that benefits justify
the risks.

Study governance

Trial documentation

Relevant trial documentation will kept for a minimum of
15 years.

Trial registration and conduct

The trial is registered with www.controlled-trials.com
(ISRCTN 10751359); note that the ISRCTN for the pilot
study was 88527078, As the trial is not within clinical
settings nor using clinical samples nor using a medicinal
product, there is no requirement to comply with the
“The Medicines for Human Use (Clinical Trials) Regula-
tions 2004". We will follow the UK MRC Guidelines on
Good Clinical Practice in Clinical Trials. Note that the
chief Investigators (CI) and the majority of the other in-
vestigators have been trained in Good Clinical Practice
for clinical trials.

Sponsor
The UCL Institute of Child Health, the employer of one
of the ClIs, will act as the sponsor of this trial.

TSC: the trial will be overseen by a TSC, including an
independent chair (Professor Laurence Moore, University
of Glasgow), at least two other independent members,
Patient and Public Involvement representatives including
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young people and teachers involved in our pilot study,
and an investigator representative of each institution in-
volved in the research. Observers from the PHR
programme will be invited to all TSC meetings. The TSC
will meet six-monthly throughout the trial.

Data Monitoring Committee (DMC)

A DMC will be established independent of the investiga-
tors and of the TSC, but reporting to the TSC and (via the
TSC) to the sponsors and the HTA programme. This will
consist of an independent chair, a senior statistician and at
least one other senior academic independent of the inves-
tigators. This will meet approximately yearly during the
study. The DMC will monitor data for quality and com-
pleteness. Data quality, follow-up and trial monitoring will
be facilitated through the development of a trial-specific
database, including validation, verification, monitoring
and compliance reports and follow-up report functional-
ities. The DMC will examine the results of an interim ana-
lysis at 24 months to consider any potential harms.

Study management

Russell Viner (RV) will direct the study together with
Chris Bonell (CB) as co-CI. The intervention and re-
search teams will be functionally independent. The re-
search team will be managed by RV, CB and Anne
Mathiot (AM), the trial manager. CB will direct the
process evaluation.

The trial manager will have day-to-day responsibility
for the conduct of the trial and the operations of the re-
search team. The trial manager will report to the Cls
and to a trial management group made up of RV, CB,
AM together with the lead study statistician Elizabeth
Allen (EA) and the lead for the intervention team, Meg
Wiggins (MW). The trial management group will meet
monthly throughout the study, and report to the Scien-
tific Steering Committee (SSC) made up of all named in-
vestigators, The SSC will meet four- to six-monthly
throughout the trial. Responsibility for data integrity and
analysis will be held by the Clinical Trials Unit (CTU) at
the London School of Hygiene & Tropical Medicine
(LSHTM) (Diana Elbourne and EA). Responsibility for
economic evaluation will be held by Richard Grieve at
the LSHTM.

The intervention team will be managed by MW at the
Institute of Education, together with Miranda Perry (MP),
the intervention educational consultant who will direct
day-to-day operation of the intervention and coordinate
the educational facilitators.

Discussion

The INCLUSIVE trial is part of a growing number of clus-
ter randomised trials related to health but conducted
within the education system in the UK. We have built
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upon evidence from US and Australian studies, modified
the intervention to include restorative justice elements
and shown feasibility and acceptability in a pilot study.
This full trial of the INCLUSIVE intervention is a prag-
matic ‘realist’ trial, evaluating not only the facilitated inter-
vention (for the primary outcome) but also a further year
of the intervention when continued by schools without ex-
ternal facilitation.

A number of elements of the trial will aid generalis-
ability and scalability if shown to be effective. We have
included a very wide range of participating schools, in-
cluding all but schools whose current functioning we
judge to be too low to be able to implement or benefit
from the intervention. The intervention is flexible and
can be tailored to each school’s needs and we have part-
nered with a number of school networks to facilitate fu-
ture scalability.

Funding was obtained from both the health sector
(through the National Institute of Health Research) and
the education sector (the Education Endowment Fund).
Each is funding separate teams to undertake the research
(health sector) and the intervention (education sector).

The trial will be overseen by an independent TSC and
DMC appointed by the main funders (NIHR)

Trial status

At time of submission (2 June 2014) the trial has recruited
all schools and is currently recruiting and surveying stu-
dents for the baseline survey. Schools will be randomised
after all baseline data are collected.
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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 IIl 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.

QOutcomes:

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 (ESYTC)
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)
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(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.

Keywords: Bullying, Cluster randomised trial, School intervention, Violence prevention, Adolescent

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 protacol originally included conducting interviews
with 1 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 contral) in year

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

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 an 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 schoals 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 (# = 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 # = 2 students involved in restorative practice
sessions per year in each case study school”

Abbreviations

CDC: Centers for Disease Control and Prevention; DMC: Data Monitoring
Committee; ESTYC: Edinburgh Study of Youth Transitions and Crime;
GRS: Gatehouse Bullying Scale; TSC: Trial Steering Committee
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Effects of the Learning Together intervention on bullying
and aggression in English secondary schools (INCLUSIVE):
a cluster randomised controlled trial
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Summary

Background Bullying, aggression, and violence among children and young people are some of the most consequential
public mental health problems. We tested the Learning Together intervention, which involved students in efforts to
modify their school environment using restorative practice and by developing social and emotional skills.

Methods We did a cluster randomised trial, with economic and process evaluations, of the Learning Together
intervention compared with standard practice {controls) over 3 years in secondary schools in south-east England.
Learning Together consisted of staff training in restorative practice; convening and facilitating a school action group;
and a student social and emotional skills curriculum. Primary outcomes were self-reported experience of bullying
victimisation (Gatehouse Bullying Scale; GBS} and perpetration of aggression (Edinburgh Study of Youth Transitions
and Crime (ESYTC) school misbehaviour subscale) measured at 36 months. We analysed data using intention-to-treat
longitudinal mixed-effects models. This trial was registered with the ISRCTN registry (10751359).

Findings We included 40 schools (20 in each group); no schools withdrew. 6667 (93-6%) of 7121 students participated
at baseline and 5960 (83-3%) of 7154 at 36 months. Mean GBS bullying score at 36 months was 0- 34 (SE 0-02) in the
control group versus 0-29 (SE 0-02) in the intervention group, with a significant adjusted mean difference (-0-03,
95% CI —0-06 to —0-001; adjusted effect size —0-08). Mean ESYIC score at 36 months was 4-33 (SE 0-20) in the
control group versus 4-04 (0- 21) in the intervention group, with no evidence of a difference between groups (adjusted
difference —0-13, 95% CI —0-43 to 0-18; adjusted effect size —0-03), Costs were an additional 58 per pupil in
intervention schools than in control schools.

Interpretation Learning Together had small but significant effects on bullying, which could be important for public
health, but no effect on aggression. Interventions to promote student health by modifying the whole-school
environment are likely to be one of the most feasible and efficient ways of addressing closely related risk and health
outcomes in children and young people.

Funding National Institute for Health Research, Educational Endowment Foundation.

Copyright © 2018 The Author(s). Published by Elsevier Ltd. This is an Open Access article under the CC BY-NC-ND
4.0 license.

Introduction key focus of initiatives to improve young people’s mental

INCLUSIVE): a cluster randomised

Bullying, aggression, and violence among children and
young people are among the most consequential public
mental health problems.”* WHO defines bullying as the
intentional use of physical or psychological force against
others,’ and violence as the intentional use of physical
force against oneself or others Aggression consists of
hostile or destructive behaviour, and is a common part of
bullying or violence. Bullying is more prevalent among
British young people’ than in other western European
countries,® with cyber-bullying becoming one of the most
commeon forms.” Childhood exposure to bullying and
violence results in multiple physical and mental health
harms in childhood and in adult life,** as well as lower
educational attainment.”® Prevention of bullying and
violence is therefore a major priority for public health
and education systems internationally* with schools a

health and wellbeing.” A challenge is to address these
inter-related Dbehaviours using single coherent inter-
ventions rather than overburdening busy schools with
multiple interventions.

‘We developed and piloted a school-based intervention
based on the three most promising approaches to
reducing bullying and other health risks. The first are
whole-school interventions aiming to modify overall
school policies and systerns rather than merely to deliver
classroonrbased lessons addressing bullying or other
outcomes.” A key element of many such interventions is
to increase student engagement with school as a social
determinant of health, particularly for the most socially
disadvantaged students.® Systematic reviews and trialg
suggest that such approaches reduce risk behaviours
including violence and anti-social behaviour™® and
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Research in context

Evidence before this study

Reviews have shown the pervasive effect of bullying in
adolescence on contemporary and later health, wellbeing,
and social functioning. Systematic reviews indicate that
whole-school interventions are among the most promising
approaches to the promotion of young people’s health,

and that these are effective in reducing bullying victimisation.
Restorative practice is increasingly used in schools to address
bullying and antisocial behaviour. We undertook a systematic
review in January, 2018, of PubMed using the search terms
((((("Schools"[Mesh]) AND “Randomized Controlled Trial”
[Publication Type]) AND (*Bullying”[Majr]) OR
“Aggression”[Majr]))) AND restorative justice. We identified no
published randomised trials or systematic reviews of
restorative practice interventions in schools.

Added value of this study
We present the first evidence from a randomised trial that a
whole-school intervention including restorative practice and

bullying victimisation.” The large SEHER trial” in Bihar,
India, showed that such interventions can be effective in
resource-poor settings.

The second promising approach is based on restorative
practice, which aims to prevent or resolve conflicts
between students or between staff and students to prevent
further harms.” It enables victims to communicate to
perpetrators the effects of the harm, and for perpetrators
to acknowledge and amend their behaviour to avoid
further harms. Restorative practice can involve primary
prevention of incidents (such as so called circle-time, in
which students are brought together with their teacher to
discuss their feelings, identify problems, and maintain
good relationships) or secondary prevention to resolve
incidents (such as conferencing, bringing together parties
to a conflict and, when necessary, external agencies, to
reflect on more serious incidents and develop strategies
to avoid future harms). Restorative practice is increasingly
used within schools in the UK and internationally to
address bullying and antisocial behaviour, with en-
couraging results from non-randomised evaluations."*
However, there have been no randomised trials of
restorative practice in schools.”

The third is social and emotional education. Lessons
to teach young people the skills needed to manage
their emotions and relationships can enhance social
relationships, improve mental health, and reduce
bullying.”

In 2014, we developed the Learning Together inter-
vention,” which aimed to modify the school environment
by using all three of these approaches to reduce bullying
and aggression, and promote student health and
wellbeing across various domains. A pilot trial® in
eight schools showed that the intervention was feasible

waww.thelancet.com Vol 392 December 8, 2018

social and emotional learning elements, has positive effects
on bullying; mental health and wellbeing; quality of life;
smoking, aleohol and drug use; and police contact.

The Learning Together intervention is very low cost compared
with other educational interventions and offers a coherent
means of addressing clustered risks and health outcomes

in schools.

Implications of all the available evidence

Interventions aiming to promote student health by modifying
the whole-school environment can have effects of public
health importance across a broad range of important
outcomes in young people. The inclusion of restorative practice
within such interventions can reduce bullying among all young
people and reduce aggressive behaviour in those with high
baseline aggression.

and acceptable to participants. We then did the
INCLUSIVE trial, a cluster-randomised controlled trial
of Learning Together. We hypothesised that secondary
schools using the intervention would have lower rates of
self-reported bullying and perpetration of aggression,
and improved student and staff secondary outcomes
compared with control schools, and that Learning
Together would be cost-effective compared with standard
school practice. Here, we report student health and
behaviour outcomes. Data on student educational
outcomes and staff outcomes will be published when
routine administrative data become available in 2019.

Methods

Study design and participants

We did a cluster-randomised controlled trial, along with
process evaluation (an assessment of implementation,
context, reach, and acceptability) and an economic assess-
ment, in 40 secondary schools in southeast England
between 2014 and 2017, with schools as the unit of
allocation.” We included all students in the school at the
end of year 7 (age 11-12 years) at baseline, with follow-up at
24 months and 36 months (end of year 10; age 14-15 years).
There were no ineligibility criteria for students.

We enrolled mainstream secondary schools within the
state education system that had a most recent school
quality rating by the Ofsted (the national education
inspectorate in the UK) of: “requires improvement”,
“satisfactory”, “good”, or “outstanding”. We excluded
schools with an “inadequate/poor” rating because such
schools are subject to special measures, which were likely
to impede delivery of the intervention. We identified and
contacted all eligible schools in Greater London and
surrounding counties between March, and June, 2014,
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See Online for appendix

The protocol was amended during the trial to refine the
methods. All amendments were approved by the inde-
pendent study steering committee. The only change
to trial outcomes was adding a measure of bullying
perpetration as a secondary outcome. All refinements
were completed before collection of the 36-month
surveys and before trial analyses.

The trial was approved by the University College London
ethics committee (ref 5248/001). Written, informed
consent was obtained from head teachers for random
allocation and intervention, and from individual students,
staff, and intervention facilitators for data collection.
Information sheets and consent forms for student surveys
were identical in intervention and control schools and
did not refer to the intervention. Parents were informed
about the study and could withdraw their children from
research activities.

Randomisation and masking

We randomly allocated schools (1:1) to the intervention
group (Learning Together) or the control group (standard
practice) immediately after baseline surveys. We stratified
randomisation by key school-level determinants of
violence,” with data obtained from the Department for
Education:™ (1) single sex versus mixed sex school;
(2) school-level deprivation, as measured by the percen-
tage of students eligible for free school meals (low or
moderate 0-23%; high >23%; 23% is the 75th centile for
England); and (3) student attainment in General
Certificate of Secondary FEducation examinations
normally sat by students aged 16 years, with a total score
based on the best eight grades achieved by each student
accounting for previous attainment at age 11 years (above
and below median score of 1000 across English schools),
a school-level measure of students’ attainment.

Sequence allocation was generated by the Clinical
Trials Unit at The London School of Hygiene & Tropical
Medicine using Stata’s ralloc command, and was
concealed from schools and the wider evaluation and
intervention teams. Allocation was communicated to the
research team who then communicated it to schools and
the intervention team.

Schools, the intervention team, and process and
economic evaluators could not be masked to allocation
status. However, fieldwork staff were masked to allocation
as was the outcome research team lead (RMV), and staff
who entered and analysed data.

Procedures

Baseline surveys were done between March and July, 2014;
24-month follow-up surveys were done in April to
June, 2016; and 36-month follow-up surveys were done in
April to June, 2017 Student selfreported data were
collected using paper questionnaires, which students
completed in classrooms under examination conditions
facilitated by trained researchers with teachers present but
unable to read student responses. Questionnaires were

double-entered by trained personnel. Questionnaires with
additional text, regardless of content, were scanned and
password-protected scans were sent to the study team to
assess serious adverse events and abuse requiring
safeguarding interventions. Password-protected electronic
data were securely transferred to the London School of
Hygiene and Tropical Medicine and stored on secure
SEIVETS.

Informed by prior theory,” the intervention aimed to
enable young people to choose healthier behaviours by
promoting their autonomy, motivation, and reasoning
ability. These were to be promoted by increasing
engagement with school via improving relationships
between and among students and teachers, and between
academic education and broader student development,
as well as by reorienting school practices and organisation
to centre on student needs (appendix p 4).

In the first year, all school staff were trained in restorative
practices with in-depth training for selected staff from
accredited providers over 3 days. Schools were provided
with a manual to guide action group meetings of at least
six staff and six students, held twice per term, to revise
relevant school policies and coordinate the intervention.
These groups ensured that local implementation of the
intervention was appropriate for students, with scope
for some locally decided actions. For the first 2 years,
the groups who attended action group meetings were
encouraged to discuss and take action by an external
facilitator with school management experience. Schools
were senta report on local needs, derived from the student
surveys, to inform decisions. They were also provided
with lesson plans and slides to guide teachers’ delivery of
5-10 h per year of lessons on social and emotional skills
for students in years 8-10 (age 12-15 years). School stafl
delivered primary restorative practices using respectful
language to challenge or support behaviour and circle
time to build relationships, and secondary restorative
practices involved some staff implementing restorative
conferences to address more serious behaviour problems.

Schools randomised to the control group continued
with their normal practices and received no additional
input. The sample of schools happened to be spread over
a wide geographical area and there were no intervention
and control schools in close proximity. Head teachers
and a few staff were aware that the school was partici-
pating in the INCLUSIVE trial but were not informed of
the name or detailed contents of the intervention.

In line with the UK Medical Research Council guidance
on complex interventions,” we did a process evaluation
assessing trial context and trial group fidelity in all
schools. For trial context, we examined services and
practices relating to bullying, discipline, and social and
emotional skills education, and student participation in
school policy in control schools to assess how these
differed from the intervention. This assessment drew on
interviews with one member of each control school's
senior leadership team and two other members of staff
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done in the first year of intervention, and interviews with
a senior leadership team member in the third year.

We scored fidelity to the intervention in the first 2 years
out of eight points for each school, assessing whether: at
least five staff attended in-depth training; six action-
group meetings occurred per year; policies and rules
were reviewed; locally decided actions were implemented;
members assessed that action groups had a good or very
good range of members; members assessed that action
groups were well or very well led; schools delivered at
least 5 h or two modules each year; at least 85% of staff
reported that if there was trouble at the school, staff
responded by talking to those involved to help them get
on better. We assessed fidelity in the third year using a
narrower range of data because the research teams had
less access to schools. Schools were scored out of four on
whether: six action groups were convened; local decisions
were implemented; schools delivered at least 5 h or at
least two modules; and at least 85% of staff reported that
if there was trouble at the school, staff responded by
talking to those involved to help them get on better.
The appendix (p 16-29) provides additional data on the
process evaluation.

Process evaluation interviews were done annually in
each intervention school with two action group members.
They used purposive sampling to involve participants with
diversity in terms of characteristics thought important for
exploring implementation.” Six intervention schools were
chosen (encompassing a range of percentages of students
entitled to free school meals, types of state school, and
facilitator and school responsiveness to intervention
activities) as case studies for more in-depth process
evaluation involving two focus groups with students
and one with staff each year. The six were selected to
encompass variation by percentage of students entitled to
free school meals, type of state school, facilitator and
school responsiveness to intervention activities rated by
facilitators after three months

For the economic evaluation, we used a cost-consequence
analysis including all main outcomes and evaluated
incremental effects at 24 months and 36 months since
randomisation. Costs included use of education, police,
and NHS resources (appendix p 31)." We collected data
on the costs of delivering the intervention from the
invoices for facilitators and trainers and data from the
process evaluation on school staff time requirements.
We determined the costs of staff time taken to deal with
bullying through the staff survey questionnaire, and the
costs of NHS and police resource data through the student
survey questionnaires and valued them accordingly.

We defined serious adverse events as (1) any death,
serious injury, or hospital admission in any student
in a trial school that was reported to investigators; or
(2) responses on study questionnaires that prompted
significant concerns about mental health, sexual risk,
or child safety, which were then communicated to the
school.

waww.thelancet.com Vol 392 December 8, 2018

Outcomes

The primary outcomes were self-reported experience of
bullying victimisation and perpetration of aggression
measured at 36 months. Outcome data were collected by
a research team (led by RMV), independent of the
intervention team (lead by CB).

We measured bullying victimisation using the
Gatehouse Bullying Scale (GBS), a 12-item validated®
self-reported measure of being subject to teasing, name-
calling, rumours, being left out of things, and physical
threats or actual violence from other students, including
face-to-face and cyber-bullying, within the past 3 months.
Students reported the frequency and upset related to
each experience. Items are summed to make a total
bullying score (higher represents more frequent,
upsetting bullying).

We measured perpetration of aggressive behaviour
using the Edinburgh Study of Youth Transitions and
Crime (ESYTC) school misbehaviour subscale,* a 13-item
scale measuring self-reported aggression towards students
and teachers. Each item was coded from hardly ever or
never, less than once a week; at least once a week; to most
days. Ttems are summed to provide a total score; high
scores indicate greater aggressive behaviour.

The secondary outcomes included GBS and ESYTC
scores at 24 months. The other secondary outcomes
assessed at 36 months were quality of life measured with
the Paediatric Quality of Life Inventory,” version 4.0
(higher scores indicate better quality of life); wellbeing,
measured with the validated Short Warwick-Edinburgh
Mental Well-Being Scale® (higher scores indicate greater
emotional wellbeing); psychological problems, measured
with the Strengths and Difficulties Questionnaire®
(a brief, validated instrument for detecting behavioural,
emotional, and peer problems in children and adoles-
cents; a higher score indicates greater problems);
bullying perpetration, measured with the Modified
Aggression Scale, Bullying Subscale® (used at follow-up
only; higher scores indicated greater bullying); substance
use, assessed using validated age-appropriate questions
about cigarette smoking, alcohol use, and illicit drug use
taken from national surveys;" sexual risk behaviour”
(age of sexual debut and use of contraception at first
sex; assessed only at follow-up); use of NHS health
services (self-reported use of primary care, accident and
emergency, or other service in the past 12 months);
and contact with police (self-report of being stopped,
reprimanded, or picked up by the police in the past
12 months).

Statistical analysis

We calculated that, using a conservative intraclass
correlation coefficient”® of 0-04 and an estimate of
150 students per school, a trial involving 20 schools per
group would provide 90% power to identify an effect size
of 0-25 SD with a 5% significance level. This difference
is considered to represent a moderate size of effect and is
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Control group Intervention group

School characteristics

Number of schools 20 20
School sex mix
Mixed 15 (75%) 15(75%)
Girls only 3 (15%) 4(20%)
Boysonly 2 (10%) 1(5%)
School type
Voluntary 1(5%) 3(15%)
Community school 3 (15%) 2 (10%)
Academy (converter 9 (45%) 10 (50%)
mainstream)
Academy (sponsor led) 3 (15%) 3(15%)
Foundation school 4 (20%) 2(10%)
Ofsted rating™
Excellent 5 (25%) 6(30%)
Good 13 (65%) 12 (60%)
Requires improvement 2 (10%) 2 (10%)
Mean value added score 1003 (24-8) 1004 (20-4)
Mean proportion of students 36 (18.0) 35(22.0)
on free school mean (%)
Mean school size 1122 (3227) 1046(3233)
Mean IDACI score 026 (0-2) 024(0-2)
Student characteristics
Number of students. 3347¢ 33201
Mean age (years) 12 (04) 12 (0-4)
Sex
Male 1639 (49.9%) 1464 (44-9%)
Female 1649 (50-2%) 1804 (55-2%)
Ethnicity
White British 1391 (41-5%) 1221(373%)
White other 291(8-8%) 273 (8:3%)
Asian or Asian British 859 (25:9%) 786(24-0%)
Black or Black British 384 (11.6%) 535 (16.4%)
Chinese or Chinese British 11 (03%) 35 (1-1%)
Mixed ethnicity 238 (7-2%) 224(6:9%)
Other 140 (4-2%) 198 (6-1%)

(Table 1 continues in next column)

in line with effect sizes in previous studies.* We therefore
planned to include roughly 6000 students.

The primary analysis of outcomes was by intention to
treat, including all randomly assigned schools and
students. We analysed each measure using a separate
mixed model with the outcomes from each timepoint
treated as a repeated measures. Fixed effects of group
(intervention vs control), time (baseline, 24 months,
36 months), and the interaction between treatment and
time were specified, and the estimated baseline measures
were constrained to be identical in the two groups of the
trial. This approach is equivalent to adjusting for baseline
and permitting the relationship between baseline and
follow-up scores to differ at each timepoint, but offers the
additional advantage that the data from all participants
contribute to the analysis, even when there were missing

Control group Intervention group
(Continued from previous column)
Religion
None 983 (29-6%) 787 (24.0%)
Christian 1073 (32:3%) 1173 (35:8%)
Jewish 9(03%) 13(0-4%)
Muslim 878(26:5%) 817 (24-9%)
Hindu 90 (2.7%) 176 (5-4%)
Sikh 71(2:1%) 88 (2.7%)
Don't know 145 (4-4%) 126 (3-8%)
Other 73(2-2%) 100 (3-1%)
Family structure
Two parents 2393 (71.9%) 2369 (721%)
Single mothers 604 (18-2%) 626 (19.0%)
Single fathers 37(11%) 56 (1.7%)
Reconstituted 246 (7-4%) 204 (6-2%)
Other 48 (1-4%) 33(1:0%)
At least one parent in work
No 298(8-7%) 233(7:2%)
Yes. 2437 (74-0%) 2381(73-4%)
Don’t know 566 (11.2%) 632 (19.5%)
Housing tenure
Renting from council or 474 (14-4%) 559 (17:3%)
housing assaciation
Renting from a landlord 391(11.9%) 396 (12.2%)
Owned by family 1451 (441%) 1273 (39-3%)
Other 62(1.9%) 59 (1-8%)
Don’t know 912 (27.7%) 951 (29-4%)
Mean family affluence scale 6(1.8) 6(1.8)
Data are n (%) ar mean (SD) unless otherwise stated. *One control school did not
have an Ofsted rating, The number of students who responded at this survey;
actual number of respanses to each question varies, but item non-response was
similar in each group.
Table 1: Baseline characteristics

data at follow-up. Details of missing data are shown in the
appendix (p 35). We used random effects for school and
participants to allow for correlations within schools and
repeated measures within participants. Statistical signifi-
cance for these analyses was taken at the 5% level (p<0-05).
We did analyses adjusted only for baseline measures of
the outcomes and in the primary analysis adjusted for
baseline measures of outcomes, sex, ethnicity, socio-
economic status, and school-level stratification factors.

For the two primary outcomes, we used mixed linear
regression models with random effects at the participant
and school levels to estimate the mean difference in GBS
and ESYTC scores between the two arms of the trial. We
restricted formal testing to the prespecified of secondary
outcomes, and we used appropriate multilevel models to
examine the effect of the intervention. For continuous
outcomes, we calculated unadjusted and adjusted mean
differences with 95% Cls and adjusted effect sizes
(standardised mean difference). For binary and ordinal
outcomes, we calculated unadjusted and adjusted odds
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ratios. Additionally, we also calculated adjusted risk
differences for binary outcomes. We assessed differential
effects of the intervention on the primary and secondary
outcomes by subgroup using likelihood ratio tests for the
treatment by subgroup interaction terms. We estimated
the effects in the different subgroups directly from the
regression model with the interaction term included.

We did four subgroup analyses: (1) by sex; (2) by
socioeconomic status, measured using the Health
Behaviours in School-aged Children Family Affluence
Scale (<5 for low vs =6 for high);* (3) baseline bullying
experience based on GBS (high, defined as at least weekly
experience of bullying or being upset by it vs medium or
low, defined as less than weekly experience of bullying
and not being upset by it); and (4) baseline behaviour
problems based on the ESYTC (>0 for high vs 0 for low).

For the process evaluation of trial context and inter-
vention fidelity, we used thematic content analysis for
qualitative data and descriptive statistics for quantitative
data. For the economic analysis we used general linear
mixed regression models that allowed for clustering of
students within schools, and including school as a
random effect variable.

The trial is registered with ISRCTN (ISRCTN10751359).

Role of the funding source

The funder of the study had no role in study design, data
collection, data analysis, data interpretation, or writing of
the report. The corresponding authors had full access to
all the data in the study and had final responsibility for
the decision to submit for publication.

Results

6667 (93-6%) of 7121 registered students in the
40 participating schools provided data at baseline
(3320 [94-4%] of 3516 in the intervention group vs 3347
[92-8%] of 3605 in the control group). Table 1 shows the
baseline characteristics of schools and students, the
characteristics of students at 24 months and 36 months
are shown in the appendix (pp 6-7). The 40 participating
schools did not differ significantly from 450 non-recruited
schools in terms of size, population, deprivation, or gross
or value-added attainment, but participating schools were
more likely to have an Ofsted rating of good or outstanding
(appendix p 4). All schools participated in the follow-up
surveys at 24 months and 36 months; the numbers of
students who completed the questionnaires at baseline,
24 months, and 36 months were similar in each group
(figure). Student and school characteristics and outcomes
at baseline were well balanced across arms. Primary and
secondary outcomes at baseline are shown in the
appendix (pp 8-9).

Mean GBS bullying score at 36 months was 0-34
(SE 0:02) in the control group versus 0.29 (SE 0.02) in
the intervention group, with a significant adjusted mean
difference (-0-03, 95% CI —0-06 to —0-001; adjusted
effect size -0-08; table 2). Mean ESYTC score at
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Identification

Eligibility

Allocation

Outcome surveys

522 initial school invitations

32 overlaps between lists:

| 2 schools were in three lists

30 schools were in two lists

490 unique school

invitations

30 did not meet criteria
19 declined to participate
349 did not subsequently
respond

92 contacts

2did not meet criteria
9 declined to participate
32 did not subsequently
respand
4 responded too late to
participate

’ 45 signed agreement

k.

(| Swithdrewinterest

’ 40 randomisee

v

v

20 control schools

3347 (92-8%) of 3605 students
inschools’ list completed
baseline survey; median per
school 167 (IQR 145-5-198)

20 intervention schools

3320 (94-4%) of 3516 students
in schools’ list completed
baseline survey; median per
school 1785 (IQR 121-205)

¥

'

20 schools at 24 months
3195 (90-4%) of 3545 students
inschools’ list completed
24 months survey
(27190riginal, 476 new);
median per school
161(IQR139:5-130°5)
628 lost to follow-up

20 schoals at 24 months

3095 (88-3%) of 3502 students
in schools' list completed
24 months survey
(2576 original, 519 new);
median per school
165 (IQR 118-5-192)

744 lost to follow-up

+

¥

20 schools at 36 months

3606 (85-0%) 3087 students
in schools” list completed
36 months survey
(2485 eriginal, 322 new at
24 months, 280 new at
36 menths); median per
school 1595 (IQR 121-181)

576 lost to follow-up

20schools at 36 months

3548 (81:2%) of 2873 students
in schools list completed
36 months survey
(2281 original, 302 new at
24 months, 290 new at
36 months); median per
school 1445
(IQR 112/5-188)

732 lost to follow-up

Figure: Trial profile
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36 months was 4-33 (SE 0-20) in the control group versus
4-04 (0-21) in the intervention group, with no evidence of
a difference between groups (adjusted difference —-0-13,
95% CI —0-43 to 0-18; adjusted effect size —0-03).

‘With regards to the secondary outcomes, the GBS overall
score and the ESYTC scores at 24 months were higher in
the intervention groups than in the control groups, but we
found no evidence of a significant difference (table 3). At
36 months, students in intervention schools had a higher

quality of life and psychological wellbeing and lower
psychological difficulties than did students in control
schools (table 3). There was also evidence that those in
intervention schools had lower emotional, conduct,
hyperactivity, and peer problems (table 3).

Students in intervention schools also had lower odds of
having ever smoked regularly, lower odds of having ever
drunk alcohol, and lower odds of having ever been
offered or tried illicit drugs (table 4). Among students in

Controlgroup  Intervention group Unadjusted difference pvalue  Adjusted difference pvalue  Adjusted
(3087 students)* (2281 students)*  (95%Cl) (95%Cl) effect size
GBS overall score 034 (0:02) 029 (0:02) -0.03(-0:06t0-0.002) 0:0395  -0-03(-0.06t0-0.001) 00441  -0.08
Teasing 055 (0.03) 047 (003) -0.04 (-0.09 to 0-01) -0.05 (-0-10 ta 0-000) -0.07
Rumours 037(0.02) 031(0.02) -0.06 (01010 -0-02) -0.07 (-011t0-0.02) -0.10
Deliberate exclusion 024 (0-01) 022(0.02) -0.04 (-0.08 to -0.004) -0.04 (-0.08t00.01) -0.06
Threatened orhurt  0.21(0.02) 018 (002) 0.01 (0-02 to 0-05) 001 (-0-03 0 0.05) 0.02
ESYTCoverallscore 433 (0-20) 4.04(0-21) -0.07 (-038t0 0-25) 06820 -013(-043t00-18) 04199  -0.03

Data are mean (SE) unless otherwise stated. GBS=Gatehouse Bullying Scale. FSYTC=Edinburgh Study oF Youth Transitions and Crime. *Shows the number of students who
responded at this survey; actual number of responses to each question varied, but non-response for each item was similar across arms.

Table 2: Primary outcomes at 36 months

Controlgroup  Intervention Unadjusted difference pvalue  Adjusted difference  pvalue  Adjusted
(mean, SE) group (mean, SE)  (95%Cl) (95% Cl) effect size
24 months 3195 students® 3095 students™ -

GBS overall score 042 (002) 037(002)  -002(-005t00:01) 02138  —002(0-0510001) 01581  -005
Teasing 0-66 (0.03) 059 (0-03) -0.02 (-0-07 t0 0-03) -0:03 (-0-08 to 0.01) -0-05
Rumours 044 (0-02) 0.41(002)  -0.02(-0:06 to 0.02) -0-02 (-0-06 to 0-02) -0:04
Deliberate exclusion 031 (0:02) 030(0:02)  -0.03(-0-07t00-01) -0:03 (-0-07 to 0.01) -005
Threatened or hurt 026(0:02) 0-22 (0:02) 0-01 (-0.02 to 0-05) 0-01(-0-03 to 0-04) 0-01

ESYTC overall score 424 (0-28) 3-96 (0-28) -0:04 (-0-34 to 0-27) 0-8113 —0-06 (-0-35t0 0-24) 0-7206 -0-01

36 months 3087 students* 2281 students® o 3 i

PedsQL overall score 7882 (054) 80.65 (0.55) 116(0-41t01.90)  0.0022 144(070t0217) 00001 014
Physical health 8446 (0-61) 8584 (0-63) 0-80 (-0-02to 1.62) 1-05 (0-26 to 1-84) 0:09
Psychosocial health 7575 (056) 77-87 (058) 1.46 (0-62t02.29) 171(0-87t02.54) 015
Emotional functioning 7141 (1:04) 7338 (1.07) 152 (030 to 2.75) 2.08 (088 t03.28) 012
Social functioning 87.16 (0-41) 88:57 (0-43) 0.98 (0-12t01-85) 1:04 (017 to 1.91) 008
Schoal functioning 6872 (0.70) 7165 (0.72) 175 (07210 279) 187 (0-83t02.91) 013

SDQ total difficulties scoret 12:20(0.18) 11.51 (0-19) -051(-0-80t0-022) 0.0005  -0-54(-0.83t0-025) 00002 -014
Emotional problems 3-68 (012) 357 (012) -0-13 (-0-25 to 0-001) -0-14 (~0-26 to -0-02) -0-08
Conduct problems 2.14 (0-05) 1.90(0:05)  -0-14 (-0-24t0-0.05) -0-17 (-0-26 to -0-07) -013
Hyperactivity 448 (0-09) 427 (0:09) ~011 (-0-23 to 0-01) -0-14 (-0-26 to -0-02) —0.08
Peer problems 1.92 (0-04) 178(005)  -0-11(-0-21t0-0-02) ~0-10 (-0-20 t0-0-02) 008
Pro-social strengths 6.91(0:10) 7.09 (0:10) 0.07 (-0.04to 0.18) 0.08 (-0-02t0 0-19) 006

SWEMWBS total wellbeing 2288 (0-19) 23.32 (0.19) 0.27(-0-06t00-60) 01150 033(0-00t00-66)  0.0487 007

index

Age of sexual debut 1311 (0-43) 12.54 (0-49) -058(-1.97t00-81)  0-4155 -0-35(-148t0078) 05409  -012

Modified aggression scale, 275 (021) 2.33(0-21) -028(-0-84t00-29) 03333  -0-26(-0.57t0005) 00976  -0-12

bullying subscale

GBS=Gatehouse Bullying Scale. ESYTC=Edinburgh Study of Youth Transitions and Crime. PedsQL=Paediatric Quality of Life Inventary. SDQ=Strengths and Difficulties
Questionnaire. SWEMWBS=Short Warwick Edinburgh Mental Wellbeing Scale. *Shows the number of students who responded at this survey; actual number of respanses to
each question varied, but nen-response for each item was similar across arms. tDoes nat include the pro-social score subscale.

Table 3: Continuous secondary outcomes
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Table 4: Categorical secondary outcomes

Control grou Intervention group  Unadjusted oddsratio  p value Adjusted odds ratio  pvalue  Adjusted risk pvalue
(3087 students)* (2281 students)* (95% CI) (95%C1) difference (95%Cl)
Ever smoked regularly
Neo 2293 (77-70%) 2318 (8417%) 100 00011 100 0-0009 0-0006
Yes 658 (22:30%) 436 (15:83%) 0-59 (0:43to 0-81) 0-58 (0-43 to 0:80) -0-03 (-0-05 to -0.01)
Ifyes, how long since last o 146 (1.06 to 2-01)1 1.40 (102 to 1.93)t
smoked
<1day 105 (16:20%) 49 (11:56%)
1-3 days 61 (9-41%) 26 (6:13%)
4-7 days 37 (571%) 24 (5:66%)
1 week-1 month 85 (13-12%) 57 (13-44%)
1-2 months 63 (9:72%) 50 (11:79%)
3-6 months 87 (13-43%) 69 (16-27%)
>6 months 210 (32-41%) 149 (35-14%)
Ever drunk alcohol?
No 1677 (56-43%) 1735 (62:43%) 1.00 0:0290 1.00 0-0094 00082
Yes 1295 (43-57%) 1044 (37-57%) 075(0-58 to 0-79) 072 (0-56 to 0-92) -0-03 (-0-06 to -0-01)
Ifyes, had alcohol in the past week
No 949 (75.80%) 200 (80-00%) 1.00 1.00
Yes 303 (24-20%) 200 (20.00%) 071(052100.98) 067 (050 t0 0-91) 5
Number of times really drunk - 0-57 (0-33t0 0:98)t 0-0426 051 (0-33 to 0-80)f 0-0029
Never 788 (5314%) 721(61:21%)
Once 283 (19.08%) 178 (1511%)
2-3 times 221 (14-90%) 144 (12:22%)
4-10 times. 124 (8:36%) 67 (5-69%)
>10 times 67 (4-52%) 68 (5-77%) -
Binge drinking (=5 drinksin a 078 (0.53 to 1-14)F 0.2071 077 (059 to 1.00)f 0-0521
row) in past 30 days
0 1162 (73.97%) 974 (76:57%)
i 276 (17-57%) 209 (16-43%)
3-5 69 (439%) 45 (3-54%)
6-9 30(1:91%) 13 (1-02%)
= 34 (2:16%) 31(244%) - .
Ever been offered illicit drugs - - 052 (0-34t0 0-79)t 0-0023 0-51(0-36to 0-73)F 0-0003
No 1913 (64-41%) 1997 (72:54%)
Yes, but did not try them 744 (25-05%) 567 (20-60%)
Yes, and tried them 313 (10:54%) 189 (6:87%)
Used any contraception at first sex
No 64 (23:10%) 36 (21-95%) 1.00 06583 1.00 0-8410 0-8395
Yes 213 (76-90%) 128 (78-05%) 118 (056 to 2-48) 1.08 (050 to 2.35) 0.01 (-0-08 to 0-10)
Use of NHS services in past 12 months
No 1605 (53-22%) 1472 (52:59%) 1.00 0.6392 1.00 05652 - 0-5647
Yes 1411 (46.78%) 1327 (47-41%) 0.96(0-83t0112) 0.96 (082t0111) -0.01 (-0-04 t0 0.02)
Contact with police in past 12 months
No 2626 (86-52%) 2485 (88-43%) 1.00 00403 100 00269 0.0222
Yes 400 (13.48%) 325 (11.57%) 075 (0-57t0 0.99) 074 (056 t0 0.97) 002 (-0-04 to -0-003)

All assessed at 36 months. Data are n (%), unless stated othenwise. NHS=National Health Service. “The number of students who respanded at this survey; actual number of responses to each question varies, but
item non-response is similar across arms. tProportional adds ratio.

the intervention group who had ever smoked, there was
evidence that the time since the last cigarette was longer
than in those in the control group and that, among those
who had ever drunk alcohol, there were lower odds
of having drunk in the past week, and number of

waww.thelancet.com Vol 392 December 8, 2018

times having been really drunk (table 4). Students in
intervention schools had lower odds of having ever been
in contact with police in the past 12 months than did
those in control schools (table 4). We found no evidence
of differences in age of sexual debut or use of
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contraception at first sex, bullying perpetration, or use of
NHS services. The appendix shows results for secondary
outcomes at 24 months not selected for formal testing
(pp 10-13).

Subgroup analyses suggest that the intervention had a
greater effect in boys than in gitls for many secondary
outcomes (quality of life, psychological problems,
wellbeing, having ever smoked regularly, having ever
drunk alcohol, bullying perpetration, and contact with
police; table 5). The intervention was also more effective
in students with higher baseline bullying experience,
with greater effects on bullying and psychological
problems, quality of life, and wellbeing (table 5). The
intervention was more effective in those with greater
baseline aggression, with greater effects on both pri-
mary outcomes (bullying victimisation and aggressive
behaviour), psychological secondary outcomes (quality
of life, psychosocial problems, and wellbeing) and some
risk behaviours (ever smoked regularly, ever drunk
alcohol; table 5). There was no suggestion of any
difference in the outcomes by socioeconomic status
(appendix pp 14-15).

Other process evaluation findings will be reported
elsewhere. Fidelity to the intervention varied between
schools and over time, with a reduction in the fidelity of
formal intervention activities in the third year. The median
fidelity score for the first and second years was 6 out of 8
(IQR 5-7), whereas for the third year the median was 1out
of 4 (IQR 0-3). In the third year, 15 schools sustained
restorative practice. Interviews with action group mem-
bers and focus groups with staff in case-study schools
suggested that in the third year, schools commonly
incorporated what they regarded as the most useful action
group functions into mainstream school structures
and processes. Training, action groups, and restorative
practices but not the curriculum were delivered with good
fidelity (appendix pp 23-24). Increased fidelity of delivery
in the first 2 years of the intervention was associated with
lower bullying victimisation at 24 months but not with
lower aggression (appendix p 17). The fidelity score in the
third year was not associated with either primary outcome
(appendix p 17).

Slightly over half of staff in intervention schools were
aware that the school had been taking steps to reduce
bullying and aggression, falling slightly between the
second and third years (appendix pp 18-19). About a third
of students reported being aware that the school had
been taking steps to reduce bullying (appendix pp 20-21).
About half reported that if there was trouble at school,
staff responded by talking to those involved to help them
get on better. About two-thirds of students reported
that teachers and students got together to build better
relationships or discuss their views and feelings. Other
data on the process evaluation are shown in the appendix
(pp 22-29).

Many schools in the control group implemented similar
activities to those prescribed in the intervention but with

variable degrees and quality. Five control schools used
restorative practice, social and emotional skills education,
and consultation with students on policy. A per protocol
analysis excluding these schools showed no discernible
differences in the intervention effects compared with the
intention-to-treat analyses (appendix p 30).

The main time-consuming activities for school staff
were attending the training and curriculum delivery.
We included staff training in the intervention costs
but staff interviews suggested that training was not
additional but part of existing training periods, suggesting
that the intervention costs might be overestimated. Mean
total costs to the education sector to address bullying were
£116 per pupil (SD 47) in the control group compared to
£163 per pupil (SD 69) in the intervention group over the
first 2 years, and £63 (33) versus £74 (37) in the third year.
For the intervention schools, the mean cost of facilitators
and trainers was £11039 per school (SD 993). The mean
cost to address bullying per school of all staff time
combined was £232670 (SD 113634) for the intervention
group and £202405 (SD 103090) for the control group.
Costs for health-service use and police contacts were
similar in both groups (appendix p 34). Overall, the
intervention increased costs and reduced bullying, leading
to incremental costs averted of £2352 at 36 months.
Further details of resource use and costs are reported in
the appendix (31-34).

The number of reported serious events was similar in
each group although patterns differed (table 6). Two each
of suicide and stabbing incidents were reported by
intervention group schools, which could reflect increased
reporting in intervention schools.

Discussion

We report results of the first randomised controlled trial
of restorative approaches to reduce bullying and
aggression and promote student health, using a whole-
school approach, engaging students in school decision
making, and providing social and emotional skills
education. Learning Together reduced student reports of
bullying victimisation compared with schools continuing
their standard practice. We did not identify a reduction in
overall student reports of aggression. Learning Together
seemed to have larger benefits for many secondary out-
comes, from improved psychological function, wellbeing,
and quality of life, to reductions in police contact,
smoking, and alcohol and drug use. The effects on
bullying and other continuous outcomes by the third
year approximated 0-1 SD, which could be important at
the population level. We found intervention effects both
in the whole sample and in schools with higher levels of
bullying or aggression at baseline, implying that the
intervention worked to curtail existing bullying and
aggression (secondary prevention) as well as prevent new
bullying (primary prevention). We also found that the
Learning Together intervention had greater effects for
boys than in girls for secondary psychological and
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Main adjusted effect By sex By baseline bullying By baseline aggression
Effect size* pualue  Boys(95%Cl)  Girls (95%Cl) P Low (95% CI) High (95%Cl) Py Low (95% CI)  High (95% CI) Bt

Continuous outcomes

GBS overall score -0-03 00441 -0-04 -0-03 0-6113 015 =041 <0-0001 0-01 -0-06 0-0024
(-0-06t0 -0-001) (-0:08t0 0.001) (-0.06to 0-01) (01210 0-18) (-0 45t0-0-36) (-003t0005)  (-0-10to-0-02)

ESYTC overall score -013 04199 -033 0:04 0-0890 0-02 -017 0-4422 071 -0-65 <0-0001
(-0-43t0 018) (-073t00.06)  (-032t00:39) (-034t0037) (-063t0029) (033t0110)  (-103t0o-0.27)

PedsQL overall scare 1.44 0.0001 3.85 -0-41 <0-0001 0-34 393 <0.0001 -0-14 2.70 <0.0001
{070 to 2.17) (2-89t04-80)  (-1.28t0 0-46) (-052101-19) (28110 504) (-113t0085)  (1.741t0365)

SDQ total difficulties score -0-54 0.0002 -1.29 0-04 <0-0001 -0-08 -1-61 <0.0001 034 -1.31 <0.0001
(-0.83t0-025) (-167t0-0.92  (-030t00:39) (-042t00.26)  (-205to-1.17) (-0.05t0072)  (-1.69tc-0.94)

SWEMWBS total well-being index 033 0.0487 132 -0-42 <0-0001 014 0-93 0-0034 -018 078 0-0001
{000 to 0-66) (0-89t01.74) (-0:81 10 -0-04) (-024t00:53)  (0-43t01.43) (-0-62t0026) (03610 1.21)

Age of sexual debut (years) =035 05409 -0-63 0-01 0-4879 -0-14 -0-46 0-7085 -0-63 -0-42 0-8308
{-1:48to 078) (-199t0074)  (-151to153) (-134t0105)  (-1.89to098) (-240t0115)  (-158t0073)

Madified aggression scale score -026 00978 053 -0.03 0-0029 018 022 0-8100 0.03 -0-25 0-0933
{-0-57 to 0.05) (-089t0-018) (-037t0031) (-052t0017)  (-062t00.18) (-033t0039)  (-0-60t00-10)

Categorical outcomes

Eversmoked 058 0.0009 033 087 <0-0001 066 052 02887 093 0-46 0.0053
(04310 0-80) (022t00:50)  (0.60t01.25) (0-46 10 0.96) (033t0 0-80) (058t0149)  (032t00.68)

Ever drunk alcohol 0-72 00094 0-52 095 0-0002 0-81 057 00541 108 056 0-0009
(0-56 10 0-92) (03810070)  (071t0126) (06110 1.07) (0-41t0 0-81) (078t01-49)  (0-41t0075)

Been offered illicit drugs Q-51t 0.0003 0-441 0.57 0-2350 0461 0.58+ 0-2895 062t 0-50% 0-3137
(036 to 0-73) (029 to 0-68) (0:38 to 0-86) (0:31to 0-68) (0370 0-93) (0-40t00:96) (034t 0-74)

Used any contraception at first sex 108 08410 1.02 119 0-8409 0-55 263 0-0905 018 135 0-1003
(0-50to 2:35) (039 to2-69) (0:36 to 3:90) (0-20 to 1.57) (0:61t011-35) (0-02to 1:45) (0-45 to 4-13)

Use of NHS in past 12 months 096 05652 096 095 0-9590 0-96 1.02 0-6717 112 093 0-1556
(0-82t01:11) (0-79te1-17) (0-80to114) (0-81t01.16) (0-80t01.29) (0-:90t0138) (076t01.14)

Contact with police in past12 months ~ 0-74. 0.0269 062 093 0-0371 0-66 079 0-4280 0.93 067 01917
(0-56 10 0-97) (0-45to 0-85) (066t01-31) (0-48t00-92) (0-53t01:17) (0-58 to 1-47) (0-49t0 0-93)

Low and high baseline bullying were defined on the basis of the GBS. High was defined as at least weekly experience of bullying or being upset by it, low was defined as less than weekly experience of bullying and not being upset by it. Lowand high

aggression were defined on the basis of the ESYTC school misbehaviour subscale, with high levels of behaviour problems defined as scores =0 and low levels defined as scores of 0. GBS=Gatehouse Bullying Scale. ESYTC=Edinburgh Study of Youth
Transitions and Crime. PedsQL=Pediatric Quality of Life Inventary. SDQ=Strengths and Difficulties Questionnaire. SWEMWBS=Short Warwick-Edinburgh Mental Well-Being Scale40. NHS=National Health Service. *Effects are difference (95% Cl) for

continuous outcomes and odds ratios (95% CI) for categorical outcomes. {Proportional odds ratio.

Table 5: Subgroup analyses at 36 months
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Control group Intervention group

(n=20) (n=20)
Suicide 0 2
Responses showing potential for self-harm o 4
Stabbing incidents 0 !
Possible non-consensual sex (including age <10 years) 6 0
Disability or long-term illness il 0
Total 7 8

Reported at the school level (any relevant events in any student) or student level (from survey responses).

Table 6: Serious adverse events
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behavioural outcomes, although not for primary out-
comes. The intervention was cheap, falling into the very
low cost category for UK school interventions.” The costs
of trainers, facilitators, and school staff were an additional
£47-58 per pupil in the intervention group compared
with control schools over the 3 years.

We found an effect of the intervention on bullying at
36 months (as hypothesised for our primary outcome) but
not at 24 months, and we found a similar strengthening
of effects over time for most secondary outcomes. This
probably reflects the time needed for components of the
intervention to be translated into organisational change
within schools, consistent with evidence from the
Gatehouse Project, a previous trial of an intervention to
modify the whole-school environment to reduce health
risk behaviours among Australian adolescents.” Although
many schools did not deliver formal intervention
components so well in the third year as eatlier, our process
evaluation suggested that by the third year schools had
integrated components of the intervention into main-
stream school structures and processes.

We found no effect on perpetration of aggressive
behaviours, contrary to a study by Flay and colleagues,”
although consistent with the Gatehouse study” and
findings from reviews, which suggest that school-based
studies of bullying prevention interventions consistently
have stronger effects on victimisation than on perpe-
tration.® The Gatehouse Project showed no effect on
bullying or psychological problems, by contrast with
our findings,” although it did show similar effects on
risky behaviours including substance use.” As predicted
by our theory of change® intervention effects were
concentrated on behaviours that could be markers of
disengagement from school, such as bullying, smoking,
and drunkenness. We found no effects on sexual health
outcomes, perhaps because our intervention did not
explicitly address sexual health, or because, unlike
bullying and substance use, sexual behaviours occur off
the school site and in private,

In terms of strengths, participating schools were
representative of the approximately 500 schools initially
approached and all schools were retained in the trial. Our
follow-up was sufficiently lengthy to allow both time for
intervention effects to develop and investigation of

persistence of intervention effects after the end of the
facilitated intervention. Student participation was high.
Our outcome research team and intervention team
remained independent throughout the trial and masking
of lead researchers, fieldworkers, and analysts was
maintained. We assessed outcomes using age-appropriate
validated instruments. Although self-reported outcomes
can be open to recall bias, we collected baseline data before
randomisation, used instruments with standardised recall
periods, and actions at the school-level are unlikely to have
biased reporting between intervention and control groups.

In terms of limitations, absence of students at baseline
or at some follow-up points could have introduced bias.
However, if non-responders are more likely to have
experienced bullying or behaviour problems, this limi-
tation is likely to have underestimated the intervention
effect. The large number of secondary outcomes
investigated necessitated multiple statistical testing. To
mitigate the weakness of this, we only tested prespecified
secondary and subgroup analyses. Had we applied an
overly conservative Bonferroni correction, four of the
secondary outcomes (paediatric quality of life score,
strengths and difficulties score, ever smoked regularly,
ever been offered illicit drugs) would have remained
significant (data not shown). Some schools in the control
group implemented activities that resembled some
elements of Learning Together intervention. However,
only five control schools implemented activities that
resembled the three key elements of the intervention
(restorative practice, social and emotional skills edu-
cation, and student participation in decision making)
and a per-protocol analysis excluding these control
schools found similar intervention effects. A sensitivity
analysis excluding the six schools selected for more
intensive process evaluation showed no discernible
differences in intervention effects compared with the
intention-to-treat analyses (data not shown).

Our study adds to the evidence that whole-school
approaches to prevent bullying and aggression, and
promote student health are feasible and have positive
effects on a range of outcomes in a broad range of high-
income, middle-income, and low-income settings.*-*
Learning Together offers the potential for broad
improvements in behaviour and health in secondary
schools and the results of this trial provide strong support
for further development of restorative approaches in
secondary schools. The findings are important for public
health policy in that a single, very low cost intervention
affected a related set of outcomes of public health
importance. The findings provide the first experimental
evidence that multiple health outcomes can be promoted
by transforming the school environment and increasing
educational engagement.

We found positive effects of Learning Together
despite variable fidelity to the intervention. For such
organisational-change interventions, traditional fidelity of
form (what intervention components were delivered)
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might be less important than overall fidelity of function
(whether overall the intervention triggered the mechan-
isms in the ways theorised, albeit in locally appropriate
ways).* Our findings are particularly encouraging given
that many of the control schools were delivering broadly
similar activities, including restorative practice and
student involverment in decision making, suggesting that
Learning Together packaged and promoted these activities
more effectively than most schools could do on their own.

The poor fidelity for the curriculum element suggests
this aspect was less likely to have contributed sig-
nificantly to the benefits of Learning Together. Given
that participating schools were representative of those
invited for participation and included a good range in
terms of attainment, deprivation, and inspectorate
ratings, Learning Together could have similar effects in
other schools in England and beyond. The wider value of
Learning Together should be examined in further trials
in diverse settings.

At a time when the mental health of young people is a
major public health concern internationally,” countries
such as the UK” and Australia® have identified schools as
a key part of improving mental health. Interventions to
promote student health by modifying the whole-school
environment, such as Learning Together, are likely to be
one of the most efficient ways of promoting mental
health and wellbeing while also addressing other health
harms in adolescence, because of their potential to
modify population-level risk and their wide reach across
health outcomes and likely sustainability.
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Background: Bullying, aggression and violence among children and young people are some of the most
consequential public mental health problems.

Objectives: The INCLUSIVE (initiating change locally in bullying and aggression through the school
environment) trial evaluated the Learning Together intervention, which involved students in efforts to
modify their school environment using restorative approaches and to develop social and emotional skills.
We hypothesised that in schools receiving Learning Together there would be lower rates of self-reported
bullying and perpetration of aggression and improved student biopsychosocial health at follow-up than in
control schools.

Design: INCLUSIVE was a cluster randomised trial with integral economic and process evaluations.

Setting: Forty secondary schools in south-east England took part. Schools were randomly assigned to
implement the Learning Together intervention over 3 years or to continue standard practice (controls).

Participants: A total of 6667 (93.6%) students participated at baseline and 5960 (83.3%) students
participated at final follow-up. No schools withdrew from the study.

© Queen's Printer and Contraller of HMSO 2019. This work was produced by Bonell 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 repraduced 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 nat associated with any form of advertising. Applications for commercial repraduction shauld
be addressed to: NMIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coardinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK
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ABSTRACT

Intervention: Schools were provided with (1) a social and emational curriculum, (2) all-staff training in
restorative approaches, (3) an external facilitator to help convene an action group to revise rules and
policies and to oversee intervention delivery and (4) information on local needs to inform decisions.

Main outcome measures: Self-reported experience of bullying victimisation (Gatehouse Bullying Scale)
and perpetration of aggression (Edinburgh Study of Youth Transitions and Crime school misbehaviour
subscale) measured at 36 months. Intention-to-treat analysis using longitudinal mixed-effects models.

Results: Primary outcomes — Gatehouse Bullying Scale scores were significantly lower among intervention
schoals than among control schools at 36 months (adjusted mean difference —0.03, 95% confidence interval
-0.06 to 0.00). There was no evidence of a difference in Edinburgh Study of Youth Transitions and Crime
scores. Secondary outcomes — students in intervention schools had higher quality of life (adjusted mean
difference 1.44, 95% confidence interval 0.07 to 2.17) and psychological well-being scores (adjusted mean
difference 0.33, 95% confidence interval 0.00 to 0.66), lower psychological total difficulties (Strengths and
Difficulties Questionnaire) score (adjusted mean difference —0.54, 95% confidence interval —0.83 to -0.25),
and lower odds of having smoked (odds ratio 0.58, 95% confidence interval 0.43 to 0.80), drunk alcohol
(odds ratio 0.72, 95% confidence interval 0.56 to 0.92), been offered or tried illicit drugs (odds ratio 0.51,
95% confidence interval 0.36 to 0.73) and been in contact with police in the previous 12 months (odds ratio
0.74, 95% confidence interval 0.56 to 0.97). The total numbers of reported serious adverse events were
similar in each arm. There were no changes for staff outcomes. Process evaluation - fidelity was variable, with
a reduction in year 3. Over half of the staff were aware that the school was taking steps to reduce bullying
and aggression. Economic evaluation — mean (standard deviation) total education sector-related costs were
£116 (£47) per pupil in the control arm compared with £163 (£69) in the intervention arm over the first two
facilitated years, and £63 (£33) and £74 (£37) per pupil, respectively, in the final, unfadilitated, year. Overall,
the intervention was associated with higher costs, but the mean gain in students’ health-related quality of life
was slightly higher in the intervention arm. The incremental cost per quality-adjusted life year was £13,284
(95% confidence interval —£32,175 to £58,743) and £1875 (95% confidence interval —£12,945 to £16,695)
at 2 and 3 years, respectively.

Limitations: Our trial was carried out in urban and periurban settings in the counties around London.
The large number of secondary outcomes investigated necessitated multiple statistical testing. Fidelity of
implementation of Learning Together was variable.

Conclusions: Learning Together is effective across a very broad range of key public health targets for
adolescents.

Future work: Further studies are required to assess refined versions of this intervention in other settings.
Trial registration: Current Controlled Trials ISRCTN10751359.

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. 18. See the
NIHR Journals Library website for further project information. Additional funding was provided by the
Educational Endowment Foundation.
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Plain English summary

B ullying, aggression and violence among young people are important mental health problems. The trial
reported here evaluated the Learning Together intervention, which involved school staff and students
collaborating on an ‘action group’ to change school rules and palicies and make other changes across the
school to make it a healthier place. This included using restorative approaches (which focus on improving
relationships) rather than merely punishment-based approaches to discipline and using a classroom
curriculum aimed at fostering social and emotional skills. These aimed to reduce bullying and aggression
and to promote student health and well-being.

We compared 20 schools in south-east England that were randomly allocated to deliver the intervention
over 3 years with 20 schools continuing with existing practices. Schools were provided with an external
facilitator to help convene the action group, with all-staff training in restorative approaches and with
curriculum materials.

At the start, 6677 students (over 9 in every 10) completed questionnaires. No schools withdrew from the
study. When questionnaires were repeated 3 years later, the numbers of students reporting experience

of being bullied were significantly smaller among intervention schools than among comparison schools.
There was no evidence of a difference in the numbers of students reporting acts of aggression. Students in
intervention schools reported having higher quality of life and psychological well-being, lower psychological
difficulties and lower chances of having smoked, drunk alcohal, been offered or tried illicit drugs and been
in contact with the police in the previous 12 months. The intervention was acceptable to schools and
provided strong value for money.

Learning Together is effective across a very broad range of key public health targets for adolescents.
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Scientific summary

Background

Bullying, aggression and violence among children and young people are some of the most consequential
public mental health problems. There is clear evidence of a range of physical and mental health harms
associated with exposure to bullying and violence, including substance use, poorer long-term mental
health, suicide and self-harm, and lower educational attainment. Childhood experiences of bullying and
violence influence health and well-being both contermporaneously and well into adult life. Prevention of
bullying and violence is, therefore, a major priority for public health and education systems internationally,
with schools being a key focus of policy initiatives to improve young people’s mental health and well-being.

The INCLUSIVE (initiating change locally in bullying and aggression through the school environment) trial
evaluates the Learning Together intervention. In 2014 we developed this intervention based on the three
most promising approaches to reduce bullying and other health risks. The first approach is ‘whole-school’
interventions, which aim to modify overall school palicies and systems rather than merely deliver classroom-
based lessons addressing bullying or other outcomes. A key element of many of these interventions appears
to be increasing student engagement with school as a social determinant of health, particularly for the
most socially disadvantaged students, who are at highest risk of poor health and educational outcomes.
The second promising approach is restorative practice. This aims to prevent and/or resolve conflicts between
students or between staff and students to prevent further harm. It enables victims to communicate the
impact of the harm to perpetrators, and for perpetrators to acknowledge and take steps to remedy this,

to avoid further harm. The third approach is social and emational education. Evidence shows that classroom
curricula that teaches young people the skills needed to manage emotions and relationships can enhance
social relationships, improve mental health and reduce bullying.

Objectives

We hypothesised that in secondary schools randomly allocated to receive Learning Together there would
be lower rates of self-reported bullying and perpetration of aggression, and improved student and staff
secondary outcomes at follow-up compared with control schools, and that Learning Together would

be cost-effective compared with standard school practice. In this paper, we report student health and
behaviour outcomes. Data on student educational outcomes and staff outcomes will be published later
because routine administrative data will not be available until later in 2019.

Methods

Design and participants

We undertook a two-arm repeat cross-sectional cluster randomised controlled trial of Learning Together
with an integral economic and process evaluation in 40 secondary schools in south-east England, with
schools as the unit of allocation. Our study population consisted of all students in the school at the end of
year 7 (aged 11-12 years) at baseline, and at 24-month (end of year 9; aged 13-14 years) and 36-month
(end of year 10; aged 14-15 years) follow-up, as well as school teaching and teaching assistant staff at
each time point.

Intervention

School staff were offered training in restorative practices, with participants given written summaries of
the material covered in training. Schools were provided with a manual to guide them in convening and
running an action group. For the first 2 years of the intervention, schools were provided with an external
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facilitator for the action group. Schools were sent a report on student needs, which detailed the findings
from a survey of students aged 11-12 years about their attitudes to and experiences of school, and
experiences of bullying, aggression and other risk behaviours, at the end of each year (see Appendix 3).
Schools were provided with written lesson plans and slides to guide the delivery of a classroom-based
social and emational skills curriculum.

Guided by the manual and facilitator, schools instituted action groups comprising staff and students. In the
first 2 years of the intervention, these action groups reviewed school rules and policies relating to discipline
and behaviour management so that they supported the delivery of restorative practice, and co-ordinated
intervention delivery across the school in all 3 years. The facilitator ensured that meetings were scheduled,
and attended these to ensure that the meetings were participative and focused on deciding and implementing
actions. Action groups reviewed the report of student needs to inform decisions. Schools delivered dassroom-
based social and emotional skills education in personal, social and health education lessons and/or integrated
this into tutor time or various subject lessons (e.g. English) to students in the trial cohort as they moved through
years 8-10 (aged 12-15 years). Schools selected modules for each year, such as establishing respectful
relationships in the classroom and the wider school, managing emotions, understanding and building trusting
relationships, exploring others’ needs and avoiding conflict, and maintaining and repairing relationships.

Primary restorative practices delivered in schools in all three years invalved staff using restorative language
(the respectful use of language to challenge or support behaviour in a manner that preserves or enhances
the relationship) and circle time (classes coming together to discuss their feelings and air any problems

so that these may be addressed before they escalate), underpinned by supportive schools’ rules and
policies and the social and emotional skills curriculum. Secondary restorative practices involved some staff
implementing restorative conferences (the parties to a conflict being invited to a facilitated face-to-face
meeting to discuss the incident and its impact on the victim and for the perpetrator to take responsibility
for their actions and avoid further harms).

Schools randomised to the control group continued with their normal practice and received no additional
input.

Primary outcomes

The primary outcomes were self-reported experiences of bullying victimisation and perpetration of
aggressive behaviour measured at 36 months. Bullying victimisation was assessed with the Gatehouse
Bullying Scale. Perpetration of aggressive behaviour was measured using the Edinburgh Study of Youth
Transitions and Crime school misbehaviour subscale.

Secondary outcomes

The Gatehouse Bullying Scale and the Edinburgh Study of Youth Transitions and Crime scale were assessed at
24 months as secondary outcomes. The following secondary outcomes were measured at 36 months: quality
of life (Paediatric Quality of Life Inventory), well-being (Short Warwick—Edinburgh Mental Well-Being Scale),
psychological problems (Strengths and Difficulties Questionnaire), bullying perpetration (Modified Aggression
Scale), substance use (smoking, alcohol use and illicit drug use), sexual risk behaviour (age of sexual debut
and use of contraception), use of NHS health services and contact with police.

Recruitment

We identified and contacted all potentially eligible schools in Greater London and surrounding counties
(Surrey, Kent, Essex, Hertfordshire, Buckinghamshire and Berkshire) between March and June 2014.

The 40 participating schools did not differ from the 450 non-recruited schools in school size, population,
deprivation, student attainment or value-added education. However, participating schools were more likely
to have an Office for Standards in Education, Children’s Services and Skills (Ofsted) rating of good or
outstanding.
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Eligible schools:

. Were mainstream secondary schools within the state education system in south-east England.

ii. Had a most recent school quality rating by Ofsted of ‘requires improvement’/'satisfactory’, ‘good’ or
‘outstanding’. Schools with an ‘inadequate/poor’ rating were excluded, as these schools are subject to
special measures that were likely to impede Learning Together delivery.

Data collection

Baseline surveys were completed March—July 2014, with 24-month follow-up in April-June 2016 and
36-month follow-up in April-June 2017. Student self-report data were collected using paper questionnaires;
students completed these in lesson time in classrooms under exam conditions facilitated by trained researchers
with teachers present but unable to read student responses. The field workers assisted students with questions
that they did not understand and ensured that students completed as much of the questionnaire as possible.
Students with mild learning difficulties or with limited command of written English were supported to complete
the questionnaires by field workers.

Process evaluation

In line with Medical Research Council guidance on complex interventions and other frameworks, the
process evaluation examined trial context, such as discipline systems, staff training, social and emotional
learning curricula and student participation in decision-making, to assess how these differed from what
was implemented in the intervention; trial fidelity; awareness (the extent to which students and staff were
aware of the intervention); and reception and responsiveness.

Economic evaluation

The economic evaluation used a cost-consequences analysis with all main outcomes and evaluated
incremental effects at 24 and 36 months since randomisation. Costs were identified from a public sector
perspective, including education, palice and NHS resources. The costs of delivering the interventions were
collected from the invoices for facilitators and trainers and data from the process evaluation on school
staff time requirements. The costs of staff time spent dealing with bullying were collected from the staff
survey guestionnaire, and the costs of NHS and police resource use data were collected from student
survey guestionnaire and valued accordingly.

Trial registration and amendments

The trial was prospectively registered as ISRCTN10751359 with the ISRCTN registry on 30 January 2014
and accepted for publication on 30 September 2014. The protocol was amended during the trial to refine
the methods used. All amendments were approved by the independent study steering committee and
the funder of the trial (National Institute for Health Research). The only change to trial outcomes was the
addition of a measure of bullying perpetration (secondary outcome). All refinements were completed
before the 36-month surveys were collected and before any trial analyses were conducted.

This paper presents independent research funded by the National Institute for Health Research in the UK
under its Public Health Research programme (12/153/60) and the Education Endowment Foundation.

Analyses

The primary analysis of outcomes was intention to treat including all randomised schools and participants at
each wave. Each measure was analysed using a separate mixed model with the outcomes from each time
point treated as a repeated measures outcome. Fixed effects of treatment (Learning Together vs. control),
time (baseline, 24 months and 36 months) and the interaction between treatment and time were specified,
and the estimated baseline measures were constrained to be identical in the two arms of the trial.

As prespecified in the statistical analysis plan, we carried out analyses adjusted only for baseline measures
of the outcomes and the analyses adjusted for baseline measures of outcomes, sex, ethnicity and
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socioeconomic status, as well as for the school-level stratifying factors (single-sex vs. mixed-sex school,
school-level deprivation, value-added strata), as the primary analysis.

For the co-primary outcomes (Gatehouse Bullying Scale and Edinburgh Study of Youth Transitions and
Crime), mixed linear regression models with random effects at the participant and school levels were used
to estimate a mean difference in Gatehouse Bullying Scale and Edinburgh Study of Youth Transitions and
Crime scores between the two arms of the trial.

Economic analyses

The primary economic evaluation was a cost—consequences analysis. The economic analysis used general
linear mixed regression models that allow for clustering of students within schools, and including school as
a random effect variable.

Results

A total of 6667 students in the 40 participating schools provided data at baseline, with the participation
rate being 93.6% of the students on the school roll (intervention arm, 92.9%:; control arm, 94.3%).

Primary outcomes

Overall Gatehouse Bullying Scale bullying scores were lower among intervention than among control
schoals at 36 months (adjusted mean difference —-0.03, 95% confidence interval =0.06 to 0.00; adjusted
effect size —0.08). There was no evidence of a difference in Edinburgh Study of Youth Transitions and
Crime misbehaviour/delinquency scores {adjusted mean difference —0.13, 95% confidence interval -0.43
to 0.18; adjusted effect size —0.03) between the arms; however, the direction of effect suggests a positive
effect of the intervention.

Secondary outcomes

There was no evidence of difference in the Gatehouse Bullying Scale overall score or the Edinburgh Study
of Youth Transitions and Crime misbehaviour/delinquency scores at 24 months. At 36 months, students

in intervention schools had higher quality of life (Paediatric Quality of Life Inventory adjusted effect 1.44,
95% confidence interval 0.07 to 2.17; adjusted effect size 0.14) and psychological well-being scores (Short
Warwick-Edinburgh Mental Well-Being Scale 0.33, 95% confidence interval 0.00 to 0.66; adjusted effect
size 0.07) and lower psychological total difficulties (Strengths and Difficulties Questionnaire total score
-0.54, 95% confidence interval —0.83 to -0.25; adjusted effect size —0.14) than students in control schools.
There was evidence that those in intervention schools also had lower emotional, conduct, hyperactivity and
peer problems (Strengths and Difficulties Questionnaire subscales).

Students in intervention schools had lower odds of having ever smoked regularly (odds ratio 0.58, 95%
confidence interval 0.43 to 0.80; adjusted risk difference —0.03, 95% confidence interval -0.05 to —0.01),
lower odds of having ever drunk alcohol (odds ratio 0.72, 95% confidence interval 0.56 to 0.92; adjusted

risk difference —0.03, 95% confidence interval -0.06 to —0.01) and lower odds of having ever been offered or
tried illicit drugs (odds ratio 0.51, 95% confidence interval 0.36 to 0.73). Among students in the intervention
arm who had ever smoked, there was evidence that the time since the last cigarette was longer than among
those in the control arm and, similarly, that, among those who had ever drunk alcohol, there were lower odds
of having drunk in the past week (odds ratio 0.67, 95% confidence interval 0.50 to 0.91), a lower number

of times being really drunk (odds ratio 0.57, 0.33 to 0.98) and lower odds of binge drinking (odds ratio 0.77,
95% confidence interval 0.59 to 1.00). Similarly, students in intervention schools had lower odds of having
ever been in contact with police in the past 12 months than those in control schools (odds ratio 0.74, 95%
confidence interval 0.56 to 0.97; adjusted risk difference -0.02, 95% confidence interval —0.04 to -0.00).

We found no evidence of differences in age of sexual debut or use of contraception at first sex, bullying
perpetration or use of NHS services.
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Exploratory analyses suggest that the intervention may be most effective for students with higher baseline
levels of bullying or aggressive behaviours. The intervention also had greater effects for boys in terms of
secondary psychological and behavioural outcomes, although not in terms of primary outcomes.

Process evaluation findings

Fidelity was variable, with a reduction in the fidelity of formal intervention activities in year 3. The median
fidelity score for years 1-2 (maximum possible score of 8) was 6 (interquartile range 5-7), whereas for year 3
(maximum score of 4) the median was 1 (interquartile range 0-3). In year 3, 15 schools sustained restorative
practice. Interviews with action group members and focus groups with staff in case study schools suggested
that, in year 3, schools had commonly incorporated what they regarded as the most useful action group
functions into mainstream school structures and processes. The fidelity score for year 3 was not associated
with either primary outcome. The intervention was delivered more completely when it was led by a member
of staff with sufficient authority and support to make decisions and drive delivery. In many, but not all,
cases, this was required to be a staff member on the school’s senior leadership team.

Slightly over half of staff in intervention schools were aware that the school had been taking steps to
reduce bullying and aggression, with this falling slightly between years 2 and 3.

Economic evaluation

The main time components for school staff were attending the training and curriculum delivery. We
included staff restorative practice training in intervention costs; however, staff interviews suggested that
training was not additional but part of existing training periods, suggesting that our intervention costs
may be overestimated. The mean (standard deviation) costs per school of all staff time combined were
£232,670 (£113,634) for the intervention arm and £202,405 (£103,090) for the control arm. Costs for
health service use and police contacts were similar in both arms. Overall, the intervention increased costs
and reduced bullying, leading to incremental costs per Gatehouse Bullying Scale score averted of £2352 at
36 months.

Limitations

The large number of secondary outcomes investigated necessitated multiple statistical testing. The Gatehouse
Bullying Scale is a well-established tool to measure the occurrence of bullying victimisation; it aligns with the
World Health Organization’s definition of bullying but aligns less well with some other definitions, such as
that of Olweus, which focuses on repeat victimisation and power imbalances between the perpetrator(s) and
the victim. Some aspects of the process evaluation had low response rates.

Conclusions

We present here what is, to our knowledge, the first randomised trial of restorative approaches to reduce
bullying and aggression and promote student health in schools, within a multicomponent whole-school
intervention engaging students in school decision-making, and providing restorative practice and social
and emotional skills education. Learning Together resulted in a very broad range of benefits for behaviour
and health outcomes. Learning Together reduced student reports of bullying victimisation compared with
schools continuing their standard practice. We did not identify a reduction in student reports of aggression
across the whole sample. Additionally, Learning Together appeared to have larger beneficial impacts on

a wide range of important secondary outcomes among students, ranging from improved psychological
function, well-being and quality of life, to reductions in police contact, smaking, alcohol and drug use.
We found intervention effects both in the whole sample and in those with higher levels of bullying or
aggression at baseline, implying that the intervention worked to curtail existing bullying and aggression
(secondary prevention) as well as prevent new bullying (primary prevention). The intervention may be most
effective for students with higher baseline levels of bullying or aggressive behaviours. The intervention also
had greater effects for boys in terms of secondary psychological and behavioural outcomes, although not
in terms of primary outcomes. The intervention was low cost, falling into the ‘very low cost’ category for
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school interventions according to the Educational Endowment Foundation guidance. The intervention was
feasible and acceptable to deliver, with delivery promoted by the involvement of senior staff.

Implications for research and practice

Our study adds to the evidence that whole-school approaches to preventing bullying and aggression and
promoting student health are feasible to implement and have positive effects on a range of outcomes in a
broad range of high-, middle- and low-income settings. Learning Together offers the potential for broad
improvements in behaviour and health in secondary schools and, as the first randomised controlled trial of
school-based restorative practice to our knowledge, provides strong support for further development of
restorative approaches in secondary schools. The results are important for public health policy, in that a
single, very low-cost intervention had an impact on a clustered set of outcomes of public health importance,
including bullying, mental health, well-being and quality of life, as well as the use of tobacco, alcohol and
drugs.

Trial registration

This trial is registered as ISRCTN10751359.
Funding

Funding for this study was provided by the Public Health Research programme of the National Institute for
Health Research. Additional funding was provided by the Educational Endowment Foundation.
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Chapter 1 Introduction

P arts of this chapter have been reproduced with permission from Bonell et al.' This article is distributed
under the terms of the Creative Commons Attribution 4.0 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.

Scientific background

The study protocol for this trial is available in full in Trials." It is presented again here. Bullying, aggression
and violence among children and young people are some of the most consequential public mental health
problems apparent today.2* The prevalence and harms of aggressive behaviours among young people makes
addressing these a public health priority.4” The World Health Organization (WHO) considers bullying to be

a major adolescent health problem, defining this to include the intentional use of physical or psychological
force against others.58 This includes verbal and relational aggression that aims to harm the victim or their
social relations, such as by spreading rumours or purposely excluding them.2* Some definitions of bullying'
emphasise that bullying refers to abuse that is committed repeatedly over time and that involves a power
imbalance between the perpetrator(s) and the victim. The prevalence of bullying among British young people
(at around 33%)'? is above the European average,'® with approximately 25% of young people reporting that
they have been subjected to serious peer bullying.™* Cyberbullying, in particular, is rapidly becoming one of
the most common forms of bullying.'s There are marked social gradients: family deprivation and school-level
deprivation increase the risk of experiencing bullying.’s Bullying most commonly occurs in schools'”'8 and
prevalence varies significantly.'-2

Being a victim of peer bullying has been associated with an increased risk of physical health problems;2.24
substance use;*s?¢ long-term emotional, behavioural and mental health problems;?*-33 self-harm and
suicide;34-% and poorer educational attainment.3”.3 Students who experience physical, verbal or relational
bullying regularly tend to experience the most adverse health outcomes.?® There has also been evidence
that childhood exposure to bullying and aggression may influence lifelong health through biological
mechanisms.?329.40

The perpetrators of peer bullying are also at risk of a range of adverse emotional and mental health outcomes,
including depression and anxiety.’*1° Therefore, the prevention of bullying, aggression and violence is a major
priority for public health and education systems internationally,?4" with schools a key focus of policy initiatives
to improve young people’s mental health and well-being.*2 In England,* schools have a legal obligation to
prevent bullying.

Bullying is often a precursor to more serious violent behaviours. One UK study* of 14,000 students found
that 1 in 10 young people aged 11-12 years reported carrying a weapon, and 8% of this age group admitted
that they had attacked another with the intention of hurting them seriously. By the age of 15-16 years,

24% of students reported that they had carried a weapon and 19% had reported attacking someone with
the intention of hurting them.# Interpersonal violence can cause physical injury and disability, and has been
also associated with long-term emotional and mental health problems. Aggression refers to behaviour that is
intended to harm, either directly or indirectly, another individual who does not wish to be harmed.*s There are
also links between aggression and antisocial behaviours in young people and violent crime in adulthood 4647
This is thought to result from low-level provocation and aggressive behaviours in secondary schools being
educationally disruptive and emotionally harmful, and reducing educational attainments and later life chances,
and therefore leading to more overt physical aggression over time. 5 The economic costs to society as a
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whole from bullying and violence are extremely high: the total cost of crime attributable to conduct problems
in childhood has been estimated to be about £608B per year in England and Wales.5!

Reducing aggression, bullying and violence in British schools has been a consistent priority in public health
and education policies.52 5 The 2009 Steer Review=® concluded that schools’ approaches to discipline,
behaviour management and bullying prevention vary widely and are rarely evidence based, and that
further resources and research are urgently needed. There is, therefore, a pressing need to determine
which interventions are effective in addressing bullying and aggression in schools, and to scale up such
interventions to local and national school networks.

Whole-school-based interventions

A number of systematic reviews have assessed school-based interventions to address bullying and aggression.
Interventions that promote change across school systems and address different levels of school organisation
(i.e. "‘whole-school’ or “school environment’ interventions) are particularly effective in reducing victimisation
and bullying in comparison with curriculum interventions.55-57 "Whole-school’ or ‘school environment’
interventions are interventions that modify the systemic operations of schools, and they have been shown to
have an impact on a range of health outcomes and risk behaviours.>” A key element of these interventions
appears to be increasing student engagement with school, particularly the most socially disadvantaged
students, who are at the highest risk of poor health and educational outcomes.s5° Two trials have found
that such approaches are associated with reductions in risk behaviours, including violence and antisodial
behaviour 2061

The effectiveness of such interventions may be attributable to the way that they address bullying as a
systemic problem meriting an ‘environmental solution’, rather than an individual student issue.>> Whole-
school interventions are also inherently universal in their reach and are likely to provide a cost-effective
and non-stigmatising approach to preventing bullying.5 This is in keeping with other evidence from the UK
and internationally, which shows that schools promote health most effectively when they are not treated
merely as sites for health education, but also as physical and social environments that can actively support
healthy behaviours and outcomes.6263

Thus, these school environment interventions take a ‘socio-ecological‘é* or 'structural’ss approach to promoting
health, whereby behaviours are understood to be influenced not only by characteristics of individuals, but also
by the wider social context. A recent National Institute for Health Research (NIHR)-funded systematic review
on the health effects of the school environment found evidence from observational and experimental studies
that modifying the way in which schools manage their ‘core business’ (teaching, pastoral care and discipline)
can promote student health and potentially reduce health inequalities across a range of outcomes, including
reductions in violence and other aggressive behaviours.®* Other outcomes that are improved by school
environment interventions can include mental health and physical activity and reduced substance use,
induding alcohol, tobacco and drugs.®

School environment interventions, therefare, are likely to be one of the most efficient ways of addressing
multiple health harms in adolescence owing to their potential for modifying population-level risk as well
as their reach and sustainability.5* Multiple risk behaviours in adolescence are subject to socioeconomic
stratification, and are strongly associated with poor health outcomes, social exclusion, educational failure,
and poor mental health in adult life.# A recent King's Fund report, Clustering of Unhealthy Behaviours
Over Time, emphasised the association of multiple risk behaviours with mortality and health across the
life-course, and the policy importance of reducing multiple risk behaviours among young people through
new interventions that address their common determinants.®’
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The INCLUSIVE (initiating change locally in bullying and aggression through the school environment) trial aims
to evaluate the Learning Together (LT) intervention. This has been particularly informed by two international
evidence-based school environment programmes. The first is the Aban Aya Youth Project (AAYP)6' a
multicomponent intervention enabling schools to modify their social environment as well as delivering a social
skills curriculum. This approach was designed to increase social inclusion by ‘rebuilding the village” within
schools serving disadvantaged, African American communities. To promote whole-school institutional change
at each school, teacher training was provided and an action group (AG) was established (comprising both
staff and students) to review policies and prioritise the actions needed to foster a more inclusive school
climate. Among boys, the intervention was associated with significant reductions in violence and aggressive
behaviour.?' The intervention also brought benefits in terms of reduced sexual risk behaviours and drug use,
as well as provoking behaviour and school delinquency. Second, the Gatehouse Project®®® in Australia also
aimed to reduce health problems by changing the school climate and promoting security, positive regard and
communication among students and school staff. As with the AAYP, an AG was convened in each schooal,
facilitated by an external ‘critical friend' and informed by data from a student survey, alongside a social and
emotional skills curriculum. A randomised controlled trial (RCT) found consistent reductions in a composite
measure of health risk behaviours, which included violence and antisocial behaviour.

Process evaluation of whole-school health interventions

Most evaluations of interventions taking a whole-school approach to preventing violence and promoting
health in schools examine outcomes rather than processes.525° The process evaluation of the Gatehouse
Project, which greatly informed LT, found that school staff perceived the various components (needs survey,
action team, external facilitator) to function synergistically. Although specific actions varied between schools,
these were completed with good fidelity. Implementation was facilitated by supportive school management
and the broad participation of staff and students.”®” However, this evaluation did not attempt to assess
systematically how the completeness of the implementation might have been influenced by schools’
baseline social climate.

The Healthy School Ethos intervention was also informed by the Gatehouse Project and included several
elements similar to LT, but without a curriculum or any restorative practice elements.’27* Using a structured
process modelled closely on the Gatehouse Project, it aimed to enable schools involved in pilots in south-east
England to carry out locally determined actions to increase students’ sense of security, positive self-regard,
and communication with staff and students. The intervention provided an external facilitator, survey data
on student needs and training, and enabled schools ta convene action teams to determine priorities and
ensure delivery. Students and staff co-revised rules for appropriate conduct and revised policies on bullying
and student feedback. Staff were trained to improve classroom management. Process evaluation reported
that the intervention was delivered with good fidelity. Locally determined actions (e.g. peer-mediators) were
generally more popular than mandatory actions. Implementation was more feasible when it built on aspects
of schools baseline ethos and when someone on the senior leadership team (SLT) led actions. Student
awareness of the intervention was high. Student accounts suggested that benefits might arise as much
from participation in intervention processes, such as rewriting rules, as from the effects of subsequent
actions. Some components reached a large proportion of students.’273

Before the current Phase Ill trial, the LT intervention had been piloted in four schools.” Qverall, school staff
members were consistently supportive. Although some schools were already deploying some restorative
approaches, the intervention was nonetheless attractive because it enabled restorative practices to be
delivered more coherently and consistently across the school. The adaptability of the intervention, in
contrast to overly prescriptive, ‘one-size-fits-all’ interventions, was also a strong motivating force and a
source of acceptability to school managers. Staff valued the 'external push’ that was provided by the
external facilitator. The intervention was highly acceptable to school staff because of its fit with national
policies and school metrics focused on attendance and exclusions. Some staff reported that it took time
for them to understand how the various intervention components joined up, and this could have been
better explained from the outset. Staff were positive about sustainability, with some reporting that
activities would continue after the pilot was completed.
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Regarding particular components, staff reported that the needs assessment report allowed them to see the
‘big picture’ and identify priorities, but some suggested that the needs assessment could also feel too
‘negative’ at times, especially among established staff, who sometimes viewed this as a reflection on their
work at the school. Negative aspects of the needs report could also present problems for schools, because
if they were inspected by the Office for Standards in Education, Children's Services and Skills (Ofsted)

they would be expected to share the results with the inspectors. As with the HSE (Healthy School Ethos)
evaluation, AGs were viewed positively, and it was suggested that student participation may be an active
ingredient in improving relationships and engagement across the school, particularly when these involved
students who might be less committed to school and might be involved in antischool peer groups. Again,
the presence of a SLT member on the group was seen as critical to driving actions forward. The training,
however, was more critically received, with many staff suggesting that this was too didactic and contained
too few examples from secondary schools. All schools successfully implemented the curriculum, welcoming
its flexibility whereby modules could be implemented using the newly provided or existing materials. The
pilot lacked a large enough sample to examine how implementation and processes might vary across a
range of different school contexts, and focused only on the first year of implementation, so it could not
examine the processes by which the intervention might become normalised within schools’ institutional
policies and practices and be sustained once external facilitation is withdrawn.

Restorative justice

The INCLUSIVE trial extends the AAYP and Gatehouse interventions by including a ‘restorative justice’
approach. The Steer Review® in 2009 called for English schools to consider adopting more restorative
approaches to preventing bullying and other aggressive behaviour to help minimise the harms associated
with such problems. The central tenet of such approaches is repairing the harms caused to relationships
and communities by criminal behaviour, rather than merely assigning blame and enacting punishment.
Such approaches have now been adapted for use in schools and can operate at a whole-school level,
informing changes to disciplinary policies, behaviour management practices, and the way in which staff
communicate with students in order to improve relationships, reduce conflict and repair harm.

Restorative practice aims to prevent and/or resolve conflicts between students or between staff and students
to prevent further harms.” It enables victims to communicate the impact of the harm to perpetrators, and
for perpetrators to acknowledge and take steps to remedy this in order to avoid further harms. Restorative
practice can involve methods to prevent incidents (e.g. ‘circle-time’, which brings students together with
their teacher during registration periods or other lessons to maintain good relationships) and/or to resolve
incidents (e.g. ‘conferencing’, bringing together relevant staff, students, and, where necessary, parents and
external agencies such as police or social services). Restorative practice aims to prevent the occurrence or
continuation not only of bullying but also of other forms of aggression and classroom disruption. Restorative
practice can be delivered instead of, or alongside, more traditional punitive discipline.”®

The theoretical basis for restorative approaches has much in common with the theory of human
functioning and school organisation.* It is theorised that the process of students coming together,
discussing the harm, and working towards a reparative plan develops perpetrators’ competency through
accepting responsibility for the actions and contributing to a reparative solution, and develops offenders’
understanding of the realities of others. Victims are also empowered in this process as they become an
active participant in the decision-making process, and the acknowledgement of the offenders’ ability to
offer some healing to the victim (e.g. via an apology or carrying out a sanction) gives dignity to both
parties. This resonates with the ideas of improving relationships as well as promoting practical reasoning
and sense of connection to school. By eliciting accountability for the harm caused to the victim and the
school community and negotiating a plan for restitution, the young person is encouraged to reclaim an
identity as a participant of the school community, not a peripheral outsider.”® Through this process,

the young people involved develop relational competency, and enhance their relationships with staff and
other students by improving their ability to empathise and communicate effectively. Restorative approaches
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might indeed be particularly suitable for ‘alienated’ student offenders as they are given the opportunity
to develop the necessary competencies to participate as a responsible member of the school community
from which previously they might have felt excluded.”” It may also be particularly helpful for female young
people, as gender theory suggests that female adolescent identity is often based within a framework of
relationship and connection. Thus, application of the principles of restorative approaches becomes a
natural adjunct to the therapeutic process of self-identity and growth.”

However, to date, restorative approaches in schools have been evaluated using only non-randomised
designs, and systematic reviews have called for more rigorous evaluations of restorative practice in schools.”™
Those studies that have been carried out do suggest that the restorative approach is promising both in the
UK™-#" and internationally,®-** particularly when implemented at the whole-school level. For example, in
England and Wales, the Youth Justice Board evaluated the use of restorative approaches at 20 secondary
schools and six primary schools, and reported significant improvements in students’ attitudes to bullying and
reductions in offending and victimisation in schools that adopted a whole-school approach to restorative
practice. Restorative approaches thus appear to have the potential to complement school-environment
interventions such as Aban Aya and the Gatehouse Project. They offer a highly promising way forward for
reducing aggressive behaviours among British young people. A 2009 Cachrane review?* found no RCTs of
interventions employing restorative approaches to reduce bullying in schools and recommended that this be
a priority for future research.

Process evaluations report positive results in terms of feasibility and acceptability of restorative practices in
schoals. In New Zealand,® case studies of five secondary schools and colleges found that all teachers valued
restorative practice and felt that it was a good strategy for managing misbehaviour. In a pilot in London
schools,® students in schools that had implemented restorative practice reported that their school was doing
a good job of stopping bullying. Teachers reported that most restorative meetings were effective at addressing
bullying, gossiping, and disagreements between students and teachers.

Common challenges reported in process evaluations of restorative practice in schools include consistency
in the way restorative practice is implemented.8288.8 Evaluations also suggest that restorative practice is
implemented most successfully when it is delivered as part of a whole-school approach, when a positive
ethos has been established, and when one-to-one prablem-solving skills (e.g. listening and responsibility)
have been introduced into the curriculum.9e!

Social and emotional education

Social and emotional education aims to educate students not merely academically but using non-cognitive
social skills and emotional self-management skills to enable young people to function at school and in
other areas of life and to develop resilience or ‘grit’. There was evidence that classroom curricula that
teaches young people the skills needed to manage their emotions and relationships can enhance social
relationships, improve mental health and reduce bullying.®2 Many whole-school interventions, including
the Aban Aya® and Gatehouse® interventions, also include social and emotional education elements,

the intention being that these act synergistically with other components, helping students to take part in
intervention activities within and beyond the classroom.

Objectives and hypotheses

In 2014, we developed the LT intervention, which aimed to modify the school environment by involving
students, building better relationships, using restorative approaches, and developing social and emotional
skills to reduce a range of risk behaviours including bullying and aggression.” The intervention combined
AGs of staff and students to modify the whole-school environment; training for staff to implement
restorative approaches; and a social and emotional skills curriculum. These components were intended to
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address school- and individual-level determinants of bullying and aggression and to be synergistic with one
another: the AG ensuring that schools took a whole-school approach to restorative practice and the social
and emotional skills curriculum enabling students to participate actively in AGs and restorative practices.

A pilot cluster RCT in eight schools met all of the prespecified feasibility and acceptability criteria.”
We report here the findings of a full-scale cluster RCT of LT (the INCLUSIVE trial).

We hypothesised that in secondary schools randomly allocated to receive LT there would be lower rates of
self-reported bullying and perpetration of aggression among students aged 14-15 years at the 36-month
follow-up.

We hypothesised that at the 36-month follow-up student and staff secondary outcomes would be improved
in intervention compared with control schools. More specifically, we expected improvements in students’
quality of life (QoL), well-being, psychological function and attainments; reductions in school exclusion and
truancy, substance use, sexual risk, NHS use and police contacts among students; and improvements in staff
Qol and attendance and reductions in staff burn-out.

We hypothesised that individual-level student socioeconomic status (SES), sex, and school-level stratifying
factors (single-sex vs. mixed-sex school, school-level deprivation, and value-added strata) would moderate

the effectiveness of the intervention for student outcomes.

We also hypothesised that LT would be cost-effective compared with standard school practice in terms of
student quality-adjusted life-years (QALYs) and costs.
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Chapter 2 Methods

P arts of this chapter have been reproduced with permission from Bonell et al.' This article is distributed
under the terms of the Creative Commons Attribution 4.0 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.

Trial design

We undertook a two-arm repeat cross-sectional cluster 1: 1 RCT of the LT trial with an integral economic

and process evaluation in 40 secondary schools in south-east England, with schools as the unit of allocation.!
Our study population consisted of all students in the school at the end of year 7 (aged 11-12 years) at baseline,
and at 24-month (end of year 9; aged 13-14 years) and 36-month (end of year 10; aged 14-15 years)
follow-up, as well as school teaching and teaching assistant staff at each time point.

Refinements to the trial informed by the pilot
The changes made to the trial informed by the pilot included:

® identifying the Gatehouse Bullying Scale (GBS) and Edinburgh Study of Youth Transitions and Crime
(ESYTC) school misbehaviour subscale as primary outcomes of bullying victimisation and perpetration of
aggressive behaviours, respectively

® including validated measures of drug use, sexual behaviour and educational attendance and attainment
as additional secondary outcomes

® including all 'state’ schools in the recruitment pool of schools to reflect the overall population profile of
schools in south-east England

® using existing school networks to facilitate timely recruitment

® using revised timetabling — project initiation in February of the preceding school year, surveys of staff
and students to be conducted in the summer term each year, timetabling of intervention and staff
training to be undertaken prior to September school-year start

® enhancing quantitative data on intervention fidelity, including structured independent assessments of
intervention delivery

® undertaking an economic evaluation to use the Child Health Utility 9D (CHU9D) scale and to be
supplemented with a cost-consequences analysis.

Refinements to the trial after commencement
During the development of the trial, the following changes to the protocol were made:

* A meaure of bullying perpetration (the Modified Aggression Scale Bullying subscale} was included
after the baseline survey as we elected to add a measure of bullying perpetration as well as one
of victimisation.

® We included administrative documents (e.g. minutes, attendance sheets, training satisfaction feedback)
in our assessment of trial arm fidelity to provide us with a wider range of quantifiable data.
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The protocol was amended during the trial to refine the methods used. All amendments were approved

by the independent study steering committee and the funder of the trial (NIHR). The only change to trial
outcomes was the addition of a measure of bullying perpetration (secondary outcome). All refinements
were completed before the 36-month surveys were collected and before any trial analyses were conducted.

Participants

The INCLUSIVE trial was a universal intervention aimed at all 11- to 16-year-olds in participating secondary
schoals in England. Although the intervention was expected to have effects on the whole school, our study
population consisted of students at the end of year 7 (aged 11-12 years) at baseline and at the end of year
10 at the 36-month follow-up (aged 14-15 years), as well as all school teaching and teaching assistant staff.
This year group should have experienced the intervention for 3 years, including the classroom curriculum for
years 8-10. All students in the school in that year and all teaching staff were surveyed at each time paint,
not only those who participated at baseline.

Eligibility criteria for participants
Participant eligibility was assessed at the school level. Eligible schools were:

® Secondary schoals within the state education system (including community, academy or free schools,
and mixed- or single-sex schools) in south-east England. We took the widest definition of a ‘state
school’ and excluded only private schools, schools exclusively for those with learning disabilities and
pupil referral units. The last two were excluded as the INCLUSIVE study was unlikely to be appropriate
for their populations.

® Schools whose most recent school quality rating by Ofsted was ‘requires improvement’/'satisfactory’ or
better. Schools with an ‘inadequate’/'poor’ rating were excluded, as these schools would be subject to
special measures that were likely to impede LT delivery.

Eligible schools were approached initially by letter and e-mail, with a telephone follow-up, complying with
good practice and research governance for undertaking studies within the education system.

As the intervention was delivered at the whale-school level, there were no specific eligibility criteria for
students, although parents who did not want their child to participate in the surveys were able to opt out
on behalf of their child.

Settings and locations

Schools were recruited between March and June 2014 from secondary schools in Greater London and
the surrounding counties (Surrey, Kent, Essex, Hertfordshire, Buckinghamshire and Berkshire) that had a
maximum travel time of 1 hour from the study centres in London. To aid recruitment, we partnered with
existing school networks, such as the University College London (UCL) Partners Schools Network and the
Institute of Education Teaching Schools, and schools that are part of our collaborating schools network,
Challenge Partners. We approached approximately 500 eligible schools, initially by letter and e-mail and
with a telephone follow-up.

The 40 participating schools did not differ from 450 non-recruited schools in terms of school size, population,

deprivation, student attainment or value-added education. However, participating schools were more likely
to have an Ofsted rating of good or outstanding (see Appendix 1, Table 26).
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Intervention

The INCLUSIVE trial involved 2 years of externally facilitated intervention and a final year without external
facilitation. The LT intervention was intended principally to augment, rather than to replace, existing
activities (e.g. training and curricula) in intervention schoals. However, it was intended to replace existing
non-restorative disciplinary school policies and practices when the AG deemed restorative approaches
more appropriate. The intervention logic model is shown in Appendix 1 (see Figure 6).

Below we describe the intervention informed by the TIDieR (Template for Intervention Description and
Replication) checklist for better intervention reporting.® Fidelity assessment is described under process
evaluation, the product of which is presented in our results.

Learning Together

Theory of change

Informed by Markham and Aveyard‘s®® theory of human functioning and school organisation, the
intervention’s theory of change suggests that for young people to choose healthy behaviours over risky
behaviours, such as bullying, aggression or substance use, they must possess the autonomy, motivation and
reasoning ability to make informed decisions. These capacities and goals are theorised as facilitated by
increased engagement with education (the school’s “instructional order’) and connection to the school
community (the school’s ‘regulatory order’). It is theorised that schools can increase such engagement by
improving relationships between students and teachers, between different groups of student and between
academic education and broader student development, as well as by reorienting learning and teaching,
discipline, social support, and school management and organisation so that these centre on student needs
and view conflict as an opportunity for learning. The intervention aims to strengthen relationships between
and among staff and students through the use of primary (preventing conflict) and secondary (preventing
the escalation of conflict) forms of restorative practice, and by enabling staff and students to work together
on an AG co-ordinating intervention delivery in each school (see Appendix 1, Figure 6). AGs also aim to
enable student participation in decision-making. Restorative practice aims to increase students’ active
participation in discipline systems. A social and emotional skills curriculum delivered in classrooms aims to
promote student autonomy and reasoning ability, and to facilitate student participation both in AGs and in
restorative practice.

Materials

Schools allocated to receive the intervention were provided with various resources. School staff were offered
training in restorative practices, with participants given written summaries of the material covered in training.
Schools were provided with a manual to guide the convening and running of an AG. For the first 2 years of
the intervention, schools were provided with an external facilitator for the AG. Schools were sent a report on
student needs detailing findings from a survey of students aged 11-12 years about their attitudes to and
experiences of school, and their experiences of bullying, aggression and ather risk behaviours (see Appendix 3).
Schools were provided with written lesson plans and slides to guide delivery of a classroom-based social and
emotional skills curriculum.

Procedures

Training was given to all staff, and in-depth training was given to selected staff, including training in
formal ‘conferencing’ to deal with more serious incidents.
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Action groups

Action groups were required to include, at a minimum, six students from the intervention classes (year 7 at
the start of the intervention) and six members of staff, including at least one from the senior management
team and one member of each of the teaching, pastoral and support staff. Having a member from specialist
health staff, such as the school nurse and/or local child and adolescent mental health services staff, was
desirable but optional. The AG was required to meet at least six times per school year (approximately

once every half-term), and was tasked with developing action plans to co-ordinate the delivery of the
intervention outputs:

& reviewing and revising school rufes and palicies relating to discipline, behaviour management and
staff-student communication to incorporate restorative principles

* implementing restorative practices throughout the school to prevent and respond to bullying
and aggression

® additional tailored actions to address local priorities
delivering the social and emotional skills curriculum for years 8-10.

The facilitator ensured that meetings were scheduled, and attended these to ensure that the meetings
were participative and focused on deciding and implementing actions. These actions were informed by
findings about their students’ experiences of bullying, aggression and the school environment from our
baseline survey (conducted before randomisation) and from a 12-month survey of students at the end of
year 8 (aged 12-13 years) in intervention schools only, as well as from the 24-month trial survey. In year 3,
facilitation was to be internally led by the AG's chairperson, usually a SLT member or ancther experienced
staff member. External facilitation in the first 2 years was theorised to be important to enable schools

to initiate changes and particularly to empower students to participate in decisions. In year 3, schools
were expected to facilitate implementation internally so that the trial could assess whether or not the
intervention could be sustained by schools in the absence of an external facilitator.

Social and emotional learning curriculum

Schools delivered classroom-based social and emotional skills education in ‘stand-alone’ lessons, for
example ‘personal, social and health education’ (PSHE) lessons, and/or integrated it into tutor time or
various subject lessons (e.g. English) to students in the trial cohort as they moved through years 8-10
(aged 12-15 years). They received 5-10 hours of teaching and learning per year on restorative practices,
relationships, and social and emotional skills based on the Gatehouse Project curriculum.

Schools selected modules for each year from establishing respectful relationships in the classroom and the
wider school; managing emotions; understanding and building trusting relationships; exploring others’
needs and avoiding conflict; and maintaining and repairing relationships.

Restorative practice

Primary restorative practices delivered in schools in all three years involved staff using restorative language
(the respectful use of language to challenge or support behaviour in a manner that preserves or enhances
the relationship) and circle time (classes coming together to discuss their feelings and air any problems so
that these may be addressed befare they escalate) underpinned by supportive school rules and policies and
the social and emotional skills curriculum. Circle time takes place in an informal setting, and is overseen by
a member of staff; it provides an opportunity for a class to discuss their relationships in the open. It could
be undertaken during registration periods or other lessons and aims to maintain good relationships, or
deal with specific problems, as well as making the whole class aware of the issues and responses ongoing.

Secondary restorative practices involve some staff implementing restorative conferences (the parties to a
conflict being invited to a facilitated face-to-face meeting to discuss the incident and its impact on the victim
and for the perpetrator to take responsibility for their actions and avoid further harms). Conferencing was
suggested for use in more serious incidents; this is a more ‘one-on-one’ practice of restorative justice, which
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brings together relevant staff, students, parents and, where necessary, external agencies to discuss ongoing
issues between students.

Training

Staff training was implemented to ensure that teachers understood the necessary skills to engage in
restorative practice. Training was provided by trainers accredited by the UK's Restorative Justice Council.
Each school had its own named facilitator, who was a freelance consultant with experience of school
leadership or organisational change, co-ordinated by a lead facilitator who trained them in the intervention
theory and methods. AGs comprised at least six staff members (including one member of the school’s SLT
and one member of the school's teaching, student support and administrative staff) and at least six students
from each school, led by a member of the school’s SLT with support from the external facilitator in the first
two years of the intervention but not in the third year. All of these staff attended the all-staff training and
some attended the in-depth training. Staff who received basic training in restorative practice implemented
this in the form of the use of restorative language and circle time. In addition, 5-10 staff members at each
school who received in-depth training in restorative practice implemented this in the form of restorative
conferences. The curriculum was delivered by teachers who specialised either in PSHE or in other subjects
guided by lesson plans.

Modes of delivery

All intervention components were delivered face to face.

Location

All components were delivered on school premises.

Dose

Training occurred in the first year of intervention, comprising half a day for all staff plus in-depth 3-day
training for 5-10 staff members at each school. AGs met six times per year in all 3 years. Restorative
practices were delivered as frequently as required in each school. In their curriculum, students received
5-10 hours of teaching per year.

Planned adaptations

The intervention enabled local tailoring, informed by the needs survey and other local data sources. AGs
ensured that implementation in their school was appropriate to local needs as identified by members and
the survey of student needs. This included ensuring that revisions to policies and rules built on existing
work, deciding which curriculum modules to deliver in each year, and implementing locally decided actions
aiming to improve relationships and student participation (e.g. cascading restorative practice training to
staff who had not attended or to student peer mentors).

Unplanned modifications

There were no unplanned modifications.
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Comparator: control schools

Schools randomised to the control group continued with their normal practice and received no additional
input. The sample of schoals was spread over a wide geographical area and there were no cases in which
intervention and control schools were near one another. Head teachers and a small number of staff in control
schoals were aware that the school was participating in a trial that was described as the INCLUSIVE trial.
These individuals were not informed that the name of the intervention was LT and were not informed about
the detailed contents of the intervention during recruitment. It is therefore unlikely that schools in the
intervention and control arms would have shared information about the intervention.

Assessment and follow-up

Assessment of effectiveness

Student primary and secondary outcomes were assessed at 36 months, at the end of year 10 (when the
students were aged 14-15 years), with a baseline survey having been undertaken at the end of year 7
(when the students were aged 11-12 years). Staff secondary outcomes were also assessed at 36 months.
Additional student and staff surveys were conducted at 24 months to assess intervention process and
intermediate outcomes to be used in the mediation analysis. Student surveys were conducted in exam
conditions in schools, maximising privacy. The questionnaires used to collect these data can be found in
full in the supplementary material (see Report Supplementary Material 1).

All students in the school in that year and all teachers and teaching assistant staff were surveyed at

each time point, not only those who participated at baseline. Paper-based questionnaires were completed
confidentially in a 45-minute class session devoted to that purpose. Field workers supervised the class as
they completed the questionnaire, with the teacher present (for disciplinary purposes) but unable to see
the questionnaires. The field workers assisted students with questions that they did not understand and
ensured that the students completed as much of the questionnaire as possible. Students with mild learning
difficulties or with limited command of written English were supported by field workers to complete the
questionnaires.

We assessed the potential for measurement error and bias by asking the students completing surveys if
their responses to questionnaires were completely truthful. We asked students in intervention schools
involved in qualitative interviews whether or not their reporting (as opposed to their experience) of bullying
and aggression might have been affected by the intervention.

Staff data were often collected on the same days as student data. However, owing to the busy nature of
their work, staff questionnaires were often left at the school to be done in private time, and then mailed
back to the study team. Staff were allowed to fill in their questionnaires in the staff breakroom, or to take
them home to fill in.

Data management

The study centre received class lists for each school in advance of each survey. Participants were allocated a
unique identifier (ID) prior to each survey and this ID was recorded on the questionnaire. All questionnaires
were anonymous. Questionnaires were completed in classrooms and completed questionnaires were collected
in schools on the day of the survey. If a participant was not in school on the day of the survey, a questionnaire
was left at the school for them to complete later and was returned to the study centre by post. Completed
questionnaires were transported from the school by study personnel to the study centre, where they were
stored in a locked room.
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Questionnaires were then securely transported for data entry by a third party, where they were double-
entered into a database by trained personnel. Each questionnaire was checked at the time of data entry
for any handwritten comments. Questionnaires with any additional text, regardless of content, were
scanned, and password-protected scans were sent to the study team for safety reporting assessment.
Electronic data generated from data entry were transferred via password-protected secure FTP and stored
on secure servers at the London School of Hygiene & Tropical Medicine (LSHTM).

Following data entry, questionnaires were securely transported to the LSHTM Clinical Trial Unit (CTU) for
archiving. An inventory of all questionnaires was maintained by LSHTM CTU.

Electronic data generated from data entry were transferred via password-protected secure FTP and stored
on secure servers at LSHTM. Relevant trial documentation will be kept for a minimum of 15 years after
study completion.

Ethics arrangements

The trial was approved by the UCL Ethics Committee (reference 5248/001). Ethics arrangements were
informed by recent guidance on ethical issues in cluster RCTs.

Informing participants

Details of the research, including the possible benefits and risks, were provided to schools through written
information and personal meetings and were provided to student participants through age-appropriate
written information.

Consent

Written, informed consent was obtained at school level (chairperson of governors; head teacher) for
random allocation and for the intervention, and at the individual student, staff and intervention facilitator
level for data collection. For students, written age-appropriate information sheets were provided in class
2-4 weeks before the baseline survey, together with oral explanation by teachers. Written consent was
required from all participating young people, which was collected immediately before conducting the
baseline survey. Young people were also asked to take home written information sheets for their parents.
Parents who did not want their child to participate were asked to notify this opt-out in writing using a
prepared form. This ‘opt-out’ consent is standard practice in trials in secondary schools and was used in
our pilot study, proving acceptable to schools, young people and families. Only < 1% of parents exercised
an opt-out.

Information sheets and consent forms for student surveys were identical in intervention and control schools
and did not refer to the intervention. Parents were informed about the study and could withdraw their
children from research activities.

Duty of care and confidentiality

The researchers were experienced with the specific ethical issues invalved in undertaking research with young
people and other vulnerable participants. All work was carried out in accordance with the requirements of
the Data Protection Act 1998.95 Data storage and IT (information technology) systems were secure. All
information remained confidential within the research team, except when child protection issues were raised.
We consulted with a child protection social worker to define the issues that would prompt an exemption.
The chief investigator, Russell Viner, as a paediatrician with training in child safeguarding, oversaw actions
when safeguarding concerns were raised, and sought further advice, when necessary, from appropriate
authorities. We followed Economic and Social Research Council ethics guidance and sought research ethics
approval from the appropriate bodies. We also sought policy approval from local authorities related to each
participating school.
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Ethics review

Approval for the study was sought and obtained from the research ethics committees of the two lead
universities, LSHTM and UCL. Qur trial complied with the Economic and Social Research Council research
ethics framework.

Assessment of harms

There were no anticipated risks to participants or to schools. However, as with all interventions, there may
have been unanticipated risks. Harms were assessed by examining outcomes at 24 and 36 months. An
independent Data Monitoring Committee (DMC) examined any potential harms at 24 months. If any major
harms were detected, the DMC was to inform the Trial Steering Committee (TSC), which would decide
what action should be taken.

Outcomes

Primary outcomes

Outcomes were collected by a research team (led by RV) independent of the intervention team. The primary
outcomes were self-reported experience of bullying victimisation and perpetration of aggression measured
at 36 months. The guestionnaires used to collect these data can be found in full in Report Supplementary
Material 1.

® Bullying victimisation was assessed with the GBS, a 12-item validated® self-report measure of being the
subject of teasing, name-calling or rumours, being left out of things, and receiving physical threats or
actual violence from other students within the previous 3 months. The questions and responses were
worded to ensure that these assessed bullying occurring either face to face or online. Students reported
the frequency of and upset related to each experience. Items were summed to make a total bullying
score (higher scores represented more frequent upsetting bullying, with a maximum score of 3).

® Perpetration of aggressive behaviour was measured using the ESYTC school misbehaviour subscale,
a 13-item scale measuring self-reported aggression towards students and teachers. Each item was
coded as occurring hardly ever or never, less than once per week, at least once per week, or most days.
Items were summed to provide a total score, with higher scores indicating greater aggressive behaviour
(maximum score of 39).97

Secondary outcomes
The GBS and ESYTC outcomes were measured at 24 months as secondary outcomes. In addition, we
measured the following at 24 and 36 months.

Student-level self-report outcomes
These were measured through student survey self-reports.

Quality of life

The Paediatric Quality of Life Inventory (PedsQL) version 4.0 was used to assess overall QoL. The 30-item
PedsQL has been shown to be a reliable and valid measure of QoL in normative adolescent populations.®®
It consists of 30 items representing five functional domains - physical, emotional, social, school and
well-being — and yields a total Qol score, two summary scores for ‘physical health” and ‘psychosocial
health’, and three subscale scores for ‘emotional’, ‘social” and ‘school’ functioning.

Health-related quality of life

The CHU9D, a validated, age-appropriate measure of students’ health-related quality of life (HRQoL),*® was
used to inform the economic evaluation.
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Psychological function and well-being

The Strengths and Difficulties Questionnaire (SDQ)' is a brief screening instrument for detecting
behavioural, emotional and peer problems and prosocial strengths in children and adolescents. It is brief,
quick to complete and validated in national UK samples.

The Short Warwick-Edinburgh Mental Well-Being Scale (SWEMWBS)'®! is a seven-item scale designed to
capture a broad concept of positive emotional well-being, including psychological functioning, cognitive-
evaluative dimensions, and affective-emotional aspects, with a total ‘Well-Being Index' generated.

Risk behaviours

Substance use

Smoking, alcohol use and illicit drug use were assessed. Validated age-appropriate questions were taken
from national surveys'®? and/or previous trials were used in order to assess smoking (smoking in previous
week; ever smoked regularly), alcohol use (use in previous week; number of times really drunk; binge
drinking) and illicit-drug use (last month; lifetime use).

Sexual risk behaviours

Age of sexual debut and use of contraception at first sexual encounter were examined with measures
used in the RIPPLE trial.'®* We consulted with schools about the acceptability of asking these questions at
follow-up (year 10).

The Modified Aggression Scale Bullying subscale (Cronbach’s alpha = 0.83)
This measure came from the Centers for Disease Control and Prevention’s guidance document on bullying
measures.'% [t includes a five-item scale assessing the level of bullying perpetration (last 3 months).

Use of NHS services
Self-report use of primary care, accident and emergency, or other service in the previous 12 months.

Contact with police
This was assessed using self-report of whether the young person had been stopped, told off or picked up
by the police in the previous 12 months.

Demographic information

Sex and ethnicity
Student self-report.

Socioeconomic status: the Family Affluence Scale

The Family Affluence Scale (FAS) was developed specifically to describe the SES of young people.’®> A
composite FAS score was calculated for each student based on his or her responses to four items relating
to family car ownership, children having their own bedroom, the number of computers at home, and the
number of holidays taken in the past 12 months. For our analyses, scores were callapsed into tertiles of
low (score of 0, 1 or 2), medium (score of 3, 4 or 5) and high (score of 6, 7, 8 or 9) family affluence.

Data collected directly from schools
We planned to collect some data directly from schools for each year of the study using data routinely
collected by schools:

® school attendance data, expressed as number of half-days absent over the previous year

® school rates of temporary and permanent exclusions

® staff attendance, expressed as number of half-days absent, for which staff members’ informed consent
to access was sought.
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Individual staff-level outcomes

The following secondary outcomes were measured using survey self-reports from teachers and teaching
assistants (the questionnaires used to collect these data can be found in full in Report Supplementary
Material 1):

® staff Qol, measured using the Short Form guestionnaire-12 items (SF-12),'% a brief, well-validated
measure of adult health-related QoL

® staff stress and burnout, measured using Maslach Burnout Inventory,'?” an established scale that uses a
three-dimensional description of exhaustion, cynicism and inefficacy.

School-level outcomes

Value-added education score

School median value-added scores were obtained from UK official statistics'®® relating to the progress
students make between education Key Stage 2 or 3 (aged 7-14 years) and Key Stage 4 (aged 14-16 years).
The value-added score for each student was calculated using the difference between their own output
point score (end of Key Stage 4) and the median output point score achieved by others with the same or
similar starting point (Key Stage 2 or 3), or input point score.’® Schools that neither added nor subtracted
educational value were given a score of 1000, with positive value added (> 1000) indicating a school where
students on average made educational progress and negative value added (< 1000) indicating the reverse.

School size
The total number of students in the school, as identified from the school and college performance tables.'®

School-level deprivation
This was assessed using two variables:

1. Proportions of students eligible for free school meals (FSM) — the percentage of students eligible for
FSM at each school at any time during the past 6 years is an accepted summary measure of school
deprivation. Data were publicly accessible from the Department for Education.'®®

2. The Income Deprivation Affecting Children Index (IDACI) score — a small-area indicator of deprivation
specifically affecting children (< 16 years of age), which represents the proportion of children in a
postcode who live in low-income households.'®® The value for each school is derived from the school's
postcode and thus represents the deprivation level of the school’s local area, rather than the
school itself.

Office for Standards in Education, Children’s Services and Skills rating

Ofsted ratings'®® are government inspectorate ratings of the quality of teaching, leadership and
management, achievement of students, and behaviour and safety of students of a school. Schools are
classified as 1 = ‘outstanding’, 2 = ‘good’, 3 = ‘requires improvement’ or 4 = 'inadequate’. Owing to
eligibility criteria for the INCLUSIVE study, only schools rated from 1 to 3 were included in the sample.

School sex mix
Mixed- or single-sex schools were identified from the school and college performance tables.!%8

School type

Our sample comprised five types of school, categorised by the source of school funding. These were

(1) converter academy mainstream (n = 18), funded directly from central government; (2) sponsor-led
academy (n =6), which has an independent business or charitable sponsor but is funded directly from
central government; (3) foundation (n = 6), where the school owns its premises but is funded by the
local authority; (4) community (n = 5), where premises and funding are provided by local authorities; and
(5) voluntary-aided (n = 4), where the premises are owned by a charity (e.g. a religious foundation) but
funding is at least partly from the local authority. 0
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Process evaluation

The process evaluation examined intervention implementation and receipt, and possible causal pathways,
in order to facilitate interpretation of the outcome data and enable refinement of the intervention logic
model. Informed by existing framewaorks, 191! data were collected to examine the following.

Trial context

We assessed the context of schools in the intervention and control arms, such as discipline systems, staff
training, social and emotional skills curricula, and student participation in decision-making. This drew on
interviews with intervention facilitators and trainers, members of AGs in intervention schools, staff on
school SLTs, and other staff in the intervention and control arms; and focus group discussions with
students and staff in schools selected as case studies.

Trial arm fidelity

We assessed the fidelity of intervention delivery by school and facilitator. In addition to the above sources,
we drew on follow-up surveys with staff and students; structured researcher observation of AG meetings
and staff training; surveys of adults leading curriculum implementation and implementing restorative
practice; interviews with adults delivering the curriculum,; structured diaries kept by facilitators of AG
meetings and by trainers of all-staff training; and administrative documents such as minutes and
attendance sheets.

Overall fidelity in the externally facilitated first 2 years was scored out of a possible eight points for each
school, as assessed by researchers, based on whether or not (1) at least five staff attended in-depth training
(indicated in training registers); (2) each year all six AGs were convened (indicated in minutes); (3) policies
and rules were reviewed (indicated in minutes); (4) locally decided actions were implemented (indicated in
minutes); (5) AGs were perceived to have had a good or very good range of members (indicated in survey
of AG members); (6) AGs were perceived to have been well or very well led (indicated in survey of AG
members); (7) schools delivered at least 5 hours and/or at least two modules each year (indicated in survey
of lesson deliverers); and (8) at least 85% of staff reported that if there was trouble at the school, staff
responded by talking to those involved to help them get on better (indicated in staff survey). Overall intervention
fidelity in the internally facilitated third year of the intervention was assessed using a narrower range of
data, as the research team’s access to schools was expected to be reduced. Schools were scored out of

a possible 4 points, on the basis of interviews with AG members to assess whether or not (1) all six AGs
were convened and (2) locally decided actions were implemented; surveys and interviews with curriculum
deliverers to assess whether or not (3) schools delivered at least 5 hours and/or at least two modules; and
staff survey to assess whether or not (4) at least 85% of staff reported that, if there was trouble at the
school, staff responded by talking to those involved to help them get on better.

Participation, reach and dose

We assessed the extent to which students and staff were aware of or involved in intervention delivery.
This drew on surveys of AG members as well as follow-up surveys of students and staff and focus group
discussions and interviews with students and staff.

Reception and responsiveness

We assessed the experiences of participation in INCLUSIVE, and in school environments shaped by this, to
assess acceptability and barriers to facilitators. This drew on satisfaction surveys completed by staff attending
in-depth training and of AG members; interviews with AG members, schoal staff and SLT, and students
participating in restorative practice; and focus group discussions with students.

Intermediate outcomes

To assess possible intervention causal pathways, to examine whether or not these might mediate
intervention effects, and to assess and refine our logic model, we used the Beyond Blue School Climate
Questionnaire 28-item scale to measure students' perceptions of the school climate, including supportive
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teacher relationships, sense of belonging, participative school environment, and student commitment to
academic values,''? and the Young People’s Development Programme (YPDP) single-item measure of
involvement with antischool peer groups.''

Data collection

The data collection for the process evaluation was prospective and used mixed methods. The process
evaluation was designed to explore the same intervention processes using different forms of data, and to
compare findings between these. Purposive sampling was used for interviews to involve participants with
diversity in terms of characteristics thought important for exploring implementation, and to explore diverse
accounts and identify different themes.™ Samples were large enough to generate diversity, but small
enough to keep the analysis manageable. Informed by Medical Research Council (MRC) guidance on
process evaluation,'s we sampled participants on the basis of characteristics likely to be associated with
diverse perspectives on the intervention and its implementation within schools. We balanced sampling of
some participants in all schools to develop an overview of delivery with larger samples in a small number
of case study schools to explore processes in more depth. When discrepancies or gaps in the data
emerged, these were explored in the next applicable data collection round.

Data collected in all schools

Diaries completed by trainers

Individuals providing the all-staff training in restorative practice were asked to complete a diary for each
session delivered, informed by the tool used in the pilot study. They were asked to rate the extent to which
they covered topics/materials as intended, and the materials and activities [e.g. Microsoft PowerPoint®
(Microsoft Corporation, Redmond, WA, USA) slides, small-group or paired activities] used. Trainers then
sent the diaries to the research team.

Observations of training

Researchers aimed to conduct structured non-participant observations of training so that all schools could
be observed at least once. Observation guides included what topics were covered and what activities were
used, and were informed by the same tools as used in the pilot study.

Satisfaction survey for in-depth training

An anonymous satisfaction survey was given out to the 5-10 staff members from each school who attended
the in-depth training on restorative practice. Informed by the same tool as used in the pilot study, questions
assessed whether or not participants felt that the training was useful; whether or not they felt confident
about putting into practice the skills learnt; whether or not they would recommend the training; and overall
how they rated the training provided. Participants placed the questionnaires in an envelope, which the
trainers collected and sent to the researchers.

Interviews with trainers

Semistructured interviews with the two trainers were conducted by telephone in year 1 and lasted between
30 and 45 minutes. These aimed to explore the trainers’ views on participant responsiveness, any adaptations
and deviations made, and barriers to and facilitators of delivery.

Diaries kept by facilitators of action groups

Facilitators were asked to complete a diary for each AG meeting they attended. Informed by the same tool
as used in the pilot study, these explored general meeting information such as duration, date, number of
attendees, chairperson and minute-taker names; members’ roles, year group and gender; how and what
data were used to inform setting up school actions; priorities set by the school and actions stemming from
these; actions conceming the revision of school rules and school policies; identification of which modules of
the curriculum were to be implemented and how this was decided; and the participation of AG members.
This information was then sent to the research team.
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Minutes of action groups
Facilitators were asked to collect minutes from each AG meeting and send these to the researchers.
These were used to triangulate the validity of facilitator diary forms.

Observations of action groups

Researchers aimed to conduct structured non-participant observations of AGs in 10 randomly selected
schools for each year of intervention. Observation guides focused on the same areas as diaries and were
informed by the same tools used in the pilot study.

Survey of action group members

An anonymous survey was handed out to all members of AGs by facilitators at the end of each year of the
intervention. Informed by the same tool as used in the pilot study, this explored its acceptability, functioning
and composition. It asked questions, for example, on the diversity of staff and students on the AG, how well
led they considered the group to be and how empowered members felt to make decisions, using an existing
scale.® Participants placed the questionnaires in an envelope, which the facilitators collected and sent to
the researchers.

Interviews with facilitators of action groups

Semistructured telephone interviews with facilitators (n = 6) were conducted in years 1 and 2 and lasted
between 45 and 90 minutes. These aimed to explore views on school culture, responsiveness and priorities;
any adaptations and deviations made; and barriers to and facilitators of delivery.

Interviews with members of action groups

We aimed to interview two members of each school's AG per year. A member of the evaluation team
contacted the member of staff tasked with co-ordinating the intervention at each school and asked them
to identify two AG members (staff or student) to be interviewed. Identified staff participants were then
contacted by e-mail and/or telephone to schedule an interview, which occurred either in person (if possible)
in a private room on school premises or over the telephone and lasted between 30 and 60 minutes.
Interviews with students were arranged via staff and were always conducted in the school. Interviews were
semistructured and explored views on the acceptability of facilitators and the intervention; barriers to and
facilitators of AG meetings and how they might be improved; the extent to which actions arising from
meetings were implemented in the school; and their perceived impact on the school environment.

Survey of school staff leading implementation of the curriculum

This survey was sent annually to be completed by the teacher in each intervention school who was acting
as the LT social and emotional skills co-ordinator. The research team sent the surveys by e-mail termly

in the first and second years of the study, and in the final term of the third year. Staff were asked to
complete the survey and return it to the research team by e-mail. Informed by the same tool as used in the
pilot study, the survey covered what units and lessons were delivered, when, in which subjects, for how
many hours, and what intervention materials (e.g. PowerPoint slides, lesson plans), if any, were used to
deliver the content.

Interviews with school staff delivering the curriculum

The research team aimed to arrange semistructured interviews in each year of the intervention with the staff
member responsible for delivery of the social and emotional curriculum. The curriculum co-ordinator at each
school was contacted by e-mail and/or telephone and asked to identify a member of staff delivering the
curriculum to participate. Interviews were carried out over the telephone or face to face in a private office
on school premises. The interviews gathered views on the fidelity, reach and acceptability of the curriculum;
which materials were used; delivery methods; student responsiveness; and contextual barriers to or
facilitators of delivery.
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Survey of staff implementing restorative practice

This survey aimed to examine the extent to which staff who attended in-depth training in restorative
practices were implementing such practices in school. The survey was initially to be completed termly,

but for the third year this was changed so that staff were asked to complete it only in the summer term.
Staff who had attended the in-depth training were sent an e-mail inviting them to complete the survey.

The survey assessed delivery of the use of affective language, circle time, mediation, restorative conferencing,
family group conferencing and community conferencing.

Interviews with other school staff

Semistructured interviews were sought across intervention and control schools with one staff member from
schools’ SLT (n =40) and two teaching staff (n = 80) at the beginning of year 1. Each school’s member of
staff liaising with the research team was contacted by e-mail and/or telephone and asked to identify three
staff members to participate. A member of the research team then contacted these staff by e-mail to
schedule a telephone interview. Interviews explored the context of schools, including their policies and
practices relating to behaviour management, social and emotional skills education, staff training, and
student participation in decisions. In year 3, such interviews were sought with one SLT member in all
intervention and control schools. Individuals in control schools were interviewed in the autumn term and in
intervention schools in the summer term.

Data collected in case study schools

Six schools in the intervention arm were selected as case studies in order to gather in-depth qualitative
data on intervention processes and school context. In these schools, we aimed to conduct focus groups
with staff and students, as well as interviews with students participating in restorative practices. To
encompass diverse schools, schools were purposively sampled in terms of diversity in relation to the
percentage of FSM (above and below national average in 2012 for secondary schools, 16.3%), type of
school, the facilitator assigned to the school, and the extent to which the school was responsive (highly
responsive, somewhat responsive, poorly responsive) to intervention activities, as rated by the intervention
facilitators 3 months into the intervention start date.

Focus groups with staff

In each year of the intervention, we aimed to conduct one focus group with staff in each case study school,
each involving four to six members of staff. Staff were purposively selected and invited to participate by
the staff member liaising with the research team to include diversity according to degree of participation in
the intervention and role within the school (including senior leaders, pastoral staff and classroom teachers).
Focus group discussions aimed to explore school culture and ethos, views about the delivery and impacts
of the intervention, how restorative practices were applied, and barriers to and facilitators of their use.
Focus groups were conducted in private offices on school premises facilitated by one researcher.

Focus groups with students

Each year, we conducted two focus groups with students in each case study school, comprising 4-12 students
each: one with students directly involved in intervention activities (e.g. AGs) and one with students not involved
in such activities. Students were purposively selected and invited to participate by the staff member in each
school liaising with the research team, such that they reflected the diversity of the school in terms of boys and
girls, different ethnic groups, and varying degrees of educational engagement. Focus groups were conducted in
private offices on school premises facilitated by one researcher.

Interviews with students involved in restorative practices

We aimed to conduct semistructured interviews with two students at each case study school that had
been involved in a restorative practice. The staff member at each school liaising with the research team
was asked to invite students to participate, recruiting either one boy and one girl or a perpetrator and
victim in the same instance of bullying, where possible. Interviews aimed to understand the processes of
restorative practice and assess the acceptability of the approach. Restorative interviews were not limited to
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cases of bullying or aggression but also included classroom misbehaviour or friendship challenges. These
interviews were conducted in private offices on school premises facilitated by one researcher.

Interviews and focus groups were audio-recorded and transcribed.

Ethics

All data were collected with research participants’ informed consent. Student and staff participants
received written information beforehand and were given the opportunity to ask questions to a member
of the research team. They were then invited to give signed consent and reminded that they could skip
any questions and/or end the interview at any time. For telephone interviews with staff, an e-mail from
participants indicating consent was generally used instead of a written signature. Before the interview
began, they were read a statement relating their rights, how the data would be used, and information
about anonymity and confidentiality. They were then asked to give verbal consent, which was recorded.
All data collected were stored on password-protected drives within separate password-protected folders.
However, had any research participants reported that they had been involved in or were at risk of sexual
or physical abuse that the school was not already aware of, the research team would have liaised with the
safeguarding lead for the school in question, breaking anonymity. Participants were made aware of this
policy as part of the consent procedures. No such reports were made.

Economic evaluation

Economic evaluation of the intervention also took place. In accordance with NIHR guidelines, the
methodology and results for the economic evaluation are reported separately in Chapter 4.

Changes to trial outcomes
The following deviations from this plan occurred during data collection.

We were unable to collect school-level data on individual student and staff attendance and school rates

of temporary and permanent exclusions, despite multiple attempts to contact schools and obtain these
data after the intervention was completed. Small numbers of data on school-level exclusions were provided
but these were not sufficient for analysis. In response to requests for data, schools either did not respond
or notified us that this was a burden they were not prepared to undertake now that the trial had finished.
Data were not available similarly across intervention and control schools. A further offer of money towards
school staff funds (May 2018; see above) did not motivate schools to provide these data.

In discussion with NIHR, we came up with the following mitigation plan.

® School attendance data: these data are currently planned to be collected by Manchester University in a
planned follow-up to this study in late 2019. These are therefore not reported here.

® School rates of temporary and permanent exclusions: these data are published at school level by the
Department for Education, albeit with a significant delay. We plan to examine these in the future when
available, although the data are not reported here.

® Staff attendance: individual staff attendance levels are not available through other means and these
analyses cannot be undertaken.

Amendments to and deviations from the protocol (process evaluation)

All planned amendments were approved by the study steering committee (5 October 2015). We clarified
that trainer diaries would be used to examine all-staff training and that a satisfaction survey would instead
be used to assess in-depth training. A survey of all-staff training was judged impossible because of the
short time available for the training.
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We reduced the number of observations of AG meetings from 20 to 10 per year. The rationale was that
this was sufficient to explore AGs alongside all the other forms of data on these, and that any greater data
collection would be very onerous for schoals.

We dropped plans to observe one curriculum session per school per year, replacing this with surveys and
interviews examining curriculum implementation, because schools advised us that scheduling observations
would be challenging.

We introduced surveys examining implementation of restorative practice to ensure that we examined this
important area of implementation. We clarified that we would undertake telephone interviews with one
SLT member and two other staff per school in year 1 only and then undertake telephone interviews with
one SLT member per school in year 3. The rationale was that this was sufficient to understand the context
of trial schools and that any greater data collection would be very time-intensive and onerous for schools.

We reduced the number of case study schools from eight to six, with these being drawn from intervention
schools only, rather than from intervention and control schools. The rationale was that six schools was more
appropriate for in-depth research and that in-depth case studies in control schools would be informative.
We purposively rather than randomly sampled case study schools as this would be more likely to be
effective in ensuring the contextual diversity needed for qualitative research.

There were also several deviations from the protocol. We said that we would observe some training in all
20 intervention schoals, but a research team error meant that we actually observed a random sample of
10 schools. We said that we would survey staff co-ordinating curriculum delivery annually but in years 1
and 2 we did this termly before reverting to an annual survey in year 3. Our protocol said that we would
include as one of our intermediate outcomes a measure of student anti-school actions using the ESYTC
self-reported delinquency subscale but this was a drafting error as this measure instead was part of one of
our primary outcome measures.

Sample size

We proposed to recruit sufficient participants to detect a difference between groups of 0.25 standard
deviation (SD) with 90% power and a 5% level of significance. This is considered to represent a moderate
size of effect and is in line with the effect sizes seen in the literature.!’”

The average English school has approximately 150 students per year group of students, although this varies
across schools. Using a conservative intraclass correlation coefficient (ICC) of 0.04"18 and an estimate of

150 students per school, a trial involving 20 schools per arm would have provided 90% power to identify
an effect size of 0.25 SD with a 5% significance level. If two schools per arm (i.e. 10%) were to be lost

to follow-up over the course of the trial, we would still have 80% power to detect an effect size of 0.23.
The total student sample size was estimated to be between 4000 (assuming 100 students per school) and
6000 (assuming 150 students per school). As we were surveying all young people in the relevant school year
at each follow-up, this sample was likely to remain similar across the study. The total student sample was
therefore planned to be approximately 6000.

No stopping guidelines were put in place for this study; any and all schools and students who agreed to
take part were included.
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Randomisation

Sequence generation

Schools were randomly allocated in a 1: 1 ratio to the intervention or control arm immediately after their
students and staff had completed the baseline data collection. To promaote baseline similarity, randomisation
was stratified by key school-level determinants of violence''® data obtained from the Department for
Education (www.gov.uk/school-performance-tables, accessed 17 September 2018):

® single-sex versus mixed-sex school

¢ school-level deprivation, as measured by the percentage of students eligible for FSM (low/moderate
0-23% and high >23%, with 23% being the median for England

® school 'best eight value added’ in General Certificate of Secondary Education (GCSE) exams (above and
below the median for England of 1000), a school-level measure of students’ attainment in public exams
accounting for their attainment on entry to the school.

Data were obtained from the Department for Education (www.gov.uk/school-performance-tables, accessed
17 September 2018).

Schools were allocated randomly within each of these eight strata.

Sequence allocation was generated by the clinical trials unit (CTU) at LSHTM using Stata's® ‘ralloc’
command (version 15; StataCorp, College Station, TX, USA) and was concealed from schools and the
wider evaluation and intervention teams. Allocation was communicated from the CTU to the research
team, who communicated this to schools and the intervention team.

Protecting against selection bias

All schools were recruited before the intervention commenced. The randomisation schedule was drawn up
once the schools had consented and after the baseline survey, thus guarding against selection biases at
entry of clusters to the trial. Retention of control schools was maximised by ensuring regular senior liaison
and provision of participation incentives (£500 per school).

We had very high student participation in our pilot study: 96% of students eligible at baseline, and 93% at
follow-up. To minimise bias, we used in-school, mail, and telephone contacts to try to include all enrolled
students absent at either baseline or follow-up questionnaires. Students absent on the day of questionnaire
surveys were provided with the guestionnaire to complete and an envelope in which to seal the completed
questionnaire, which schools then collated and posted to the research team. We did not attempt to follow
up students who had left the school.

Allocation concealment mechanisms

As with most social intervention trial schools, their students, teachers and other staff could not be ‘blinded’
to allocation status. However, field work staff were blinded to allocation, as were data-input staff. Analysis
of follow-up quantitative data was undertaken blind to allocation.

Implementation

Randomisation and stratification was undertaken remotely by the CTU at LSHTM.
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Blinding

After randomisation, schools, the intervention team and the process evaluators could not be ‘blinded’ to
allocation status. However, other field work staff were blinded to allocation, as were the outcome evaluation
research team lead (RV) and data input and data analysis staff. Process and economic evaluation researchers
could nat be blinded.

It was not possible to blind the costing conducted alongside the process evaluation. Researchers remained
blinded to the arm and school name while preparing statistical analysis of cost data from questionnaires
and the CHU9D until the analysis was completed.

Statistical methods

Primary and secondary outcome analysis

The primary analysis of outcomes was intention to treat, including all randomised schools and participants
at each wave. Each measure was analysed using a separate mixed model, with the outcomes from each
time point treated as a repeated measures outcome. Fixed effects of treatment (LT vs. control) and time
(baseline, 24 months and 36 months) and the interaction between treatment and time were specified,
and the estimated baseline measures were constrained to be identical in the two arms of the trial. This is
equivalent to adjusting for baseline and permitting the relationship between baseline and follow-up
scores to differ at each time point, but offers the additional advantage that the data from all participants
contribute to the analysis, even when there were missing data at follow-up. Random effects for school
and for participants were specified to allow for correlations within schools, and repeated measures within
participants. Statistical significance for these analyses was taken at the 5% level (p < 0.05). As prespecified
in the statistical analysis plan, we carried out analyses adjusted only for baseline measures of the outcomes,
and the analyses adjusted for baseline measures of outcomes, sex, ethnicity and SES as well as for the
school-level stratifying factors (single-sex vs. mixed-sex school; school-level deprivation; value-added strata)
as the primary analysis.

For the joint primary outcomes (GBS and ESYTC), mixed linear regression models with random effects

at the participant and school levels were used to estimate a mean difference in GBS and ESYTC scores
between the two arms of the trial. Formal testing was restricted to a prespecified number of secondary
outcomes, and appropriate multilevel models were used to examine the effect of the intervention. For
continuous outcomes, we report unadjusted and adjusted mean differences with 95% confidence intervals
(Cls) and adjusted effect sizes (standardised mean difference). For binary and ordinal outcomes, we report
unadjusted and adjusted odds ratios. Additionally, we report adjusted risk differences for binary outcomes
although these cannot be calculated for ordinal outcomes. Evidence for any differential effects of the
intervention on the primary and secondary outcomes, by subgroup, was assessed using likelihood ratio
tests for the treatment by subgroup interaction terms. The effects in the different subgroups were
estimated directly from the regression model with the interaction term included.

The following four subgroups were prespecified: (1) sex; (2) SES, measured using the Health Behaviour in
School-aged Children FAS,'?0 described as low SES for FAS scores of 0-5 and high SES for FAS scores of

6-9; (3) baseline bullying experience (high, defined as frequent — at least weekly — experience of bullying
or being upset by it, vs. medium/low, defined as rare — less than weekly — experience of bullying and

not being upset by it) based on the GBS; and (4) baseline behaviour problems based on the ESYTC, with
high levels of behaviour problems defined as ESYTC scores of >0 and low levels defined as a score of 0.

When there was evidence of non-normality in the continuous outcome measures, non-parametric

bootstrapping, with 1000 samples, was used to estimate the effect of the intervention, and bias-corrected
Cls are reported. When this was done, p-values were estimated using permutation tests.
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Process evaluation analyses

Quantitative data were entered into CSPro (version 7.2.1; United States Census Bureau, Washington, DC,
USA) or Microsoft Excel® (2016; Microsoft Corporation, Redmond, WA, USA) and then transferred and
analysed in Stata. Quantitative analysis used descriptive statistics to assess intervention implementation,
awareness, reach, satisfaction and empowerment. Quantitative data also examined the association between
trial arm and our potential mediators using the same approaches as were used to assess the primary and
secondary outcomes. Qualitative data were organised in NVivo (version 11; QSR International, Warrington,
UK) and analysed to explore views about intervention processes and contexts. Thematic content analysis of
qualitative data was undertaken by Emily Warren and Chris Bonell using the following stages of analysis.™’
First, the researcher created a coding framework based on the research questions and theory guiding the
intervention. These starting codes were constructed to reflect the concepts informing our questions and
theory, such as the intervention components, the aspects of the school setting included in our inclusion

and stratification criteria, and the aspects of implementation such as fidelity, feasibility and acceptability.
Other codes were developed inductively to reflect other concepts that featured in interview transcripts,

or to subdivide and better describe our starting codes. Transcripts were analysed using in vivo codes to
identify key themes that were immediately apparent in participant accounts, as well as axial codes to explore
inter-relationships between these in vivo caodes (e.g. to explore how implementation varied across different
school contexts). Analyses used the method of constant comparisons and examination of deviant cases to
refine the emerging analysis.

Data Monitoring Committee

A DMC was established independent of the investigators and of the TSC, but it reported to the TSC and
(via the TSC) to the sponsors and the NIHR programme. This consisted of an independent chairperson,

a senior statistician and at least one other senior academic independent of the investigators. It met
approximately yearly during the study. The DMC monitored data for quality and completeness. The DMC
examined the results of an interim analysis at 24 months to consider any potential harms.
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Chapter 3 Results

Participant flow

A total of 6667 students in the 40 participating schools provided data at baseline, with the participation
rate being 93.6% of the students on the school roll (intervention arm, 92.9%; control arm, 94.3%).
Characteristics of the schools and students at baseline and at 24 and 36 months are shown by trial arm in
Appendix 1 (see Tables 26 and 27). All schools participated in the follow-up surveys at 24 and 36 months;
the numbers of students who completed the questionnaires at baseline, 24 months and 36 months were
similar between the arms (Figure 1). Student and school characteristics and outcomes at baseline were well
balanced between the arms.

Recruitment

Baseline surveys took place in March—July 2014, with the 24-month follow-up in April-June 2016 and the
36-month follow-up in April-June 2017. The trial ended in summer 2017, as the designated intervention
time limit had been reached.

Baseline data

Summaries of demographic characteristics of respondents are presented in Appendix 1 (see Table 27).
The arms were well balanced in terms of demographic characteristics and the primary and secondary
outcome measures.

The data presented come primarily from mixed-sex schools (80%) with a ‘good’ Ofsted rating (60%).
There was a good mix of male and female participants, ethnicities and religions. The majority of student
participants came from a two-parent family (72%]) in which at least one parent was employed (73%).

In terms of primary and secondary outcomes measures, reports of bullying and aggressive behaviour,
emotional difficulties, Qol, risk behaviours, truancy, NHS service use and contact with police were similar
between the control and intervention arms at baseline (see Tabfe 7).

Staff outcomes in relation to stress and bumout and QoL were also similar across control and intervention
conditions at baseline (see Appendix 1, Table 28).

Numbers analysed

A total of 3087 participants were included in analysis from the control condition and 2873 were included
from the intervention condition. Analysis was undertaken by original assigned group. Details on missing
data are shown in Appendix 1 (see Table 43).

Outcomes and estimation

Primary and secondary analysis

Overall GBS bullying scores were lower among intervention schools than among control schools at

36 months (adjusted mean difference —0.03, 95% Cl -0.06 to 0.00; adjusted effect size —0.08). There was
no evidence of a difference in misbehaviour/delinquency ESYTC scores (adjusted mean difference —0.13,
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FIGURE 1 The CONSORT flow diagram. Reproduced from Bonell et al.'?* @ 2018 The Author(s). Published by
Elsevier Ltd. This is an Open Access article under the CC BY-NC-ND 4.0 license.

95% C1-0.43 to 0.18; adjusted effect size -0.03) between arms; however, the direction of effect suggests
a positive effect of the intervention. These results are shown in Table 2.

Secondary outcomes and adjusted and unadjusted intervention effects for the GBS and ESYTC measured
at 24 months and other secondary outcomes at 36 months are shown in Table 3. Although the direction

of effect was, again, positive, there was no evidence of difference in the GBS overall score or the ESYTC
misbehaviour/delinguency scores at 24 months. At 36 months, students in intervention schools had
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TABLE 1 Primary and secondary outcomes at baseline by trial arm

Primary outcomes
GBS overall score, mean (SD)
Teasing
Rumours
Deliberate exclusion
Threatened or hurt
ESYTC overall score, mean (SD)
Secondary outcomes
SDQ total difficulties score, mean (SD)
Emotional problems
Conduct problems
Hyperactivity
Peer problems
Pro-social strengths
SWEMWBS overall score
PedsQL overall score
Physical
Emotional
Social
School
Psychosacial
Ever smoked, n (%)
No
Yes
If yes, how often in past month, n (%)
None
Once or twice
About once a week
Daily or almost daily

Ever consumed alcohol, n (%)

Control

(3347 students)’

0.51 (0.63)
0.79 (0.99)
0.52 (0.85)
0.40 (0.79)
0.36 (0.74)
2.92 (4.84)

11.00 (5.99)
3.15 (2.39)
2.00 (1.86)
4.00 (2.48)
1.86 (1.78)
7.56 (1.91)
2411 (5.91)
80.39 (14.31)
85.42 (14.88)
75.90 (22.36)
84.31(17.88)
72.75(18.76)
77.70 (16.29)

3083 (94.22)
189 (5.78)

132 (77.65)
30 (17.65)
3(1.76)
5(2.94)
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Intervention

(3320 students)’

0.48 (0.60)
0.74 (0.95)
0.50 (0.81)
0.41 (0.80)
0.30 (0.68)
272 (477)

10.70 (5.76)
3.17 (2.35)
1.90 (1.83)
3.84 (2.41)
1.81(1.75)
7.65 (1.93)
2433 (5.91)
80.98 (14.08)
85.75 (14.81)
76.40 (21.80)
84.88 (17.70)
73.96 (18.55)
7841 (15.84)

3051 (95.28)
151 (4.72)

100 (76.34)
20(15.27)
6 (4.58)
5(3.82)

Overall
(6667 students)’

0.49 (0.61)
0.76 {0.97)
0.51(0.83)
0.40 (0.79)
0.33(0.71)
2.82(4.81)

10.85 (5.88)
3.16 (2.37)
1.95 (1.85)
3.92 (2.45)
1.83(1.76)
7.60 (1.92)
24.21 (5.91)
80.68 (14.20)
85.58 (14.84)
76.15 (22.08)
84.59 (17.79)
73.34 (18.67)
78.04 (16.07)

6134 (94.75)
340 (5.25)

232 (77.08)
50 (16.61)
9 (2.99)
10(3.32)

No 2751 (84.96) 2783 (87.63) 5534 (86.28)

Yes 487 (15.04) 393(12.37) 880 (13.72)

If yes, how often in past month, n (%)

None 349 (74.89) 268 (72.43) 617 (73.80)

Once or twice 88 (18.88) 88 (23.78) 176 (21.05)

Once a week or more 29(6.22) 14 (3.78) 43 (5.14)
continued
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TABLE 1 Primary and secondary outcomes at baseline by trial arm (continued)

Control
(3347 students)’

Ever been offered illicit drugs, n (%)

No 2924 (87.36)
Yes, but did not try them 258 (7.71)
Yes, and tried them 30(0.90)
Truancy, n (%)

No 3019 (94.11)
Yes 189 (5.89)
Exclusion from school, n (%)

No 3154 (95.52)
Yes 148 (4.48)
Use of NHS services in past year, n (%)

No 1836 (55.86)
Yes 1451 (44.14)
Contact with police

No 3050 (92.06)
Yes 263 (7.94)

Intervention
(3320 students)’

2967 (89.37)
175 (5.27)
18 (0.54)

2989 (94.26)
182 (5.74)

3143 (96.92)
100 (3.08)

1720 (53.33)
1505 (46.67)

2982 (91.61)
273 (8.39)

Overall
(6667 students)’

5891 (38.36)
433 (6.49)
48 (0.72)

6008 (94.18)
371 (5.82)

6297 (96.21)
248 (3.79)

3556 (54.61)
2956 (45.39)

6032 (91.84)
536 (8.16)

t The number of students who responded at this survey; actual number of responses to each question varies, but item

non-respanse is similar across arms.

Reproduced from Bonell et al'?? © 2018 The Author(s). Published by Elsevier Ltd. This is an Open Access article under the

CC BY-NC-ND 4.0 license.

TABLE 2 Primary outcomes and intervention effects at 36 months

Control group Intervention Unadjusted

(3087 group (2281 difference

Adjusted
difference

Adjusted

students)® students)* (95% CI) p-value (95% Cl) p-value effect size
GBS overall 0.34 (0.02) 0.29 (0.02) -0.03 0.0395 -0.03 0.0441 -0.08
score (~0.06 to -0.002) (~0.06 to —0.001)
Teasing 0.55 (0.03) 0.47 (0.03) -0.04 -0.05 -0.07
(~0.09 to 0.01) (~0.10 to 0.00)
Rumours 037 (0.02) 0.31(0.02) —0.06 -0.07 -0.10
(-0.10 to —0.02) (-0.11 10 -0.02)
Deliberate 0.24(0.01) 0.22 (0.02) -0.04 -0.04 -0.06
exclusion (-0.08 to 0.004) (-0.08 t0 0.01)
Threatened 0.21 (0.02) 0.18 (0.02) 0.01 0.01 0.02
or hurt (-0.02 to 0.05) (~0.03 to 0.05)
ESYTC overall 4.33 (0.20) 4.04(0.21) -0.07 0.6820 -0.13 0.4199 -0.03

score

(-0.38 to 0.25)

(-0.43 t0 0.18)

a Shows the number of students who responded at this survey; actual number of responses to each question varied, but
non-respense for each item was similar across arms.

Data are mean (SE) unless otherwise stated.

The GBS score decreased and the ESYTC increased in both arms over time. Similarly we observed an increase in risk taking

behaviours over time in both arms of the trial.'?* 15

Reproduced from Bonell et al.'22 @ 2018 The Author(s). Published by Elsevier Ltd. This is an Open Access article under the

CC BY-NC-ND 4.0 license
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TABLE 3 Secondary outcomes and intervention effects at 24 months

Outcome

GBS overall score

Teasing

Rumours

Deliberate exclusion

Threatened or hurt

ESYTC overall score

PedsQL overall score
Physical health
Psychosocial health
Emotional functioning
Social functioning
School functioning

SDQ total difficulties

score®
Emotional problems
Conduct problems
Hyperactivity
Peer problems
Pro-social strengths

SWEMWABS total

well-being index

Age at sexual debut

Modified aggression
scale, bullying subscale

Control

(3195 students),”
mean (SE)

0.42(0.02)

0.66 (0.03)

0.44 (0.02)

0.31(0.02)

0.26 (0.02)

4.2410.28)

79.75 (0.50)

85.39 (0.52)

76.71 (0.55)

73.90 (1.07)

85.98 (0.42)

70.19 (0.60)

11.83 (0.16)

3.46 (0.11)

2.22(0.07)

4.33(0.07)

1.84 (0.05)

6.96 (0.10)

23.54 (0.20)

12.30(1.27)

2.74(0.23)

Intervention
(3095 students),”
mean (SE)

0.37 (0.02)

0.59 (0.03)

0.41(0.02)

0.30(0.02)

0.22 (0.02)

3.96 (0.28)

80.97 (0.51)

86.01(0.53)

78.37 (0.56)

74.65 (1.10)

87.74 (0.43)

72.68 (0.61)

11.23(0.17)

3.40(0.12)

2.01(0.07)

4.15(0.07)

1.68 (0.05)

7.18(0.10)

23.79 (0.21)

12.74 (1.29)

2.61(0.23)

Unadjusted
difference
(95% Cl);
p-value

-0.02
(-0.05 t0 0.01);
0.2198

-0.02
(-0.07 to 0.03)

-0.02
(-0.06 to 0.02)

-0.03
(-0.07 t0 0.01)

0.01
(-0.02 t0 0.05)

-0.04
(-0.34t0 0.27);
08113

0.77
(0.05 to 1.48)

0.30
(-0.49 to 1.09)

1.08
(0.28 10 1.89)

0.58
(-0.60to 1.77)

1.15
(0.32 10 1.99)

1.50
(0.50 to 2.50)

-0.40
(-0.67 t0 -0.12)

-0.10
(-0.22 10 0.03)

=0.12
(-0.21 10 -0.03)

-0.05
(-0.17 t0 0.07)

-0.14
(-0.22 t0 -0.05)

0.12
(0.02 t0 0.23)

0.09
(-0.24t0 0.47)

0.06
(-1.53 to 1.66)

0.00
(-0.56 t0 0.57)

Adjusted
difference
[CL Y
p-value

-0.02
(-0.05 to 0.01);
0.1581

-0.03
(-0.08 to0 0.01)

-0.02
(-0.06 to 0.02)

-0.03
(-0.07 to 0.01)

0.01
(-0.03 to 0.04)

-0.06
(-0.35 to 0.24);
0.7206

0.88
(0.17 to 1.60)

049
(-0.27 to 1.26)

1.15
(0.35 to 1.96)

0.74
(-0.41 to0 1.90)

1.04
(0.20 to 1.88)

1.66
(0.65 to 2.66)

-0.41

(-0.69 to -0.13)

-0.11
(-0.23 10 0.01)

-0.13

(-0.22 to -0.04)

-0.05
(-0.17 t0 0.07)

-0.15

(~0.24 to -0.06)

0.15
(0.04 to 0.25)

0.15
(-0.17 t0 0.47)

-0.22
(-1.60 to 1.16)

0.01
(-0.29 t0 0.32)

Adjusted
effect size
(95% CI)

-0.05
(-0.15 10 0.05)

-0.05
(-0.14 t0 0.04)

-0.04
(-0.11 10 0.04)

-0.05
(-0.13 t0 0.03)

0.01
(-0.07 t0 0.09)

-0.01
(-0.12 t0 0.09)

continued
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TABLE 3 Secondary outcomes and intervention effects at 24 months (continued)

Outcome
Ever smoked regularly
No

Yes

If yes, how long since last
smoked

< 1 day
1-3 days
4-7 days

> 1 week,
< 1a month

1-2 months

3-6 months

>6 months
Ever drunk alcohol

No

Yes

Control

(3195 students),®
mean (SE)

2568 (83.40)
511 (16.60)

65 (12.87)
29 (5.74)
27 (5.35)
69 (13.66)

64 (12.67)
90 (17.82)
161 (31.88)

2028 (64.88)
1098 (35.12)

If yes, had alcohol in the past week

No
Yes

Number of times really
drunk

Never
Once

2-3 times
4-10 times
> 10 times

Binge drinking (> 5 drinks
in a row) in past 30 days

0
1t02
3to5
6t09
210

885 (83.65)
173 (16.35)

911 (66.35)
262 (19.08)
120 (8.74)
45 (3.28)
35 (2.55)

1204 (81.30)
181(12.22)
20(3.38)

17 (1.15)

29 (1.96)

Intervention
(3095 students),”
mean (SE)

2595 (87.97)
355 (12.03)

51 (14.66)
20(5.75)
20 (5.75)
40 (11.49)

41 (11.78)
49 (14.08)
127 (36.49)

2127 (70.95)
871 (29.05)

675 (81.33)
155 (18.67)

771 (70.80)
166 (15.24)
97 (8.91)
35(3.21)
20(1.84)

978 (81.98)
143 (11.99)
46 (3.86)

6 (0.50)

20 (1.68)

Unadjusted
difference
(95% Cl);
p-value

1.00

0.67
(0.48 10 0.92)

1.12
(0.80 to 1.56)°

1.00

0.79
(0.62 t0 1.02)

1.00

1.16
(0.82 to 1.63)

0.65
(0.37 to 1.14)

0.89
(0.60 to 1.33)F

Adjusted
difference
(95% Cl)
p-value

1.00

0.63
(0.46 to 0.88)

1.14
(0.81 to 1.59)°

1.00

1.26
(0.91 to 1.75)

1.00

1.26
(0.91 to 1.75)

0.65
(0.41 to 1.02)°

0.5832
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TABLE 3 Secondary outcomes and intervention effects at 24 months (continued)

Control

(3195 students),?
mean (SE)

Outcome

Ever been offered illicit

drugs
No 2346 (75.46)
Yes, but did not try 618 (19.88)
them
Yes, and tried them 145 (4.66)

Truancy (skipped school in the past 3 months)
No 2767 (88.95)
Yes 343 (11.05)

Intervention
(3095 students),®
mean (SE)

2421 (81.19)
469 (15.78)

92 (3.09)

2685 (89.89)
302 (10.11)

Exclusion from school (temporarily or permanently)®

No 2846 (90.18)

Yes 310(9.82)

Used any contraception at first sex
No 36 (30.51)
Yes 82 (69.49)

Use of NHS services in past 12 months

No 1633 (51.91)
Yes 1513 (48.09)

Contact with police in past 12 months

No 2732 (86.26)
Yes 435 (13.74)

2791 (91.63)
255 (8.37)

32 (33.68)
63 (66.32)

1617 (53.33)
1415 (46.67)

2673 (87.61)
378 (12.36)

PUBLIC HEALTH RESEARCH 2019 VOL. 7 NO. 18

Unadjusted
difference
(95% q1):
p-value

0.63
(0.41 to 0.96)

1.00

0.93
(0.72 t0 1.20)

1.00

0.83
(05410 1.29)

1.00

0.73
(0.28 t0 1.88)

1.00

0.87
(0.75 to 1.00)

1.00

0.83
(0.64 to 1.09)

Adjusted
difference Adjusted
(95% C1); effect size
p-value (95% C1)

0.63
(0.44 to 0.92)

1.00

0.9
(0.70 to 1.18)

1.00

0.81
(0.55 to 1.21)

1.00

0.71
(0.25 to 1.99)

1.00

0.87
(0.75 to 1.01)

1.00

0.82
(0.63 to 1.07)

a Shows the number of students who responded at this survey; actual number of responses to each question varied, but
non-response for each item was similar across arms.

SDQ total difficulties score does not include the pro-social score subscale.

Proportional odds ratio

d Based on repeat cross-sectional model because longitudinal model did not converge.

n o

higher QoL (PedsQL adjusted effect 1.44, 95% Cl 0.07 to 2.17; adjusted effect size 0.14) and
psychological well-being scores (SWEMWBS 0.33, 95% CI 0.00 to 0.66; adjusted effect size 0.07) and
lower psychological total difficulties (SDQ total score —0.54, 95% ClI -0.83 to —0.25; adjusted effect size
-0.14) than students in control schools. There was evidence that those in intervention schools also had
lower scores for emotional, conduct, hyperactivity and peer problems (SDQ subscales; see Table 3).

Students in intervention schools also had lower odds of having ever smaoked regularly (OR 0.58, 95% Cl
0.43 to 0.80; adjusted risk difference —0.03, 95% CI —0.05 to —-0.01), lower odds of having ever drunk
alcohol (OR 0.72, 95% C1 0.56, 0.92; adjusted risk difference -0.03, 95% Cl -0.06 to -0.01) and lower
odds of having ever been offered or tried illicit drugs (CR 0.51, 95% Cl 0.36 to 0.73). There was evidence
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that among students in the intervention arm who had ever smoked the time since their last cigarette was
longer than in the control arm and, similarly, that, among those who had ever drunk alcohol, there were
lower odds of having drunk in the past week (OR 0.67, 95% Cl 0.50 to 0.91), number of times been
really drunk (OR 0.57, 95% €l 0.33 to 0.98) and binge drinking (OR 0.77, 95% Cl 0.59 to 1.00). Similarly,
students in intervention schools had lower odds of having ever been in contact with the police in the past
12 months than those in control schools (OR 0.74, 95% Cl 0.56 to 0.97; adjusted risk difference —-0.02,
95% Cl-0.04 to -0.00).

We found no evidence of differences in the CHU9D HRQol score, sexual risk behaviour, use of
contraception at most recent sexual contact, bullying perpetration or use of NHS services.

Staff outcome data

No differences were found in relation to staff stress or burnout of QoL between the control and
intervention arms of the study at 24 or 36 months (Table 4).

Ancillary analyses

Analysis of the primary and secondary outcomes by prespecified subgroup (see Appendix 1, Table 29)
suggests that the intervention had a greater effect in boys than in girls for many secondary outcomes
[PedsQL overall score; SDQ total difficulties score; SWEMWBS total well-being index; bullying perpetration
(modified aggression scale); CHU9D overall score; ever smoked; ever drunk alcohol; contact with police].
The intervention was also more effective in students with higher baseline bullying experience, with greater
effects on bullying (GBS score) and psychological secondary outcomes (PedsQL overall score; SDQ total
difficulties score; SWEMWBS total well-being index; CHU9D overall score). The intervention was mare
effective in those with greater baseline aggression, with greater effects on both primary outcomes (GBS
score; ESYTC overall score), psychological secondary outcomes (PedsQL overall score; SDQ total difficulties
score; SWEMWAS total well-being index; CHU9D overall score) and risk behaviours (ever smoked; ever
drunk alcahol). There was no suggestion of any difference in the outcomes by level of SES).

Adverse events

A serious adverse event was defined as (1) any death or event requiring hospitalisation in a young person
reported to investigators or (2) a response to study guestionnaires that prompted significant concerns
about mental health, sexual risk or child safety, which were then communicated to the school. There were
15 reported SAEs to date (Table 5). The total number of reported serious adverse events was similar in
each arm.

Process evaluation

Fidelity was variable, with a reduction in the fidelity of formal intervention activities in year 3. The median
fidelity score for years 1 and 2 (maximum possible score 8) was 6 (interquartile range 5-7), whereas for year 3
(maximum score 4) the median was 1 (interquartile range 0-3). In year 3, 15 schools sustained restorative
practice. Interviews with AG members and focus groups with staff in case study schools suggested that, in
year 3, schools commonly incorporated what they regarded as the most useful AG functions into mainstream
school structures and processes. For example, involving students in decision-making and further review of
policies to ensure that these supported restorative practice was integrated into existing school committees.
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TABLE 4 Staff outcomes and intervention effects at 24 and 36 months

Measure

24 months

Arm, mean (SD)

Control

Unadjusted effect

Difference

Intervention (95% Cl)

5taff stress and burnout - Maslach Burnout Inventary

Emotianal
exhaustion score

Depersonalisation
score

Personal
achievernent score

23.03
0.73)

5.71
0.32)

34.67
(0.35)

2423 {0.75)

5.91(0.33)

35.58 (0.37)

Staff guality of life - SF-12 w2 Health Survey

Physical health score  54.97

IMental health score

0.32)

4456
(0.49)

55.22 (0.34)

43.71{0.52}

0.81
{-0.24 10 1.86)

0.25
{-0.27 10 0.78)

0.80
{0.08 to 1.51)

-0.35
(=1.05 10 0.34}

-0.66
(=164 10 0.32)

p-value

0.1322

0.3434

0.0291

0.3187

D.1883

Adjusted effect

Difference
{95% CI)

0.80
{-0.34 to 1.93)

0.26
(-0.30 to 0.81)

0.88
{014 to 1.62}

-0.26
(-0.99 to 0.47)

-0.45
{~1.49 to 0.58)

p-value

0.1680

0.3620

0.0195

0.4825

0.3896

36 months

Arm, mean (SD)

Control

2397
(0.63)

622
(0.36)

3512
(0.28)

55.62
(0.386)

43.76
(0.44)

Intervention

23.81 (0.63}

6.07 (0.36)

35.22 {0.29)

55.18 {0.36)

43.69 (0.45)

Unadjusted effect

Difference

(95% C1) p-value

-0.46 0.3998
(-1.52 to 0.61)

-0.05 08414
(-0.58 to 0.48)

~0.02 0.9535
(-0.73 to 0.69)

~0.71 0.0449
(~1.40 to -0.02)

015 0.7642
(~0.83t01.13)

Adjusted effect

Difference
{95% ClI)

-0.55
{=1.74 to 0.64)

0.03
{(-0.55 to 0.60)

0.20
{~0.56 to 0.96)

~0.61
{~1.36t0 0.13)

0.31
{-0.76 to 1.38)

p-value

0.3625

09276

0.6127

0.1058

0.5691

Reproduced from Bonell et al.'™* @ 2018 The Author(s). Published by Elsevier Ltd. This is an Open Access article under the CC BY-NC-ND 4.0 license.

081 £0AYd/0LEE 0L 2100

8L 'ON £ "IOA 6102 HOHY3IS3H HLTV3H J1dand

232



36

RESULTS

TABLE 5 Number of serious adverse events by arm across the trial

Suicide 0 2
Responses showing potential for self-harm 0 4
Stabbing incidents 0 2
Possible non-consensual sex (including age < 10 years) 6 0
Disability or long-term illness 1 0
Total 7 8
Reported at the school level (an S ident level (fron
al he Author(s). P by Elsevier Ltd. This article under the

Regarding specific components (training, AGs and restorative practices), these were delivered with good
fidelity. The fidelity of curriculum delivery was lower. Increased fidelity of delivery in the first 2 years of
intervention was associated with lower rates of bullying victimisation at 24 months, but not with rates of
aggression. The fidelity score for year 3 was not associated with either primary outcome (see Appendix 1,
Table 30).

Slightly over half of staff in intervention schools were aware that the school had been taking steps to
reduce bullying and aggression, with this falling slightly between years 2 and 3 (Table 6). About one-third
of students reported being aware that the school had been taking steps to reduce bullying (Table 7).
About half reported that, if there was trouble at school, staff responded by talking to those involved to
help them get on better. About two-thirds of students reported that teachers and students got together
to build better relationships or discuss their views and feelings. Other data on the process evaluation are
shown in Appendix 1, Tables 31-35.

Many control schools implemented similar activities to those prescribed in the intervention but with very
variable quality. We identified five control schools that delivered restorative practice, social and emotional
skills education and consultation with students on policy. A per-protocol analysis excluding these schools
showed no discernible differences in the intervention effects compared with the intention-to-treat analyses
(Table 8).

Response rates

Some elements of the process evaluation, such as interviews with facilitators, school staff and students,
as well as observations of training and AGs, achieved excellent response rates (see Appendix 1, Table 36).
However, other elements, such as the surveys of staff delivering the curriculum or restorative practice (RP),
achieved poor response rates. This reflected what, in retrospect, was an excessive data collection burden
on schools. The low response rates for some elements of the process evaluation in year 3, such as the
survey of AG members, also reflected the reality that in this year not all schools delivered all aspects of the
intervention, rendering data collection obsolete. However, despite this, our multisource approach meant
that we were still able to assess what was happening in most schools, with the exception of a few schools in
year 3, where it is reasonable to assume that few, if any, intervention activities were being implemented.
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TABLE 6 Staff awareness of the intervention processes

Measure

This school has recently been taking steps to reduce bullying and
aggression (% yes)

| support this new work {% yes)
| understand what is meant by 'restorative practice’ (% yes)
| support using restorative practice in schools (%6 yes)

If there is trouble at this school, staff response includes talking to
those involved to help them get on better (% tick)

Teachers and students at this school get together to build better
relationships (% oftensometimes)

Teachers and students at this school get together to discuss their
views and feelings (% often/Sometimes)

Staff responses

24 months

Overall % across
intervention group

5833

91.71
77.90
52.85
8599

9455

83.95

N schools
where school
% is = 70%

19
14

19

N schools
with no data

36 months

Overall % across
intervention group

54.21

91.40
79.52
55.38
89.14

94.06

82.39

N schools
where school
% is = 70%

20
13

N schools
with no data

woow W W

Reproduced from Bonell et o/’ © 2018 The Authori{s). Published by Elsevier Ltd. This is an Open Access article under the CC BY-NC-ND 4.0 license.
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TABLE 7 Student awareness of the intervention processes

Measure

This school has recently been taking steps to reduce bullying and
aggression (% yes)

If there is trouble at this school, staff response includes talking to
those involved to help them get on better (% tick)

Teachers and students at this school get together to build better
relationships (% often/sometimes)

Teachers and students at this schoal get together to discuss their
views and feelings (% often/sometimes)

Staff responses

24 months

Overall % across
intervention group
34.29

53.6%

69.68

63.48

N schools

where school N schools

% is = 70% with no data
4] 4]

4] 4]

12 4]

7 Q

36 months

Overall % across
intervention group
33.00

5065

67.85

59.84

N schools
where school
% is =70%

N schools
with no data

Reproduced from Bonell et al.' & 2018 The Autharis). Published by Elsevier Lid. This is an Open Access article under the CC BY-MC-ND 4.0 license.
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TABLE 8 Adjusted intention-to-treat and per-protocol analysis for the main primary and secondary student
outcomes at 36 months

Intention-to-treat (adjusted) Per-protocol (adjusted)
Outcome Difference (95% Cl) p-value Difference (95% Cl)
GBS overall score —0.03 (-0.06 to —0.001) 0.0441 —0.03 (-0.06 to 0.01) 0.1211
ESYTC overall score —0.13 (-0.43 t0 0.18) 0.4199 -0.12 (-0.46 to 0.22) 0.4869
PedsQL overall score 1.44(0.70 t0 2.17) 0.0001 1.02(0.22 t0 1.83) 0.0122
SDQ total difficulties score -0.54 (-0.83 to -0.25) 0.0002 -0.35 (-0.67 to -0.04) 0.0289
SWEMWBS total well-being index 0.33 (0.00 to 0.66) 0.0487 0.31 (-0.05 to 0.66) 0.0943
CHU9ID overall score 0.01 (-0.00 to 0.01) 0.0795 0.00 (-0.00 to 0.01) 0.6087
Age of sexual debut -0.35(-1.48 t0 0.78) 0.5409 -0.28 (-1.55 t0 0.98) 06589
MAS bullying subscale score -0.26 (-0.57 to 0.05) 0.0976 -0.21(-0.57 t0 0.14) 0.2342
Intention-to-treat (adjusted) Per-protocol (adjusted)
Qutcome Odds ratio {(95% CI) p-value 0Odds ratio (95% Cl)
Ever smoked regularly 0.58 (0.43 to 0.80) 0.0009 0.66 (0.47 t0 0.93) 0.0160
Ever drunk alcohol 0.72 (0.56 to 0.92) 0.0094 0.79 (0.60 to 1.03) 0.0764
Ever tried illicit drugs 0.62* (0.41 to 0.93) 0.0221 0.91* (0.63 to 1.32) 0.6258
Used any contraception at first sex 1.08 (0.50 to 2.35) 0.8410 1.29 (0.54 t0 3.08) 0.5741
Use of NHS in past 12 months 0.96 (0.82 to 1.11) 0.5652 0.93 (0.79 to 1.09) 0.3685
Contact with palice 0.74 (0.56 to 0.97) 0.0269 0.73 (0.55 to 0.98) 0.0369

* Proportional odds ratio.
Reproduced from Bonell et al.'? © 2018 The Author(s). Published by Elsevier Ltd. This is an Open Access article under the
CC BY-NC-ND 4.0 license.

Baseline context of intervention schools

Motivation to participate in the trial

A key theme was the variety in schools’ motivations to participate in the trial. One subtheme focused on a
desire to address bullying or an interest in RP, while another subtheme was a desire to provide evidence of
performance. For example, in one school, the external facilitator felt that the first year of the trial was
focused mare on generating evidence for Ofsted than on substantive changes that would benefit students:

Can | just say that the whole of the first year the emphasis was on just getting this Ofsted.
1 felt anything we did that had as an agenda.
Facilitator 9, school AH, interview, year 2

Another facilitator explained:

There's also a thing where all schools are like this; they want to make sure . . . there’s an Ofsted
agenda which drives all schools. And she wanted to make sure as well that she was . . . they want
‘outstanding’, so she wants to make sure that she's got all the information possible to make sure
that they can get through that.

Facilitator 2, school AD, interview, year 2
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Context of control schools

Existing relevant services and practices in control schools during the trial period

Qverall, in year 1, five schools delivered some form of RP, social and emotional skills education and student
consultation on policy (schools AB, AC, AP, BH and BN), rising to 11 in year 3 (schools AB, AC, AG, Al,
AN, AP, AY, BA, BB, BH and BN).

School discipline systems

A key theme reflected in data from nearly all control schools was that addressing bullying, aggression,
and other forms of misbehaviour was generally not schools’ main priority. In almost all schools, staff
reported that improving educational attainment was their key priority. Only in one school did participants
(school BG) report that addressing bullying was the school’s current main priority, and this was because it
had been raised by Ofsted as an area to improve.

Existing use of RP was a common theme. In year 1, 15 schools were reported to use RP to address
difficulties between students (schools AA, AB, AC, AG, Al, AJ, AN, AP, AR, BA, BB, BF, BG, BH and BN),
with this rising to 17 in year 3 (to also include schools AQ and AY). Staff used the term RP and described
processes that brought together each party in cases of conflict, as the following quotation illustrates:

Interviewer: So just going back to bullying and aggression in particular, would you say that your school
uses any restorative approaches?

Respondent: Constantly.
Interviewer: Constantly. OK.

Respondent: Yeah . . . yesterday moming we had two boys in Year 12 . . . somebady had said
something funny that the other boy didn’t find funny . . . He took it quite seriously, it blew out of all
proportion,; and my parent support advisor and | sat down with the victim ... no, well ... the alleged
perpetrator, and said, look we need to resolve this. We need to mend this, you've got to get back into
lessons together. I'm not going to be on anybody’s side . .. will you come and sit and meet? They had
a little bit of time. They both said some things, we said things, they shook hands.

SLT member, school AC, interview, year 1

Other quotations, such as the following, offered a more nuanced account of how restorative sessions
might focus on recognising and healing social and emotional conflicts:

We have another two students who were saying unkind things to each other in class and it just kept
going on . .. And we would just talk through how it made each other feel, you know, what they’d
said, what they’d done. And actually get them to come up with how they would resolve . . . how
they’re going to resolve it, how they're going to make each other feel better and what the strategies
would be. So it may be, if they’re not going to be friends, how to deal with each other in the
community, or if we are able to — quite often we can get them to resolve to the point where . . .
they would actually be able to communicate with each other again.

Phase leader for years 7 and 8, school AR, interview, year

A recurring idea was that RP was an approach to behaviour management that could be used alongside
more traditional, punitive measures, but that could be more effective in addressing the underlying causes
of conflict. In the following quotation, a teacher discusses the school’s reasons for using the technigue:

It's about actually sitting down with the victims and the perpetrators and actually having those

conversations whereby people are able to express how the situation or the incident or the thing
that was said has made them feel you know. And have that opportunity to directly speak to those
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individuals who have caused the problem. And then for the other ones to be able to respond to

that and actually really understand. Because | think sometimes when you sanction and they do their
sanction, it’s like . .. OK, has anyone actually stopped to really understand what this has led the other
person to feel like or . .. how it's affected them you know? It's easy just to give sanctions and then
draw a line under it. But really for us it is about actually getting to the root of the problem and
understanding and making people aware that this is not acceptable.

Head of year, school Al, inte

One subtheme was variety in how RP was used. In interviews with staff at some schools, for example in
the following quotation, RP was presented as a technique that permeated staff practice in and outside
classrooms, and to prevent as well as respond to conflict:

And then also all the teachers are aware of how we should treat each other and how students should
treat each other and act as role models. So then if something happens in their lessons they will use
restorative justice type conversations with students. And also, if there’s an incident, an argument or
an act of unkindness within the lesson, then they’re followed up with a restorative justice meeting
that’s usually held by the classroom teacher. So it does permeate across the school.

SLT member, school BH, interview, year 3

However, interviews in some other schools suggested that RP was regarded more as a resource to draw on
in particular circumstances:

Ifit's a bunch of girls who are generally friends and they can’t seem to get on and there’s constant
bickering, we might get one of our behaviour support workers in and they do a restorative thing at
lunchtime where they get the girls together and they all have a chance to say their bit about what
they’re unhappy about in the relationship or not. And then go on from there. So we sometimes

do that although it's not that often. We probably have about four of those sessions a year with
different girls.

SLT member, school BB, interview, year 1

Most of those reporting that their school used RP suggested that it had been used for some time, but a
few suggested that it had started after the school had been allocated to the control group in the trial.
One SLT member described how, in response to being allocated to the control group, the school had
initiated its own programme of RP:

1 was really, really upset that we didn’t get picked as one of the schools because we're actually at a

point where we're going through so much change and what you guys were offering was exactly

what we need. But we’re going to do it ourselves, so it'll be interesting to see . .. how we compare.
SLT member, school BG, interview, year 3

Training was another subtheme. Eight control schools were reported to have trained some staff in using RP
in year 1 (schools AB, AC, AG, Al, AW, BB, BH and BL), with this rising to 13 in year 3 (schools AA, AB,
AC, AJ, AQ, AR, AY, BA, BB, BG, BH, BL and BN).

The ubiquity of policies and rules was another subtheme. In years 1 and 3, 18 schools were reported to
have a policy on bullying or aggression (schools AA, AB, AC, AG, Al, Al, AN, AP, AQ, AR, AY, BA, BB, BF,
BG, BH, BL and BN). In year 1, staff of nine schools reported that their school had revised its policy on
bullying or aggression in the last year (schools AA, Al, AN, AP, AR, BA, BB, BF and BN); in year 3 this

rose to 11 schools (schools AA, AG, Al, AN, AQ, AR, AY, BB, BF, BH and BL). Policies on bullying and
aggression were sometimes part of larger policies, such as on behaviour management or ‘culture for
learning’. Schools varied enormously in how staff described the importance of the policies. In most schools,
the policies were salient in staff accounts and were said to be reviewed regularly. However, in a few
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schools, the policies appeared to exist but not to greatly inform practice and to be seldom reviewed, as the
quotation below illustrates:

Inte

r: Do you have any formal policies related to bullying and aggression?

2

Respondent: Yeah. We have an anti-bullying policy. We also have a behaviour policy.
And a cyber-bullying policy.

Interviewer: And how often do you review them and who does this and how long does it take?

Respondent: Yeah. Well we're not very good on policies. We're good at practice, we're better at
practice than we are at policy.

B, interview, year 1

SLT member, school

All schools had rules for student behaviour. Schools varied in whether these were presented primarily in
terms of positive expectations or as a list of unacceptable behaviours. However, in all schools, bullying,
aggression and other forms of physical or non-physical violence were identified as unacceptable. All
schools employed punitive measures. These could work as a complement or an alternative to restorative
measures. Many participants reported that punitive measures and RP were used alongside one another.

Personal, social and health education

The provision of PSHE was a recurring theme in staff accounts, with diversity of provision again an
important subtheme. About half of schools offered regular timetabled subject lessons and around half
delivered PSHE in tutor time or on so-called ‘off-timetable’ or ‘drop-down’ days. In those schools where
provision did not occur in specifically timetabled lessons, it was a recurring subtheme, exemplified by the
quotation below, that such a format of provision was not ideal:

But obviously we have . .. like the PSHE days. So rather than it being embedded . . . we have 4 PSHE
days a year. Like one-off days where the curriculum is changed to focus on exactly like the well-being.
But from my point of view | think it would be better run across . . . like weekly during tutor groups,
50 it's consistent rather than kind of . .. It seems a bit like an add-on.

Pastoral co-ordinator, school BL, interview, year 1

It was very difficult to assess the extent to which control schools were delivering social and emotional skills
curricula to students because staff discussed such provision in very vague terms, generally because they were
not directly involved in its delivery. Staff commonly referred in general terms to lessons addressing topics such
as ‘well-being’, ‘resilience’, ‘relationships’ or ‘social issues’, but were vague about details. In years 1 and 3,
there was some evidence that 13 schools provided their students with some sort of social and emotional skills
curriculum (schools AB, AC, AG, AJ, AN, AP, AQ, AR, AY, BA, BB, BH and BN). Staff commonly reported that
social and emational education was integrated into a range of academic subject lessons, but this provision did
not appear to be based on a formal curriculum with clear learning objectives. For example, a member of staff
described how social and emotional learning occurred in lessons such as drama:

Interviewer: The social and emotional education, is that covered in PSHE?

Respondent: To some extent, yeah. There's stuff, there’s definitely lessons and things about healthy
relationships and interaction buddying, these kind of things are . .. are covered there.

Interviewer: Are they covered in any other subjects?
Respondent: I think that, obviously being a drama teacher, we do a lot of stuff to do with well-being
and . .. kind of emotional education. But there aren’t any subjects that . .. are kind of . . . responsible

for teaching it.

Teacher and deputy head, school AG, interview, year 1
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Student participation in decision-making

Student participation in decision-making was a recurring theme. In years 1 and 3, there was evidence that

14 schools had an active student forum (schools AB, AC, AG, Al, AJ, AP, AQ, AR, BA, BB, BF, BG, BH and BN).
In years 1 and 3, 15 schools were reported to consult with students on some policy decisions (schools AA, AB,
AC, AG, Al, AJ, AN, AP, AQ, AY, BA, BB, BG, BH and BN). In year 1, there was evidence that in seven schools
students and staff met together to make decisions (schools AC, AJ, AP, AQ, BA, BN and BG); this rose to 10
schools in year 3 (schools AA, AB, AC, AG, AP, AQ, AY, BB, BG and BN). In year 1, there was some evidence
that five schools (schools AB, AJ, AP, AR and BN) surveyed students on health- or well-being-related issues;
this rose to six schools (schools AG, A, AR, AY, BA and BB) in year 3.

In some schools, staff reported elaborate processes for students’ active participation in decision-making
alongside staff. For example, a staff member in one control school reported a parallel student leadership
team interacting with the staff SLT:

We have student voice, student council; so we have . .. The same where we have SLT we have JLT
{junior leadership team], which is the junior leadership team. These are the students who apply for
the job, through an application process. And they have last interviews and then they are selected as
member of the JLT. They are attached, each of those is attached to a member of SLT if you like,

so they kind of shadow them.

Head of year, school Al, interview, year 1
However, in other schools, staff reported a much more limited and what was sometimes seen as a
tokenistic system for participation, as the following quotation from a staff member suggests:

We have the student voice and all those kind of school councils and stuff, which . .. [ don‘t know:;
my own personal view is | don’t know, they're a little bit tokenistic . . . We've got our school prefect
teams. But | guess ultimately . . . they can propose quite a few things, but it rests with the Head and
the senior leadership team whether those things are going to go through or not. So | think students . . .
| think certain voices . . . | think they’re heard. But from working, again talking from a pastoral level,
and working with the more challenging students; probably they don't feel like their voice is heard.

Pastoral co-ordinator, school BL, interview, year 1

Existing relevant policies and practices in intervention schools during the trial period

School discipline systems

Another theme was staff interest in RP. At baseline, staff from five schools reported in interviews that they
had been interested in moving towards using RP to address student behaviour before taking part in the trial
(schools AD, AK, AM, AX and BI). A subtheme was the existing use of the approach. Seven schools (schools AH,
AK, AL, AX, BD, Bl and BK) were already using some form of RP. Delivery within a school was generally
inconsistent:

We also have a guy who works in the internal exclusion room and wherever he has two students
who've been involved in an incident together, he will sit them down together or talk about the
incident just within the room, and approach it from that way. So yeah, the restorative practice
does go on. But | think it's in quite isolated pockets; it's not across the whole staff.

Year lead, school AH, interview, year 1

Staff in three other schools reported holding conversations to address incidents of bullying or
misbehaviour, but did not describe this as RP (schools AD, AS and BE). Some teachers used restorative
approaches alongside other approaches. A teacher from school BD explained:

The approach to bullying is more, from my experience and other members of staff. that if there is an
issue, having a discussion about it is the first action to take and having the students or who's involved
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having a discussion about, you know, this is what's happened, this is how this person feels, and that,
and to express themselves so that the other students can . . . hear you know what they're doing has
an effect. And also they wouldn't fike it. And then usually you might just set a detention, or they
sometimes underline the issues where students have been friends before, they're not friends any
more or stuff like that.

3viour manager, school BD, interview, year 1

However, another subtheme was the use of more punitive approaches. Intervention facilitators described
schoals AH, AT and BD as primarily managing student behaviour through quite ‘disciplinarian’ approaches.
A teacher from school AT described the school as dealing with misbehaviour ‘quite severely, quite harshly’.
When asked if the school had ever used RP before, the teacher replied:

No, not at all. It's more . .. | feel more accusatory, more . .. ‘you have done this’ and then there’s
been the punishment that follows: isolation and then to be expelled for a certain number of days,
whatever it Is.

Intervention co-ordinator, school AT, interview, year 1

The importance of written policies was another subtheme, with most schools having policies on bullying,
and many schools embedding this within their broader behaviour policies. Staff in most schoals reported
that they were clear about the bullying policy. Occasionally, staff reported not knowing what the bullying
policies were (schools AE, AM and AU) or that the policies were not implemented (schools AD and AM).

Training was another subtheme. Several schools had at least a few members of staff who had at some
point been trained in RP and who used this technique individually (schools AD, AH, AK, AO, AT, AZ, BE
and BM). Staff in only three schools reported having whole-school training (schools AH, AO and BC) and
10 reported receiving no training in dealing with bullying (schools AE, AF, AL, AM, AU, AW, AX, AZ, BE
and BK). Some schools offered training on issues indirectly connected with bullying, such as behaviour
management (schools AK, AM, AS and BE) or safeguarding (schools AD, AF, AT, BIAD, AF, Bl and AT):

We have loads of training on all kinds of different things. We are inundated with training. But directly
relating . .. we have child protection training, but that doesn’t realfy cover bullying, so no, ! don't
think there’s anything that specifically deals with bullying.

Subject teacher, school AD, interview, year 1

Personal, social and health education

The variety in provision of PSHE was a prominent theme. Most schools offered distinct PSHE lessons or
incorporated such learning into tutor times, generally weekly or twice a week (schools AD, AH, AK, AM,
AO, AS, AU, AW, BE and BI). A few supplemented this with teaching PSHE content in assemblies (schools
AL, AX and BE) or specific days or part-days when students were taken off their normal timetable of lessons
(schools AD, AH, AS, AT and AX). Some schools delivered PSHE through other subjects, including citizenship,
religious education and biology (schools AE, AL, AW, AX, BE and Bl). The amount of time and scheduling
varied greatly, from 20 minutes per fortnight (school AW) to 20 hours per term {(school AS). In some schools,
teachers reported that the time spent on PSHE had contracted in recent years (schools AW and AU). There
was a broad recognition that the time allocated to PSHE was insufficient (schools AD, AL, AO, AT, AW, AX,
BD and BE):

I don’t think you can do enough in that short period of time {20 minutes, twice a week]. | think again,
it’s almost kind of doing it because . . . we're obliged to cover the material. | think if it’s a real focus
and a genuine focus, I think more time should be devoted to it

Head of learning, school AX, interview, year 1
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Tokenism was a prominent subtheme. Teachers in some schools reported that although PSHE in their
schools addressed health and well-being, this was somewhat tokenistic, with the school’s overwhelming
focus being on attainment:

| suppose the head teacher superficially would verbalise that, and by signing up to this project has put
some resources behind it. But in practice, politically it isn't easy to get the time or the resources
towards that.

Assistant head-teacher, school BD, interview, year 1
1 think it comes down, unfortunately comes down to exams, it comes down to . .. It is a very short
term . .. you know, if we drop this for an hour we can have an extra maths lesson or an extra
English lesson.

Head of department, school AW, interview, year 1

Student participation in decision-making

Student participation in decisions was a recurring theme across schools. Staff reported in interviews that
almost all schools had some kind of student council and some had more than one group for discussing
student views (schools AF, AK, AL, AS, BC and BE). In some schools, students were invited to share their
opinions via surveys or formal discussions with staff (schools AD, AF, AS, AU, AX and BI) or informally
(schools AS, BC and BN). Three schools reported no such mechanism (schools AM, BE and BI). Schools
aimed either to involve a cross-section of students, including those with a history of misbehaviour
(schools AD, AK, AL, AS, AW, AX, BD and BI), or to over-represent students from lower socioeconomic
groups (school AS) or those exhibiting challenging behaviour (schools AM, AX and BI).

Intervention implementation
Intervention fidelity

Fidelity per school

Overall fidelity was variable, with a reduction in the fidelity of formal intervention activities in year 3

(see Appendix 1, Tables 37 and 38). The median fidelity score for years 1 and 2 (maximum possible score of 8)
was 6 (interquartile range 5-8), whereas for year 3 (maximum score of 4) the median was 1 (interquartile
range 0-3). Two schools achieved perfect fidelity in years 1 and 2, six scored 7 out of 8 points, another six
scored 6 out of 8 points and the remaining seven scored below this. Two schools achieved perfect fidelity in
year 3, whereas another three scored 3 out of 4 points. In year 3, 15 schools sustained RP. Interviews with
AG members and focus groups with staff in case study schools suggested that, in year 3, schools commonly
incorporated what they regarded as the most useful AG functions into mainstream school structures and
processes, for example involving students in decision-making and further reviewing policies to ensure that
these supported RP and were integrated into existing school committees. Regarding components, training
and AGs were delivered with good fidelity. The fidelity to the curriculum was lower. Schools AF, AM, BE
and B did not engage with the trial in year 3 beyond some teachers’ continued use of RP. A higher fidelity
score for years 1 and 2 was associated with lower rates of bullying victimisation at 24 months but not with
decreased rates of aggression. The fidelity score for year 3 was not associated with either primary outcome.

Overall fidelity per facilitator

The fidelity of facilitators was judged for those elements of the intervention which they facilitated (in years 1
and 2 only), expressed as the mean score achieved 0-1 across these two years. Most facilitators achieved
mean scores in the range 0.55-0.83 (Table 9). Two facilitators scored 1 in their joint work across three
schools. One facilitator scored 0.33 working with one school and another scored 0.25 working across four
schools. One facilitator was replaced after year 1 and, as a result, this individual’s schools were redistributed
to other facilitators.
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TABLE 9 Overall fidelity per facilitator

Mean fidelity score for their AGs

Number —
of schools Achieving minimum Reviewing Implementing locally = Mean score
Facilitator worked in six meetings policies/rules decided actions overall/1
1 3 0.33 1 1 0.77
2 2 0.5 1 1 0.83
3 1 0 1 0 0.33
4 1 1 1 0 0.66
5 4 0.25 0.5 0.75 0.25
6 2 1 0.5 1 0.83
7 replacedby 8 3 1 1 1 1
9 3 0.66 1 0.66 0.77
7 replacedby 2 1 0 1 1 0.66

Fidelity of training in restorative practice

According to the trainers’ diaries, there was very good fidelity of delivery of the all-staff training (Table 10).
Data were available for 19 of the 20 schools and, for these, fidelity was as intended, other than less than
intended coverage for the three sessions on maintaining relationships after difficult conversations, plus one
session in which the intended DVD was not shown.

In total, across all schools, 1878 staff attended all-staff training and 131 staff attended in-depth training.
Fifteen schools met the target of having at least five staff members receive in-depth training in using RP,

over 3 days (schools AD, AE, AF, AH, AK, AL, AO, AT, AU, AW, AX, AZ, BE, BC and BI). The protocol did not
include assessment of the fidelity of in-depth training. A few schools (schools AF, AK, AT, BD, Bl and BM)
received the training late in the first year of the study, reducing the extent to which RP could be implemented
in the first year of intervention. During all six observations of the all-staff training, researchers judged that
participants were moderately to very enthusiastic but that the groups were too large. Participatory learning
could then be achieved only through small-group or paired activities.

TABLE 10 All-staff training implementation

Fidelity self-reported in trainer diary, n (%) of schools

Less than Schools with
Training implementation Asintended intended Notatall no data
Covered ‘what is restorative justice/practice’ 19 (95) 0 0 1(5)
Covered ‘the importance of language’ 19 (95) 0 0 1(5
Covered ‘what we do to challenge bad behaviour/nature of 19 (95) 0 0 1(5)
challenge’
Covered ‘the importance of emotions’ 19 (95) 0 0 1(5)
Covered 'the importance of listening’ 19 (95) 0 0 1(5)
Covered ‘maintaining the relationship after difficult 16 (80) 3(15.79) 0 1(5)
conversation’
Used PowerPoint slides 19 (95) 0 0 1(5)
Used DVD 18 (90) 0 1(5) 1(5)
Facilitated paired activity 19 (100) 0 0 1(5)
Facilitated small-group activity 19 (95) 0 0 1(5)
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Fidelity of needs assessment surveys

Needs assessment surveys were completed in all schools, with generally high response rates (Table 11).

In year 1, 11 schools achieved student response rates of > 90%, six achieved response rates in the range
80-89% and three achieved response rates in the range 70-79%. In year 2, these figures were 10, 7 and
3, respectively. In year 3, five schools achieved responses of >90%, 10 achieved responses in the range
80-89%, three achieved responses in the range 70-79% and four achieved responses < 70%. According
to facilitator diaries and meeting minutes, all schools in year 1 and 14 schools in year 2 reported using the
needs data to inform priorities and actions. In year 3, four schools (schools AL, AO, AT and BD) reported
using the needs data to inform decisions. Three more read the report and used it for discussions (schools
AH, AS and AU) and the two schools that most disliked the survey reported that they found the resulting
needs assessment report useless (schools AE and AU).

Fidelity of action group meetings

In the first year, 19 schools completed all six AG meetings (AGMs) as intended and only one {(school AM)
convened only four meetings. In the second year, 11 schools completed six AGMs (schools AD, AE, AH, AK,
AL, AS, AU, AX, BC, BD and BE), four held five AGMs (AF, AT, AW and BI), three held four AGMs (schools
AM, AO and BM), and one held three AGMs (school BK). Thus, 11 schools achieved the target of holding
at least six AGMs per year in both years 1 and 2 (schools AD, AE, AH, AK, AL, AS, AU, AX, BC, BD and BE).
Of these schools, only AE and AS maintained perfect AG fidelity into the third year of the intervention.

In year 3, several schools (schools AF, AM, BE and BI) did not hold any AGMs, whereas other schools either
used AGs for quite different purposes or used other meetings to implement the intervention. Schools AK, AO
and AZ began to use AGs to train students or staff in RP or mentoring. Schools AE, AK and AT used student
council or student voice committees to fulfil the function of an AG. Seventeen schools succeeded in reviewing
school policies and rules during year 1 or 2 (schools AD, AE, AH, AK, AL, AM, AO, AT, AU, AW, AX, AZ, BC,
BE, Bl, BK and BM). In year 2, four changed school rules (schools AE, AH, AM and AQ). In year 3, five schools
reviewed their behaviour palicies (schools AD, AL, AX, BC and BD).

Most AGs reviewed their rules or policies relating to behaviour (schools AD, AF, AH, AO, AU, AW, AX, AZ,
BD and BE) or rewards and sanctions (schools AX, AZ, BC and BM). A recurring theme in interviews with
staff members and facilitators was that the school focused considerable energy on revising school palicies
informed by restorative principles (schools AH, AL, AM, AO, AU, AW, BD and BI):

The behaviour policy has been rewritten now. So restorative practice is part of it. Interactions with
parents, interactions with students . .. we're going to do staff training in terms of how do you talk to
parents, how do you talk to students, language used in the classrooms. All [newly qualified teachers).
now have training in restorative practice when they arrive at the schoof . . .

Senior leader, school AW, interviey
TABLE 11 Needs assessment survey implementation

Conducted 20 20 20

Schools with response rate in the range of
<70% 0 (0.0) 0(0.0) 4 (20.0)
70-79% 3 (15.05) 3(15.0) 1(5.0)
80-89% 6(30.0) 7 (35.0) 10 (50.0)
>90% 11 (55.0) 10 (50.0) 5(25.0)
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Sixteen schools enacted local decisions in years 1 and 2 (schools AD, AE, AF, AJ, AK, AL, AM, AQ, AT, AU,
AW, BC, BD, BE, BK and BM). In year 3, 10 schools completed locally decided actions (schools AE, AH, AK,
AL, AO, AS, AT, AW, BC and BD). Common locally decided actions included cascading RP training to staff
who had not attended the in-depth training, or to students so that those students could work as peer
mentors or buddies (schools AH, AK, AS, AU, AW, AX, AZ, BC, BD, BI, BK and BM) or resclve conflicts
themselves (schools AS, AU and BM). Others included delivering assemblies on RP (schoals AE, Al, AO,

AS and BM), instituting specific safe spaces on the school site (schools AF and AW) and various approaches
to encouraging girls’ empowerment (school BD). Safety concerns identified by students were addressed

in some schools by having staff patrol hallways between classes (schools AF, BD and Bl) to discourage
aggressive behaviours. Some schools offered more after-school clubs (schools AE, BD, BK), and one offered
drop-in services (school AS) to improve school engagement and social and emotional health among students.
School BK funded new, external, specialist staff to work with students to improve mental health and
well-being, including a counsellor and a boys’ boxing coach. Many of these activities specifically aimed to
broaden students’ social circles through engaging with people in other year groups. Other schools made
improvements to the physical environment, including decorating the schools with informational or
motivational posters (schools AD, AO and BI) and displaying student work (school AS).

According to aggregate data from our survey, all AGs were assessed by their members in years 1 and 2

as having a good or quite good range of staff from across the school, and a good or quite good range of
students of different backgrounds and academic ability (see Appendix 1, Table 37). All were assessed by
their members in terms of it being definitely or partly true that there was someone from this school on the
AG who co-ordinated it and showed leadership.

A rare theme was adaptation of, or deviation from, the intervention manual. One selective school (school
AU) did not view itself as having significant problems with bullying or aggression and, therefore, used the
AG primarily as a way to revise the homewaork policy to try to reduce the stress on students arising from
receiving multiple homework assignments on the same day. They held double-meetings so that students
were removed from lessons less frequently (school AU). Two schools broke the AG into subcommittees
(schools AW and BD). This was done in one school so that students were less intimidated to speak in front
of a large group and in the other school so that multiple groups could get more done. One school held
only one AG meeting in year 2 because its student council already brought students and staff together to
make collective decisions and review rules and policies (school AZ).

Schools AS and AD did not formally review their rules as part of the intervention but did incorporate the
restorative sentiment into their new interpretation or enforcement of the rules:

So whilst there isn’t an individual rule that has been changed, many policies and practices as a result
of the project so far are being flexed and adapted and tweaked accordingly.

Deputy head-teacher, school AS, interview, year 1

Among the AGMs we observed, some were noticeably well led (schools AD, AE, AM, AO, AU and BI),
whereas others seemed poorly led (schools AH, AM, BD and BK). Researchers nated that in three schools in
particular, students' comments or concerns did not appear to be taken seriously (schools AH, AM and BD).

Fidelity of restorative practice

Because response rates to the surveys of those trained to deliver RP were v