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ABSTRACT
Introduction Anxiety problems are prevalent in childhood 
and, without intervention, can persist into adulthood. 
Effective evidence- based interventions for childhood 
anxiety disorders exist, specifically cognitive–behavioural 
therapy (CBT) in a range of formats. However, only a small 
proportion of children successfully access and receive 
treatment. Conducting mental health screening in schools 
and integrating evidence- based interventions for childhood 
anxiety problems may be an effective way to ensure 
support reaches children in need. The Identifying Child 
Anxiety Through Schools—Identification to Intervention 
(iCATS i2i) trial involves screening for childhood anxiety 
problems and offering a brief online parent- led CBT 
intervention. This paper presents the protocol for the 
process evaluation of the iCATS i2i trial, which aims to 
examine the implementation and acceptability of the study 
procedures, the mechanisms of change and whether any 
external factors had an impact on procedure engagement 
or delivery.
Methods and analysis This process evaluation will use 
both quantitative and qualitative methods to evaluate 
the implementation and acceptability of and barriers/
facilitators to engagement and delivery of the iCATS 
screening/intervention procedures. Quantitative data 
sources will include opt- out and completion rates of 
baseline measures and usage analytics extracted from the 
online intervention platform. Qualitative interviews will be 
conducted with children, parents, school staff, iCATS i2i 
clinicians and researchers delivering study procedures. 
The Medical Research Council framework for process 
evaluations will guide study design and analysis.
Ethics and dissemination This study has received 
ethical approval from the University of Oxford Research 
Ethics Committee (R66068_RE003). Findings from the 
study will be disseminated via peer- reviewed publications 
in academic journals, conferences, digital and social media 
platforms and stakeholder meetings.
Trial registration ISRCTN76119074.

INTRODUCTION
Anxiety problems are among the most prev-
alent mental health problems in childhood 
and, without intervention, can often persist 
into adulthood.1 Cognitive–behavioural 
therapy (CBT) is an effective evidence- based 
intervention for childhood anxiety disor-
ders2; however, only a very small proportion 
of children successfully access and receive 
treatment. For example, a recent study 
found that less than 3% of UK children with 
diagnoseable anxiety problems were able to 
access evidence- based treatments.3 Effective 
and efficient treatments for child anxiety 
problems now exist, such as parent- led CBT, 
that can facilitate early access to support.4 
However, barriers to care are numerous,5 
including a lack of help- seeking knowledge, 
stigma- related concerns3 5 and pressures on 
Child and Adolescent Mental Health Services 

STRENGTHS AND LIMITATIONS OF THIS STUDY
 ⇒ A strength of this study is the examination of ac-
ceptability and barriers/facilitators of Identifying 
Child Anxiety Through Schools—Identification to 
Intervention (iCATS i2i) via mixed method data col-
lection from children, parents, school staff, iCATS i2i 
researchers and clinicians.

 ⇒ A potential limitation is the majority of participants 
who opt- out or later dropout of iCATS i2i proce-
dures may not participate in interviews, which could 
lead to a more positive overall evaluation of study 
procedures.

 ⇒ The intervention will be delivered by English- 
speaking practitioners, which may unduly exclude 
participants who are not English speaking.
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(CAMHS), which means that they are often unable to 
meet the demand for non- urgent care.6

One promising way to address these barriers is to deliver 
interventions directly to parents through their children’s 
schools.7 While some universal schools- based interven-
tions in schools show promise for some child outcomes,8 
there are indicators that when those interventions are 
intended to improve mental health specifically9—rather 
than to improve indirect factors, such as health literacy,10 
help- seeking11 or resilience12—a more targeted approach 
is likely to be required. One way to identify who interven-
tions should target is through universal school- screening. 
This involves the administration of validated question-
naires to a year group (or entire school) to identify 
likely mental health problems.13 The implementation 
and uptake of school screening programmes are often 
low.13 14 Research has found that parents may be reluctant 
to engage with school- based mental health screening/
intervention initiatives if they have previously felt blamed 
by them for their child’s difficulties or if they felt their 
child’s school had been unsupportive of their child’s 
mental health in the past.15 As such, prior to imple-
menting a screening and intervention programme in 
schools, it is critical to establish whether the programme 
is acceptable; what barriers and facilitators to participa-
tion exist, whether any external factors impact delivery 
or engagement and which adaptations are needed to 
ensure the programme results in effective delivery and 
engagement.16

The Identifying Child Anxiety Through Schools—Identification 
to Intervention (iCATS i2i) trial
Our proposed process evaluation is embedded within the 
iCATS i2i trial. This trial has involved the development 
of a brief screening tool for child anxiety problems, a 
codesign phase of work to develop procedures for deliv-
ering universal screening and targeted intervention,17 a 
feasibility study7 and a cluster randomised controlled trial 
(RCT).18 We include a brief summary of the cluster RCT 
here to provide context to the process evaluation design.

In the main trial, participating schools (target 80 
schools) across England have been randomised in a 1:1 
ratio into one of two arms: the iCATS- i2i (intervention) 
arm and the usual school practice (control) arm. Full 
details on the trial procedures, including school rando-
misation process, can be found in Reardon et al and Ball 
et al’s study.18 19 The screening/intervention procedures 
in the iCATS i2i intervention arm consist of four key 
stages (see figure 1): (1) parent- report screening ques-
tionnaires for child anxiety problems are administered 
for all year 4 (Y4; aged 8–9 years) children; (2) screening 
questionnaires are scored by the research team to deter-
mine whether a child is likely to have anxiety problems; 
(3) feedback on questionnaire scores and likelihood of 
anxiety problems is provided to parents; (4) parents of 
children who screen ‘positive’ for likely anxiety problems 
are offered an online parent- led CBT intervention for 
child anxiety problems with telephone therapist support 
(Online Support and Intervention for Child Anxiety 
(OSI)); all parents (regardless of screening outcome) 
are given the opportunity to request OSI. OSI consists of 
seven online modules for parents who are supported by 
a weekly telephone call with a children’s well- being prac-
titioner (CWP, National Health Service Band 5), with a 
follow- up telephone call 4 weeks later.20 OSI is only made 
available during the iCATS i2i trial to families in the inter-
vention arm. Families in the treatment arm of the iCATS 
i2i trial who screen positive are actively offered treatment 
and those who screen negative can request the OSI treat-
ment. Families in the usual school practice (control) arm 
do not receive feedback on questionnaire responses and 
are not offered OSI treatment—instead they can access 
whatever support is available as part of their ‘usual school 
practice’, as required. Usual school practice support for 
childhood anxiety varies somewhat across schools in the 
UK.3 5 21 We will systematically collect data on what usual 
school practice entails for all participating schools.

Children in the intervention arm schools are also 
provided with a whole class interactive lesson, which 
provides psychoeducation and information about coping 

Figure 1 iCATS cluster randomised controlled trial procedures. Qualitative interviews (conducted after baseline and before 1- 
year follow- up) explore experiences of participation in the pathway, including screening and intervention. CWP, children’s Well- 
being practitioner; iCATS i2i, Identifying Child Anxiety Through Schools—Identification to Intervention; OSI, Online Support and 
Intervention for Child Anxiety; Y4, year 4.
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strategies (problem- solving and help- seeking), and school 
staff are provided with information and resources about 
the OSI intervention.

For the purposes of the trial outcomes, participants are 
followed up at 4, 12 and 24 months post randomisation, 
using standardised questionnaire measures for quantita-
tive evaluation (see Reardon et al,18 for details).

For the purposes of the process evaluation, qualitative 
interviews are also conducted with children, parents, 
school staff, iCATS researchers and CWPs/supervisors 
(target 55 interviews in total) to explore their experiences 
of the screening process and intervention procedures.

Medical Research Council (MRC) guidelines
This process evaluation has been informed by the MRC 
advice on the process evaluation of complex interven-
tions.22 The MRC guidance highlights three evaluation 
components—implementation, mechanisms of impact 
and context.
1. Implementation: an exploration of whether the interven-

tion was delivered as intended (fidelity), the quantity 
of what was implemented (dose) and the ‘reach’ of the 
intervention’, as well as identifying any adaptations 
made.

2. Mechanisms of impact: an examination of the mecha-
nisms through which an intervention brings about 
change by understanding how participants interact 
with the procedures.

3. Context: an exploration of factors external to the inter-
vention, which may have affected the intervention’s 
acceptability, engagement or delivery (eg, home life 
for the family, school life for the child, comorbidities, 
COVID- 19 social restrictions). MRC guidance suggests 
that researchers should relate contextual variations to 
a priori hypothesised causal mechanisms, or those aris-
ing from qualitative data analysis, to gain insights into 
context–mechanism–outcome patterns. In particular, 
this is likely to involve exploring differences between 
schools.

The iCATS i2i process evaluations aims and objectives
Best practice in carrying out process evaluations is to 
outline the process evaluation methodology a priori.23 
Using MRC guidelines and previous protocols of process 
evaluations as a guide,24 25 we outline our methodological 
approach and detail the planned process evaluation for 
the iCATS i2i trial. We include key questions that we will 
explore in the process evaluation, which are organised 
under the headings Implementation and acceptability, 
Mechanisms and Context, to be broadly consistent with 
MRC guidelines.16 22 While the MRC guidance for exam-
ining implementation often focuses on whether the inter-
vention was delivered as intended in terms of fidelity, dose 
and reach,22 26 we will also focus on the acceptability of the 
implemented procedures given concerns about potential 
acceptability challenges identified in our previous iCATS 
i2i codesign work.17 We intend that this process evalua-
tion will contribute towards the development of a set of 

transferable principles regarding school- based screening 
and intervention for mental ill- health more broadly, 
which could be offered in schools in the future.

Specific questions that will be addressed by this process 
evaluation are:

Implementation and acceptability
Key questions: Were the iCATS i2i screening/inter-
vention procedures implemented as intended or were 
adaptations needed? Do the screening/intervention 
procedures reach children with anxiety problems? Are 
the screening/intervention procedures acceptable to 
schools and families? What is the variation in implemen-
tation and acceptability between schools and does varia-
tion relate to features of schools?

Mechanisms
Key questions: How do the screening/intervention proce-
dures produce change? What barriers/facilitators to 
engagement and delivery exist? How could these poten-
tially be overcome?

Context
Key questions: What—if any—external factors have an 
impact on iCATS i2i screening/intervention procedure 
engagement or delivery? Does context explain differ-
ences in outcomes or experiences between schools?

METHOD
Ethical approval and dissemination
The iCATS i2i RCT has received ethical approval from 
the University of Oxford CUREC (R66068_RE003). 
Participant information sheets are provided to all poten-
tially eligible participants prior to participation. Parents 
are given the opportunity to opt their child out of the 
research. Prior to providing any data, written informed 
consent is obtained from parents, teachers and qualita-
tive interview participants, while children provide assent. 
Further information about trial procedures is available in 
full in the trial protocol.18 We will disseminate the find-
ings in a number of ways, including at national/interna-
tional conferences, in academic publications and funder 
reports.

Patient and public involvement (PPI)
As detailed in our previous publications, the iCATS i2i 
procedures were codesigned in collaboration with exten-
sive input from PPI.17 27

Logic model
The MRC guidance on the development and evalua-
tion of complex interventions notes that a key part of a 
process evaluation is to outline the processes of the inter-
vention procedures and the outcomes it aims to attain 
using a logic model. The simplified logic model for the 
iCATSi2i screening/intervention procedures is shown in 
figure 1. Data collection and sources, as well as how these 
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will address our process evaluation aims, can be found in 
online supplemental table 1.

Overall design
This process evaluation will use a mixed methods design 
with purposively sampled qualitative data, supplemented 
by quantitative data from the trial, to strengthen our 
insights via triangulation. Quantitative data will include 
opt- out rates, completion rates for screening/baseline 
measures, feedback and support calls, online modules 
and time associated with OSI delivery (eg, time spent on 
feedback/support calls, online modules). Responses to a 
bespoke parent- report acceptability questionnaire, and 
routine measures collected within OSI (Session Rating 
Scale and Module Feedback Questionnaire), will also be 
used to assess the acceptability of procedures.

Qualitative data will include semistructured interviews 
conducted with children, parents, school staff, CWPs 
and research team members. Our intention is to create 
a comprehensive picture of families and schools’ experi-
ences of the screening/intervention pathway procedures.

Data collection procedure
Online supplemental table 1 illustrates the mapping 
between data sources and the questions which our eval-
uation will address.

Quantitative data collection
Quantitative data collection is detailed in full in the trial 
protocol.18 Parents will have an opportunity to opt their 
child out of the research. When this does not happen, 
then parents, children and teachers will complete base-
line questionnaires. For parents, the baseline assessment 
includes the 2- item child anxiety screening measure 
(iCATS- 2) used in the screening/intervention proce-
dures. School- level demographic information will be 
collected from publicly available information, and family- 
level demographic information will be collected from 
school records and parents.

CWPs and supervisors will complete activity logs to 
record completion and duration of feedback and OSI 
support calls, as well as supervision activities. OSI usage 
data (online module completion, completion of optional 
interactive activities within modules, time spent on 
module pages, number of times module pages are viewed) 
are collected within the OSI platform. Parents who use 
OSI complete measures built into each online module 
(including the Session Rating Scale and Module Feedback 
Questionnaire), and parents who complete screening 
questionnaires will be asked to complete a bespoke 7- item 
acceptability questionnaire to assess parent views of the 
procedures 4 months after randomisation.

Qualitative data collection
The qualitative design is framed as a multiple perspec-
tive study,28 with inter- related subsamples. Interviews will 
be conducted with subsamples of parents (target n=20), 
children (target n=20) and school staff (target n=5) in 
the intervention arm, and with the CWPs and clinical 

psychologists facilitating the delivery of feedback and 
intervention (target n=5) and members of the research 
team who facilitated screening and data collection activ-
ities and delivered the anxiety lessons in schools (target 
n=5). This is a large total sample size for a qualitative 
study (total expected n=55), but it is necessary given 
the evaluative focus, and the need for diversity in the 
larger subsamples (parents, children). Interviews will be 
conducted during and after the feedback and interven-
tion delivery period and will be completed prior to the 
12- month follow- up. All interviews will be carried out by 
telephone or online video calling (Microsoft Teams) and 
audio recorded.

Parent, child and school staff will be purposively 
sampled with the aim of collecting data from a diverse 
cohort to include varying views on the screening/inter-
vention trial programme. This approach will include 
ensuring perspectives from a range of socioeconomic, 
geographical location, gender and ethnicity back-
grounds, and levels of interaction with OSI are included. 
We aim to collect interview data from families of chil-
dren who screened ‘positive,’ screened ‘negative’, fami-
lies who declined OSI and families who dropped out of 
OSI. We also aim to speak to participants in schools with 
higher rates of eligibility for free school meals, pupils with 
English as an additional language and parents opting out 
of the research. We anticipate that this sampling strategy 
will result in sufficient diversity to provide examples of 
both relatively poor and relatively good engagement with 
the iCATS i2i screening/intervention trial and allow for 
the identification of barriers and facilitators to imple-
mentation. School staff and parents who are participating 
in the ICATS i2i trial and who provided consent to take 
part in study interviews will be sent information about the 
opportunity to participate in interviews. Parents will be 
sent information about the opportunity for their child to 
take part in an interview.

Interview schedules will be informed by the research 
aims and existing literature on school- based screening/
interventions for anxiety14 17 (online supplementalmate-
rial 1). To answer our study aims, interview questions will 
focus on what features of the iCATS i2i screening/inter-
vention procedures worked well; whether any adaptations 
to procedures were needed; whether taking part was 
considered to be beneficial (or not) and why; whether 
any barriers to engagement or delivery were experienced; 
and if any external factors affected engagement/delivery.

Data analysis
Quantitative data analysis
To assess reach and acceptability of procedures, we will 
investigate participation rates in each element of the 
screening/intervention procedures. This will include 
examining the number and proportion of (1) parent opt- 
outs, (2) completed screening questionnaires (parent- 
report iCATS- 2), (3) screen positives (child scores 3–6 on 
parent- report iCATS- 2) among all eligible Y4 children. 
The number and proportion of completed (4) feedback 
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calls with a CWP, (5) online modules and support calls 
(separately for each module) and (6) core intervention 
content (first five modules) will be examined for both 
screen positives and all eligible Y4 children. We will 
also examine the number and proportion of completed 
baseline measures for eligible Y4 children (coded as yes, 
no, partial) for each reporter (parent, child, teacher). 
To further assess engagement with and delivery of 
OSI, descriptive statistics will be used to summarise the 
following among parents who start OSI: completion of 
optional questions/activities within online modules, time 
(minutes) spent on online modules, number of times 
online module pages are viewed, time (minutes) spent on 
support calls, CWP/clinical psychologist time (minutes) 
spent on associated administrative and supervision activ-
ities. Responses to the parent- report acceptability ques-
tionnaire, the Session Rating Scale and Module Feedback 
Questionnaire, will also be summarised using descriptive 
statistics.

To explore factors that may influence engagement with 
the screening/intervention procedures, we will examine 
participation rates among schools with above/below 
average proportion of pupils eligible for free school 
meals and above/below average proportion of pupils 
with English as an additional language and examine 
school and family- level characteristics associated with 
completion of the OSI online modules, feedback and OSI 
support calls, core intervention content, time spent on 
online modules, number of times online module pages 
are viewed, time spent on support calls and associated 
administrative/supervision activities.

Qualitative data analysis
Qualitative interviews will be transcribed verbatim, with 
identifying personal information removed on transcrip-
tion. Transcripts will be checked against audio recordings, 
and then audio recordings will be destroyed. Transcripts 
will be imported into Nvivo V.12 to facilitate data manage-
ment. Reporting of qualitative findings will follow the 
Consolidated criteria for Reporting Qualitative research 
checklist.29

A subset of the transcripts will be analysed separately 
first to create a coding template which will cover how 
the screening/intervention procedures are experi-
enced in the context of participant’s distinctive lives. 
This analysis will be used to develop a template frame-
work. All transcripts will then be analysed against this 
framework using template analysis, with modifications 
to the template made after careful consideration of 
each transcript.30 We expect the developed template 
will include: what aspects of the screening/interven-
tion procedures were acceptable; if any adaptations to 
the pathway procedures were needed; barriers or facil-
itators to engagement and delivery; and whether any 
external factors impacted the engagement or delivery 
of the procedures.

Integration of data analysis
The qualitative and quantitative data will be analysed 
separately and then mixed during analysis for triangu-
lation to provide a more complete picture, as described 
below.31 The quantitative and qualitative strands will play 
an equally significant role in addressing the process evalu-
ation research questions. A triangulation protocol will be 
followed32 involving:
1. Sorting findings from the qualitative and quantita-

tive datasets into categories or ‘meta- themes’ that ad-
dress the research questions to determine overlap and 
divergence.

2. Comparing findings from the data sources using a con-
vergence coding scheme to determine the degree and 
type of convergence within category or theme areas. 
Researchers will consider if there is agreement, partial 
agreement, silence or dissonance between findings 
from different datasets. ‘Silence’ is where a finding 
that arises from one dataset is not found in another 
and can help with the interpretation of the results and 
lead to further investigations.32

3. Reviewing all meta- themes to assess the level of con-
vergence and where/when researchers have different 
perspectives of the findings.

4. Multiple researchers (VW, TR, CC, ML) will examine 
the set of findings to clarify the interpretation and de-
termine the level of agreement among researchers. 
Disagreements will be managed by re- examining the 
data as a group, with final decisions made by CC and 
ML.

The process evaluation data will be analysed inde-
pendently of the main trial clinical and cost- effectiveness 
outcomes. The statisticians (OU, SB) and health econ-
omist (MV) conducting the main trial quantitative data 
analysis18 will be unaware of the findings from the process 
evaluation until the primary and secondary clinical and 
health economic outcomes have been analysed. The 
combined quantitative and qualitative data in the process 
evaluation is expected to help develop an in- depth under-
standing of the main trial outcomes.

Rigour and reliability
This process evaluation will be conducted by a team of 
experienced researchers with considerable expertise of 
both mixed methods and undertaking large- scale inter-
vention trials for childhood anxiety disorders. Several 
steps will be taken to ensure a rigorous approach to data 
collection and analysis: (1) cluster (school) and purpo-
sive sampling will be conducted for qualitative interviews 
to ensure a broad and diverse sample and, thus, fair 
conceptual transferability; (2) data collection and anal-
ysis will follow a systematic approach, including a range of 
both qualitative and quantitative data; (3) researchers will 
reflect on their role and input in data generation and anal-
ysis; (4) credibility checking will be conducted through 
reflective discussions with coauthors and a small expert 
reference group; (5) results will be triangulated across 
several sources of data; and (6) ‘sensitivity to context’ will 
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be considered by incorporating relevant literature and 
theory as well as examining differing perspectives and the 
context in which data and results have been generated.33

DISCUSSION
This article outlines the rationale, design and methodolog-
ical approach for the mixed methods process evaluation 
of the iCATSi2i screening and intervention procedures 
for children with anxiety problems. The process evalu-
ation is designed to examine whether the screening/
intervention procedures are implemented as intended 
or if adaptions are needed; if procedures are acceptable 
to schools and families; how the screening/intervention 
procedures produce change; whether barriers/facili-
tators to engagement and delivery exist; and whether 
any external factors impact procedure engagement or 
delivery. By detailing our process evaluation approach, as 
informed by the MRC guidelines,22 this article not only 
adds to the literature on process evaluation protocols with 
a mixed methods design but will also improve the integ-
rity of our process evaluation and overall RCT quality.23 34

Strengths and challenges
It is anticipated that actively combining both qualita-
tive and quantitative data in the process evaluation will 
help us to better understand and interpret the overall 
iCATS i2i trial outcome data. For example, by compre-
hensively examining whether the iCATS i2i screening/
intervention procedures were adhered to and acceptable 
and the contexts surrounding that, this process evalu-
ation will help determine both potential positive and 
negative aspects of the iCATS i2i procedures. If some 
negative outcomes are found from using the iCATS i2i 
screening/intervention procedures, the process evalua-
tion will be a beneficial resource to determine whether a 
failure of procedure implementation occurred and if this 
was due to, for example, factors associated with partici-
pants’ experiences or circumstances (eg, lack of moti-
vation or resources, beliefs about online interventions, 
etc). This could potentially help with future implemen-
tations of iCATS i2i, if indicated, and also help inform 
the development and implementation of wider school- 
based screening and intervention programmes aimed at 
supporting children with mental health problems.

Collecting data from a range of participants (ie, chil-
dren, parents, teachers, researchers and CWPs) using 
multiple methods will produce a nuanced under-
standing of the mechanisms contributing towards the 
experience of the iCATS i2i procedures. Including 
teachers, children and parent report measures may 
also provide data about the acceptability of carrying 
out such screening procedures, which would be bene-
ficial beyond the iCATS i2i study and inform future 
screening/intervention trials. Moreover, the target 
sample size for qualitative interviews (n=55) and inclu-
sive sampling approach (eg, conducting interviews 
with screen ‘positive’ as well as ‘negative’ families, 

families who dropout of OSI, etc) is expected to be 
adequate to capture a range of perspectives, providing 
rich detailed data.

One potential limitation that may arise is that 
the majority of participants who opt- out or later 
dropout of the iCATS i2i procedures are more likely 
to decline to complete interviews, which could lead 
to a more positive overall evaluation of the proce-
dures. We will attempt to overcome this by making 
a concerted effort to recruit parents who dropout 
of or choose not to take up OSI or, if this is not 
possible, those who complete fewer OSI modules to 
interviews. Second, while we will be able to provide 
translated copies of the information sheets, OSI will 
be delivered by English- speaking CWPs for prac-
tical reasons and this may unduly exclude parents 
who are not English speaking. Third, it is possible 
wider trial research activities influence engagement 
with the screening/intervention procedures in ways 
that would not apply if the procedures were to be 
implemented in practice. For example, the screening 
questionnaire is a 2- item parent- report measure, but 
in the trial parents, children and teachers also each 
complete a number of measures to assess secondary 
trial outcomes. In addition, the team of researchers 
with responsibility for conducting this process eval-
uation will also be involved in carrying out the trial 
procedures and some will be involved in conducting 
the trial outcome analysis. This integration will help 
facilitate data sharing, but there is potential for bias 
in the interpretation of procedure functioning to 
arise. A reflective approach to data collection and 
analysis will be employed to improve the reliability 
and validity of the findings.

The iCATS i2i screening/intervention procedures 
are complex and involve a range of inter- related 
components and multiple stakeholders. There may 
be some differences in procedure implementation 
across schools and there is likely to be adaption to and 
learning from the procedures as delivery proceeds.35 36 
Moreover, given that schools and families are each 
unique and complex ecosystems where a community 
of individuals interact and coexist, school and family 
contexts cannot be considered ‘static’. We will need 
to recognise that the iCATS i2i procedures are being 
delivered within shifting environments, and the rolling 
out of the iCATS i2i school screening/intervention 
procedures may also have some influence on the envi-
ronment. There may be considerable challenges in 
monitoring and precisely assessing the various iCATS 
i2i procedure implementation processes, components 
and changing environments and how they relate to 
outcomes. It is hoped that by including ‘adaptations’ 
as a core aim in our process evaluation, that any neces-
sary departures from study procedures are recognised 
and captured. Overall, this process evaluation is 
expected to further our understanding of the accept-
ability of screening/intervention procedures for child 
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anxiety problems in a school context to inform future 
efforts to address child mental health problems.

Trial status
Recruitment of participants is ongoing.

Author affiliations
1Department of Experimental Psychology, University of Oxford, Oxford, UK
2Department of Psychiatry, University of Oxford, Oxford, UK
3Institute of Psychiatry, Psychology and Neuroscience, King’s College London, 
London, UK
4Institute for Health and Neurodevelopment, Aston University, Birmingham, UK
5University of Bath, Claverton Down, Bath, UK
6Australian Institute of Suicide Research and Prevention and School of Applied 
Psychology, Griffith University, Brisbane, Queensland, Australia
7Charlie Waller Trust, Newbury, UK
8NIHR ARC South West Peninsula, University of Exeter, Exeter, UK
9Department of Psychiatry, University of Cambridge, Cambridge, UK
10Health Economics Research Centre, Nuffield Department of Population Health, 
University of Oxford, Oxford, UK
11Division of Public Health, Social and Preventive Medicine, Centre for Preventive 
Medicine and Digital Health (CPD), Medical Faculty Mannheim, Heidelberg 
University, Heidelberg, Germany
12Stanley Primary School, Teddington, UK
13Bransgore C Of E Primary School, Christchurch, UK
14West Berkshire Council, Council Offices, Newbury, UK
15Square Peg (Team Square Peg CIC), Leamington Spa, UK
16PACT Parents and Carers Together CIC, Suffolk, UK

X Victoria Williamson @VWilliamson_psy

Acknowledgements We would like to thank those who participated in our patient 
and public involvement activities for their contribution to this research. We also 
wish to thank our colleagues on the wider research team (especially Sue Ball) and 
advisory group (especially Paul Flowers) for their contributions.

Contributors CC is the guarantor. All authors (VW, ML, TR, PS, SHS, IM, OCU, TF, 
MV, FFS, JS, AG, PB, MS, FM, BJ, LT and CC) contributed towards the study design, 
reviewed and approved the manuscript prior to submission.

Funding This paper represents independent research funded by the National 
Institute for Health Research (NIHR; PGfAR—RP- PG- 0218- 20010) (PI: CC) and 
hosted by Oxford Health, National Health Service (NHS) Foundation Trust. CC 
and MV acknowledge support from the Oxford and Thames Valley NIHR Applied 
Research Collaboration and the NIHR Oxford Health Biomedical Research Centre. 
OCU was supported by the NIHR Applied Research Collaboration for the South 
West Peninsula at the Royal Devon and Exeter NHS Foundation Trust. The views 
expressed are those of the authors and not necessarily those of the NHS, the NIHR 
or the Department of Health and Social Care.

Competing interests TF's department receives funds from her advisory role at 
Place2Be, a third- sector organisation that provides mental health training and 
support to schools in the UK, and the rest of the authors declare no competing 
interest.

Patient and public involvement Patients and/or the public were involved in the 
design, or conduct, or reporting, or dissemination plans of this research. Refer to 
the Methods section for further details.

Patient consent for publication Consent obtained directly from patient(s).

Provenance and peer review Not commissioned; externally peer reviewed.

Supplemental material This content has been supplied by the author(s). It has 
not been vetted by BMJ Publishing Group Limited (BMJ) and may not have been 
peer- reviewed. Any opinions or recommendations discussed are solely those 
of the author(s) and are not endorsed by BMJ. BMJ disclaims all liability and 
responsibility arising from any reliance placed on the content. Where the content 
includes any translated material, BMJ does not warrant the accuracy and reliability 
of the translations (including but not limited to local regulations, clinical guidelines, 
terminology, drug names and drug dosages), and is not responsible for any error 
and/or omissions arising from translation and adaptation or otherwise.

Open access This is an open access article distributed in accordance with the 
Creative Commons Attribution 4.0 Unported (CC BY 4.0) license, which permits 

others to copy, redistribute, remix, transform and build upon this work for any 
purpose, provided the original work is properly cited, a link to the licence is given, 
and indication of whether changes were made. See: https://creativecommons.org/ 
licenses/by/4.0/.

ORCID iDs
Victoria Williamson http://orcid.org/0000-0002-3110-9856
Obioha C Ukoumunne http://orcid.org/0000-0002-0551-9157
Tamsin Ford http://orcid.org/0000-0001-5295-4904
Alastair Gray http://orcid.org/0000-0003-0239-7278

REFERENCES
 1 Pollard J, Reardon T, Williams C, et al. The multifaceted 

consequences and economic costs of child anxiety problems: A 
systematic review and meta- analysis. JCPP Adv 2023;3:e12149. 

 2 James AC, Reardon T, Soler A, et al. Cognitive behavioural therapy 
for anxiety disorders in children and adolescents. Cochrane 
Database Syst Rev 2020;11. 

 3 Reardon T, Harvey K, Creswell C. Seeking and accessing 
professional support for child anxiety in a community sample. Eur 
Child Adolesc Psychiatry 2020;29:649–64. 

 4 Creswell C, Chessell C, Halliday G. Parent- led cognitive behaviour 
therapy for child anxiety problems: overcoming challenges to 
increase access to effective treatment. Behav Cogn Psychother 
2023;51:512–32. 

 5 Reardon T, Harvey K, Baranowska M, et al. What do parents 
perceive are the barriers and facilitators to accessing psychological 
treatment for mental health problems in children and adolescents? 
A systematic review of qualitative and quantitative studies. Eur Child 
Adolesc Psychiatry 2017;26:623–47. 

 6 Children’s Commissioner for England. Children’s mental health 
services 2021- 2022. Available: https://www.childrenscommissioner. 
gov.uk/resource/29751/ [Accessed 28 Nov 2023].

 7 Green I, Reardon T, Button R, et al. Increasing access to evidence- 
based treatment for child anxiety problems: online parent- led 
CBT for children identified via schools. Child Adolesc Ment Health 
2023;28:42–51. 

 8 Durlak JA, Mahoney JL, Boyle AE. What we know, and what 
we need to find out about universal, school- based social and 
emotional learning programs for children and adolescents: A review 
of meta- analyses and directions for future research. Psychol Bull 
2022;148:765–82. 

 9 Kuyken W, Ball S, Crane C, et al. Effectiveness of universal school- 
based mindfulness training compared with normal school provision 
on teacher mental health and school climate: results of the MYRIAD 
cluster randomised controlled trial. Evid Based Ment Health 
2022;25:125–34. 

 10 Ma KKY, Anderson JK, Burn AM. Review: School- based interventions 
to improve mental health literacy and reduce mental health stigma - a 
systematic review. Child Adolesc Ment Health 2023;28:230–40. 

 11 Hayes D, Mansfield R, Mason C, et al. The impact of universal, 
school based, interventions on help seeking in children and young 
people: a systematic literature review. Eur Child Adolesc Psychiatry 
2023;1:1–18. 

 12 Higgen S, Mösko M. Development and pilot evaluation of a universal 
intervention – Enhancing resilience in culturally and linguistically 
diverse primary school classrooms. Int J Educ Res 2021;108:101757. 

 13 Burns JR, Rapee RM. Barriers to Universal Mental Health Screening 
in Schools: The Perspective of School Psychologists. J Appl Sch 
Psychol 2022;38:223–40. 

 14 Anderson JK, Ford T, Soneson E, et al. A systematic review of 
effectiveness and cost- effectiveness of school- based identification of 
children and young people at risk of, or currently experiencing mental 
health difficulties. Psychol Med 2019;49:9–19. 

 15 Williamson V, Larkin M, Reardon T, et al. Primary school- based 
screening for childhood mental health problems and intervention 
delivery: a qualitative study of parents in challenging circumstances. 
Emot Behav Diffic 2022;27:267–79. 

 16 Oakley A, Strange V, Bonell C, et al. Process evaluation in 
randomised controlled trials of complex interventions. BMJ 
2006;332:413–6. 

 17 Williamson V, Larkin M, Reardon T, et al. School- based screening for 
childhood anxiety problems and intervention delivery: a codesign 
approach. BMJ Open 2022;12. 

 18 Reardon T, Ukoumunne OC, Violato M, et al. Identifying Child Anxiety 
Through Schools- identification to intervention (iCATS- i2i): protocol 
for a cluster randomised controlled trial to compare screening, 

P
ro

tected
 b

y co
p

yrig
h

t, in
clu

d
in

g
 fo

r u
ses related

 to
 text an

d
 d

ata m
in

in
g

, A
I train

in
g

, an
d

 sim
ilar tech

n
o

lo
g

ies.
 . 

E
rasm

u
sh

o
g

esch
o

o
l

at D
ep

artm
en

t G
E

Z
-L

T
A

 
o

n
 A

p
ril 30, 2025

 
h

ttp
://b

m
jo

p
en

.b
m

j.co
m

/
D

o
w

n
lo

ad
ed

 fro
m

 
20 F

eb
ru

ary 2025. 
10.1136/b

m
jo

p
en

-2023-082691 o
n

 
B

M
J O

p
en

: first p
u

b
lish

ed
 as 

https://x.com/VWilliamson_psy
https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
http://orcid.org/0000-0002-3110-9856
http://orcid.org/0000-0002-0551-9157
http://orcid.org/0000-0001-5295-4904
http://orcid.org/0000-0003-0239-7278
http://dx.doi.org/10.1002/jcv2.12149
http://dx.doi.org/10.1002/14651858.CD013162.pub2
http://dx.doi.org/10.1002/14651858.CD013162.pub2
http://dx.doi.org/10.1007/s00787-019-01388-4
http://dx.doi.org/10.1007/s00787-019-01388-4
http://dx.doi.org/10.1017/S1352465822000546
http://dx.doi.org/10.1007/s00787-016-0930-6
http://dx.doi.org/10.1007/s00787-016-0930-6
https://www.childrenscommissioner.gov.uk/resource/29751/
https://www.childrenscommissioner.gov.uk/resource/29751/
http://dx.doi.org/10.1111/camh.12612
http://dx.doi.org/10.1037/bul0000383
http://dx.doi.org/10.1136/ebmental-2022-300424
http://dx.doi.org/10.1111/camh.12543
http://dx.doi.org/10.1007/s00787-022-02135-y
http://dx.doi.org/10.1016/j.ijer.2021.101757
http://dx.doi.org/10.1080/15377903.2021.1941470
http://dx.doi.org/10.1080/15377903.2021.1941470
http://dx.doi.org/10.1017/S0033291718002490
http://dx.doi.org/10.1080/13632752.2022.2122285
http://dx.doi.org/10.1136/bmj.332.7538.413
http://dx.doi.org/10.1136/bmjopen-2021-058089
http://bmjopen.bmj.com/


8 Williamson V, et al. BMJ Open 2025;15:e082691. doi:10.1136/bmjopen-2023-082691

Open access 

feedback and intervention for child anxiety problems to usual school 
practice. Trials 2022;23. 

 19 Ball S, Reardon T, Creswell C, et al. Statistical analysis plan for a 
cluster randomised controlled trial to compare screening, feedback 
and intervention for child anxiety problems to usual school 
practice: identifying Child Anxiety Through Schools- identification to 
intervention (iCATS- i2i). Trials 2024;25. 

 20 Hill C, Reardon T, Taylor L, et al. Online Support and Intervention for 
Child Anxiety (OSI): Development and Usability Testing. JMIR Form 
Res 2022;6. 

 21 Williamson V, Larkin M, MacDonald I, et al. Primary school based 
mental health practitioners’ perspectives of school- based screening 
for childhood mental disorders and intervention delivery: A qualitative 
study. Emot Behav Diffic 2022;27:105–17. 

 22 Moore G, Audrey S, Barker M, et al. Process evaluation of complex 
interventions. UK Medical Research Council (MRC) guidance. Br Med 
J 2015.

 23 Grant A, Treweek S, Dreischulte T, et al. Process evaluations for 
cluster- randomised trials of complex interventions: a proposed 
framework for design and reporting. Trials 2013;14:15. 

 24 Moore GF, Audrey S, Barker M, et al. Process evaluation of 
complex interventions: Medical Research Council guidance. BMJ 
2015;350:h1258. 

 25 Hansford L, Sharkey S, Edwards V, et al. Understanding influences 
on teachers’ uptake and use of behaviour management strategies 
within the STARS trial: process evaluation protocol for a randomised 
controlled trial. BMC Public Health 2015;15. 

 26 Skivington K, Matthews L, Simpson SA, et al. A new framework for 
developing and evaluating complex interventions: update of Medical 
Research Council guidance. BMJ 2021;374. 

 27 Williamson V, Larkin M, Reardon T, et al. Codesign and development 
of a primary school based pathway for child anxiety screening and 
intervention delivery: a protocol, mixed- methods feasibility study. 
BMJ Open 2021;11. 

 28 Larkin M, Shaw R, Flowers P. Multiperspectival designs and 
processes in interpretative phenomenological analysis research. Qual 
Res Psychol 2019;16:182–98. 

 29 Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting 
qualitative research (COREQ): a 32- item checklist for interviews and 
focus groups. Int J Qual Health Care 2007;19:349–57. 

 30 Brooks J, McCluskey S, Turley E, et al. The Utility of Template 
Analysis in Qualitative Psychology Research. Qual Res Psychol 
2015;12:202–22. 

 31 O’Cathain A, Murphy E, Nicholl J. Three techniques for integrating 
data in mixed methods studies. BMJ 2010;341. 

 32 Farmer T, Robinson K, Elliott SJ, et al. Developing and implementing 
a triangulation protocol for qualitative health research. Qual Health 
Res 2006;16:377–94. 

 33 Yardley L. Dilemmas in qualitative health research. Psychol Health 
2000;15:215–28. 

 34 Lockwood I, Walker RM, Latimer S, et al. Process evaluations 
undertaken alongside randomised controlled trials in the hospital 
setting: A scoping review. Contemp Clin Trials Commun 2022;26. 

 35 Ling T. Evaluating complex and unfolding interventions in real time. 
Evaluation (Lond) 2012;18:79–91. 

 36 Rogers PJ. Using Programme Theory to Evaluate Complicated and 
Complex Aspects of Interventions. Eval (Lond) 2008;14:29–48. 

P
ro

tected
 b

y co
p

yrig
h

t, in
clu

d
in

g
 fo

r u
ses related

 to
 text an

d
 d

ata m
in

in
g

, A
I train

in
g

, an
d

 sim
ilar tech

n
o

lo
g

ies.
 . 

E
rasm

u
sh

o
g

esch
o

o
l

at D
ep

artm
en

t G
E

Z
-L

T
A

 
o

n
 A

p
ril 30, 2025

 
h

ttp
://b

m
jo

p
en

.b
m

j.co
m

/
D

o
w

n
lo

ad
ed

 fro
m

 
20 F

eb
ru

ary 2025. 
10.1136/b

m
jo

p
en

-2023-082691 o
n

 
B

M
J O

p
en

: first p
u

b
lish

ed
 as 

http://dx.doi.org/10.1186/s13063-022-06773-0
http://dx.doi.org/10.1186/s13063-023-07898-6
http://dx.doi.org/10.2196/29846
http://dx.doi.org/10.2196/29846
http://dx.doi.org/10.1080/13632752.2022.2110704
https://pubmed.ncbi.nlm.nih.gov/25791983
https://pubmed.ncbi.nlm.nih.gov/25791983
http://dx.doi.org/10.1186/1745-6215-14-15
http://dx.doi.org/10.1136/bmj.h1258
http://dx.doi.org/10.1186/s12889-015-1486-y
http://dx.doi.org/10.1136/bmj.n2061
http://dx.doi.org/10.1136/bmjopen-2020-044852
http://dx.doi.org/10.1080/14780887.2018.1540655
http://dx.doi.org/10.1080/14780887.2018.1540655
http://dx.doi.org/10.1093/intqhc/mzm042
http://dx.doi.org/10.1080/14780887.2014.955224
http://dx.doi.org/10.1136/bmj.c4587
http://dx.doi.org/10.1177/1049732305285708
http://dx.doi.org/10.1177/1049732305285708
http://dx.doi.org/10.1080/08870440008400302
http://dx.doi.org/10.1016/j.conctc.2022.100894
http://dx.doi.org/10.1177/1356389011429629
http://dx.doi.org/10.1177/1356389007084674
http://bmjopen.bmj.com/

	Protocol for the process evaluation for a cluster randomised controlled trial evaluating primary school-based screening and intervention delivery for childhood anxiety problems
	Abstract
	Introduction
	The Identifying Child Anxiety Through Schools—Identification to Intervention (iCATS i2i) trial
	Medical Research Council (MRC) guidelines
	The iCATS i2i process evaluations aims and objectives
	Implementation and acceptability
	Mechanisms
	Context


	Method
	Ethical approval and dissemination
	Patient and public involvement (PPI)
	Logic model
	Overall design
	Data collection procedure
	Quantitative data collection
	Qualitative data collection
	Data analysis
	Quantitative data analysis
	Qualitative data analysis
	Integration of data analysis

	Rigour and reliability

	Discussion
	Strengths and challenges
	Trial status

	References


