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Abstract 

Background:  Anxiety disorders are common among primary-school aged children, but few affected children receive 
evidence-based treatment. Identifying and supporting children who experience anxiety problems through schools 
would address substantial treatment access barriers that families and school staff often face. We have worked with 
families and school staff to co-design procedures that incorporate screening, feedback for parents, and the offer of a 
brief intervention in primary schools. This study sets out to assess the feasibility of a subsequent school-based cluster 
randomised controlled trial to evaluate these procedures. Our objectives are to ensure our procedures for identifying 
and supporting children with anxiety difficulties through primary schools are acceptable and there are no negative 
impacts, to estimate recruitment and retention rates, and to identify any changes needed to study procedures or 
measures.

Methods:  We will recruit six primary/junior schools in England (2 classes per school), and invite all children (aged 
8–9) (n = 360) and their parent/carer and class teacher in participating classes to take part. Children, parents and 
class teachers will complete questionnaires at baseline and 12-week follow-up. Children who ‘screen positive’ on a 
2-item parent-report child anxiety screen at baseline will be the target population (expected n = 43). Parents receive 
feedback on screening questionnaire responses, and where the child screens positive the family is offered support 
(OSI: Online Support and Intervention for child anxiety). OSI is a brief, parent-led online intervention, supported by 
short telephone sessions with a Children’s Wellbeing Practitioner. Participants’ experiences of study procedures will be 
assessed through qualitative interviews/discussion groups.

Discussion:  Evidence-based procedures for identifying and supporting children with anxiety difficulties through 
primary schools would improve children’s access to timely, effective intervention for anxiety difficulties.

Trial registration:  ISRCTN registry: ISRCT​N3003​2471. Retrospectively registered on 18 May 2021.
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Background
Anxiety disorders are the most common mental health 
disorder experienced by children and young people 
[1], and typically first emerge before a child reaches 
secondary school [2]. Anxiety disorders in childhood 
have a negative impact on social, academic and family 
functioning, and are associated with substantial soci-
etal burden [3]. Compared to the general population, 
children with anxiety disorders are at increased risk for 
ongoing anxiety difficulties, other mental health dis-
orders, and reduced quality of life in adulthood [4, 5]. 
Children, families, and wider society would therefore 
benefit from effective early intervention for childhood 
anxiety disorders.

Psychological interventions are effective at treating 
anxiety disorders in children [6]. Evidence-based inter-
ventions typically draw on Cognitive Behavioural Ther-
apy (CBT) principles and can be delivered using varied 
formats (e.g., in groups or one-to-one; face-to-face or 
online; therapists working with children and/or parents) 
and amount of therapist-support, with no consistent dif-
ferences in child outcomes according to delivery format 
or amount of therapist contact time [7]. Despite this 
evidence-base, very few children who experience anxiety 
disorders access such interventions. A UK survey of par-
ents of children (aged 7–11) with anxiety disorders iden-
tified through schools found that only 2% had received 
CBT [8]. Families report considerable barriers to seeking 
support for child anxiety problems, including difficulties 
determining whether or not their child’s anxiety warrants 
concern, and how and when to seek help [8, 9]. Where 
families do contact professionals available support is 
limited, with long waiting lists to access specialist ser-
vices, and families describe that their concerns are often 
dismissed, with little support and guidance provided on 
how best to manage a child’s anxiety problems as a family 
[8, 9]. School staff are often the first point of contact for 
families with concerns about a child’s mental health, but 
feel ill-equipped to identify and support children with 
common mental health problems [10]. Universal screen-
ing in schools has the potential to address identification 
barriers, but is only recommended if suitable screening 
tools are available and evidence-based intervention and 
support is offered where difficulties are identified [11, 
12]. Currently, there is no established approach to identi-
fying and supporting children with anxiety problems that 
incorporates both universal screening and delivery of evi-
dence-based interventions through primary schools.

In a previous study, we used a co-design approach, and 
worked with children, parents, school staff, and other 
key stakeholders to develop procedures for identifying 
and supporting children with anxiety problems through 
primary schools (Identifying Children Through Schools-
identification to intervention; iCATS-i2i [13]). The co-
designed iCATS-i2i procedures incorporate screening, 
written and telephone feedback for parents and the offer 
of a brief evidence-based intervention. The interven-
tion is an online version of an effective and cost-effective 
parent-led treatment for child anxiety disorders [14–16] 
(OSI: Online Support and Intervention for child anxiety). 
Delivering support online and directly to parents offers 
the potential to maximise efficiency and provide families 
with the skills and confidence to manage a child’s anxi-
ety problems as a family. In-depth interviews informed 
the development of an initial iteration of the iCATS-i2i 
procedures which we then delivered in three primary 
schools to collect feedback from participants on their 
experiences, and used this feedback to further refine and 
finalise procedures. In parallel to this co-design work, 
we also sought to identify short questionnaire measures 
(child, parent, and/or teacher report) that are quick and 
easy to administer and able to discriminate between chil-
dren with and without anxiety disorders with a sufficient 
level of accuracy to use for screening purposes [17]. Cut-
off scores on parent-report questionnaires consisting of 
2 to 9 items were able to identify children with anxiety 
disorders with a reasonable level of accuracy (75–76% 
sensitivity and 73–82% specificity), but neither child 
nor teacher report questionnaires were able to achieve 
> 70% sensitivity and specificity. As the 2-item parent-
report measure achieved comparable accuracy to longer 
parent-report measures, we prioritised brevity and have 
now incorporated this 2-item measure into the iCATS-
i2i procedures as a screening tool to identify families 
to offer support. Completing screening questionnaires 
and receiving feedback on responses can help address 
identification barriers, but as this screen will miss some 
children who may benefit (false negatives), OSI will also 
be made available to other families who feel they would 
benefit, regardless of screening outcomes. Although our 
measurement study findings indicated child and teacher-
reports were not sufficiently accurate to use for screening 
purposes, our co-design work identified the importance 
of involving children and class teachers in the screening 
process, and therefore child-, teacher-, and parent-report 
questionnaires are collected as part of the iCATS-i2i 
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procedures. In order to feel confident we can progress to 
a definitive randomised controlled trial to evaluate the 
effectiveness and cost-effectiveness of the iCATS-i2i pro-
cedures, in the current study we now set out to test the 
feasibility of these co-designed procedures, incorporating 
our brief parent-report screening tool.

Aims and objectives
This study aims to assess the feasibility of progressing 
to a subsequent cluster randomised controlled trial to 
evaluate our co-designed procedures for identifying and 
supporting children (aged 8–9) with anxiety difficulties 
through primary schools. Our objectives are to establish 
(i) whether there are any negative impacts of study pro-
cedures, (ii) any concerns about the acceptability of the 
study procedures, (iii) whether target recruitment and 
retention rates are feasible, (iv) whether the proposed 
clinical and health economic measures capture all the 
relevant information and outcomes, and (v) any changes 
needed to study procedures or outcome measures. We 
will use a single-arm design to efficiently evaluate the 
feasibility of study procedures, prior to progressing to 
a definitive randomised controlled trial with an inbuilt 
pilot phase.

Methods
Design
This is a single-arm feasibility trial and will follow the 
SPIRIT [18] recommendations and reporting guidance 
(see Additional file  1 for SPIRIT checklist). Children 
(aged 8–9) from six primary/junior schools, their par-
ent/carer and class teacher will complete questionnaire 
measures at baseline and 12-week follow-up. The base-
line assessment includes a parent-report 2-item (each 
item scored 0–3) child anxiety screening questionnaire, 
and children who screen positive on this question-
naire (score ≥ 3 out of 6) will be the target population. 
As long as baseline measures are collected from at least 
one reporter (child, teacher, parent), parents/carers will 
receive written feedback. Where parents/carers com-
pleted the screening questionnaire, this will include feed-
back on whether responses indicate their child may be 
experiencing difficulties with anxiety (screen positive) 
or is unlikely to be experiencing difficulties with anxiety 
(screen negative). If the child screens positive, parents/
carers will be invited to a feedback telephone call with a 
Children’s Wellbeing Practitioner (CWP) and offered a 
brief, parent-led online intervention (OSI: Online Sup-
port and Intervention for child anxiety). OSI will also be 
made available to all parents/carers who express an inter-
est, regardless of screening outcomes, and schools will be 
provided with materials for a whole-class lesson on man-
aging everyday fears and worries that can be facilitated 

by the study team and/or school staff. Qualitative inter-
views and/or discussion groups will be conducted with a 
subsample of children and parents/carers, and staff work-
ing in or linked to participating schools. Recruitment and 
data collection will take place from November 2020 to 
September 2021.

Setting
Participants will be recruited through six mainstream 
primary/junior schools in England. Schools need to have 
at least two year 4 classes (children aged 8–9 years) and a 
minimum of 40 pupils in year 4. Two classes per school 
will participate in the study.

Participants
Inclusion criteria for the feasibility trial are as follows:

Children

•	 Child is in year 4 (aged 8–9 years) in a participating 
class, their parent/carer does not opt-out, and child 
provides assent.

•	 Child has sufficient English to give assent and com-
plete questionnaires, with assistance if necessary.

Parents

•	 Parent/carer of child in year 4 in a participating class, 
and they provide consent. Where a parent/carer has 
more than one eligible child, they will be invited to 
consent/participate for each child.

•	 Parent/carer has sufficient English to give consent 
and to complete questionnaires, with assistance if 
necessary.

Class teachers

•	 Class teacher of participating child or nominated 
member of support staff who works regularly with 
the child.

The target population are children who screen positive 
(score ≥ 3 out of 6 on parent-report 2-item child anxiety 
questionnaire) at baseline.

Inclusion criteria for qualitative interviews/discussion 
groups are as follows:

Children

•	 Child is in a participating year 4 class, their parent/
carer provides consent, they provide assent, and they 
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have sufficient spoken English to take part in the 
interview/discussion, with assistance if necessary.

Parents

•	 Parent/carer of a child in a participating year 4 class, 
they provide consent, and they have sufficient spoken 
English to take part in the interview/discussion, with 
assistance if necessary.

School staff

•	 Member of staff or governor in a participating 
school, or a representative of another key stakeholder 
organisation with a professional role within or related 
to a participating school (e.g., a mental health service 
provider within a participating school).

Recruitment
School recruitment
We aim to recruit six primary/junior schools that vary 
in relation to: geographic area, size of school, percent-
age of pupils eligible for free school meals, percentage of 
pupils on special educational needs support, percentage 
of pupils with English as an additional language. We will 
disseminate information about the study via our existing 
networks and social media adverts and contact individual 
schools via email and follow-up telephone calls. To help 
ensure recruited schools have varied geographic and 
demographic characteristics, we will record characteris-
tics of eligible schools that express an interest and target 
particular schools as needed.

Written consent for the school’s participation (online 
or on paper) will be obtained from school headteachers, 
and each school will be asked to nominate an iCATs-i2i 
lead to act as the primary point of contact for the study 
team and co-ordinate study procedures. Where schools 
have more than two Year 4 classes, we will select two 
classes to participate.

Participant recruitment
Study information will be distributed to all children, par-
ents, and class teachers in participating classes. We will 
work with each school to develop strategies to distribute 
study information and promote participation (e.g. dis-
tributing paper, electronic and/or video versions of study 
adverts and study information, advertising the study in 
school newsletters/websites, sending reminders via email 
and SMS). Where COVID-19 government and school 
guidance allow, researchers will run information sessions 

for parents, children and school staff at the school, and 
where this is not possible we will offer to run online 
information sessions and/or provide school staff with 
materials to facilitate these sessions themselves.

Parents will be given the opportunity to opt their child 
out of the study, and the school iCATS-i2i lead will keep 
a record of these children’s names and no information or 
data will be collected about or from these children. With 
the exception of any children whose parent opts out, all 
children in participating classes, and their parents and 
class teachers will be invited to participate and complete 
baseline questionnaires. Prior to participating, written 
assent (on paper or online) will be obtained from chil-
dren, and parents and class teachers will provide written 
consent (on paper or online) prior to completing base-
line measures and/or providing any information or data 
themselves. Explicit consent for audio recording will be 
required prior to parent/school staff qualitative inter-
views, and both parental consent and child assent will be 
obtained prior to qualitative interviews with children.

Procedures
An overview of study procedures and assessments are 
provided in Fig. 1 and Additional file 2.

Where possible, researchers will visit schools to admin-
ister baseline questionnaires (online or on paper) with 
groups of children, and children will be able to choose 
to complete the questionnaires at home if they prefer. 
If COVID-19 government or school guidance prohib-
its researchers from visiting schools and/or schools are 
closed for all or some children, we will work with schools 
to adapt this procedure (e.g. school staff administer ques-
tionnaires with children at school, some or all children 
complete questionnaires at home).

After administering the child baseline questionnaires, 
we plan to facilitate a lesson on managing everyday fears 
and worries for participating classes. Our intention is for 
researchers to lead this lesson with school staff support, 
on the same day or soon after children complete base-
line questionnaires. However, we will be flexible in how 
and when we use this lesson to accommodate school staff 
preferences and potential COVID-19 restrictions, and 
will offer alternatives as needed (e.g. we provide school 
staff with the lesson materials to deliver themselves at 
a suitable time, we adapt materials to deliver an online 
lesson).

After baseline questionnaires are collected from chil-
dren, schools will distribute consent and questionnaires 
to parents/carers, either on paper and/or online. Parents 
will be provided with an envelope to return paper ques-
tionnaires to school, ready for collection by the study 
team. In parallel, we will ask class teachers to complete 
teacher-report questionnaires (online or on paper) about 
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all children in their class (where parents did not opt-out) 
and we will provide the iCATS-i2i school lead with forms 
to complete demographic, attendance, punctuality and 
learning information about these children, and to keep a 
record of school staff time spent on iCATS-i2i activities.

Where baseline questionnaires for a child are com-
pleted by at least one reporter (child, teacher, parent), the 
parent/carer will receive a feedback letter. Where parents 
provided us with their contact details, we will send this 
letter to them directly by post, and where we do not have 
parent contact details, we will provide schools with the 
letter in a sealed envelope to give to the parent or send 
home with the child. If parents complete the baseline 
questionnaires, including the brief child anxiety screen, 
the letter will provide feedback on whether the responses 
indicate the child may be experiencing difficulties with 
anxiety (screen positive) or is unlikely to be experienc-
ing difficulties with anxiety (screen negative). Where the 
child screens positive, the letter explains that the study 
team will be in touch to arrange a feedback telephone 
call with the study Children’s Wellbeing Practitioner to 

discuss their questionnaire responses and offer the family 
OSI. Where the child screens negative or where there is 
no screening outcome (because the parent did not com-
plete the screening questionnaire), the letter explains that 
OSI is available to all families who feel they may benefit 
and parents are invited to get in touch with the study 
team if they wish to discuss this further. A brief descrip-
tion of OSI and overview of sessions will be included 
with all parent feedback letters. With parental consent, 
the study team will share screening outcomes with the 
school iCATS lead.

Researchers will contact parents of children who 
screen positive by email, SMS, and/or telephone to 
arrange a convenient time for the feedback call. Dur-
ing the call, the CWP will invite parents to take part 
in OSI, and if parents agree, they will be given access 
to the online intervention and their telephone support 
sessions will be booked. If a parent who has not previ-
ously provided consent/completed parent-report base-
line questionnaires contacts us following the feedback 
letter, and subsequently verbally agrees to take part in 

Fig. 1  Overview of iCATS-i2i study procedures
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OSI, they will be asked to provide written consent and 
complete baseline questionnaires before starting the 
intervention. The CWP/s and their supervisor/s will 
complete a log throughout the intervention delivery, to 
record time spent on activities related to delivering and 
supervising OSI.

We will collect follow-up measures approximately 
12-weeks after baseline questionnaires. As our pri-
mary aim is to assess the feasibility of collecting follow-
up questionnaires and estimate retention rates, we will 
employ some flexibility with the exact timing of the 
follow-up assessment if COVID-19 restrictions/disrup-
tions present particular barriers to timely data collection. 
Although a subsequent cluster randomised controlled 
trial would include follow-up assessments at 6, 12, and 
24 months, retention rates immediately post-interven-
tion and at 30-month follow-up were fairly similar in a 
recent primary school UK trial [19], and a shorter follow-
up period will allow more timely progression to the main 
trial, if indicated.

All participants (children, parents, teachers) who com-
plete baseline assessments will be asked to complete 
follow-up questionnaires. Follow-up questionnaires will 
be collected from children, and their parent and class 
teacher in parallel. Researchers will administer follow-up 
questionnaires (online or paper) with children at school, 
but we will adapt this procedure as needed in response to 
COVID-19 restrictions, as per at baseline. We will send 
parents and teachers personalised links to online follow-
up questionnaires and/or provide the school iCATS-i2i 
lead with paper questionnaires to distribute to parents 
and teachers, together with envelopes to return to school 
for the study team to collect.

One-to-one interviews and/or discussion groups will 
be conducted with subgroups of children, parents, and 
school staff about their experiences of iCATS-i2i proce-
dures during and after the intervention delivery phase. 
We anticipate that approximately 12 children and 12 
parents will take part in an interview/discussion group, 
including children/parents where the child screened pos-
itive and screened negative, and those who took part in 
OSI and those who did not. We expect up to 10 mem-
bers of school staff will take part in an interview/discus-
sion group, and we will seek to include staff from each 
participating school, with varying roles (e.g. class teacher, 
iCATS-i2i lead, headteacher). Where appropriate, we will 
adopt further purposive sampling in order to learn from 
the experiences of participants who can offer a range of 
perspectives. For example, we will seek to include fami-
lies where the child’s screening outcome may reflect a 
‘false positive’ or ‘false negative’ by inviting parents/chil-
dren where the anxiety screen score was just above and 
just below the cut-off. Interviews/discussion groups will 

be conducted either in-person at participating schools, 
by telephone or online video-call.

As a thank you, families will be offered a £10 gift 
voucher for each complete set of child/parent question-
naires and qualitative interview, and schools will be 
offered £200 for time spent on all study activities.

Intervention
OSI
Parents work through a series of seven online modules 
which include simple text, audio versions of text, videos 
and animations, interactive activities, and inbuilt ques-
tionnaire measures. Online modules are released weekly 
for parents to complete in their own time. Each module 
takes about 20–30 min to complete and is supported by 
a brief telephone session with a CWP (approximately 20 
min) once a week for 7 weeks, and a follow-up telephone 
session 4 weeks later. Modules teach parents cognitive 
behavioural strategies to apply in their child’s day-to-
day life, including how to explore their child’s anxious 
thoughts, testing these thoughts by facing fears and 
problem-solving challenges, and the telephone sessions 
are designed to review progress and support parents to 
practise the strategies and problem solve any challenges. 
There is also an accompanying, optional game for mobile 
devices that is designed to help motivate the child to face 
their fears. We anticipate that one or two CWPs will 
support OSI delivery in this study. CWPs have received 
post-graduate training in the delivery of low-intensity 
psychological therapies for children and adolescents 
who experience difficulties with anxiety, low mood and 
behavioural problems. Study CWPs will receive regular 
supervision from clinical psychologists with expertise in 
treating childhood anxiety disorders.

Outcomes
Feasibility outcomes and criteria for progressing to cluster 
randomised controlled trial
Feasibility outcomes related to negative impacts, accept-
ability, recruitment, and retention rates, and pro-
posed clinical and health economic outcome measures, 
together with associated progression criteria are detailed 
in Table 1. To facilitate rapid progression to the main trial 
once the feasibility study is complete, interim criteria 
for progressing to the set-up phase for the cluster ran-
domised controlled trial will be assessed once participant 
recruitment is complete, but while data collection is still 
ongoing. Once all data collection and required analyses 
are complete, the Study Steering Committee will then 
assess the full criteria for progressing to recruitment for 
the main trial. If there are no serious negative impacts 
or serious concerns about the acceptability of the pro-
cedures, at least 80% of the target population complete 



Page 7 of 14Reardon et al. Pilot and Feasibility Studies           (2022) 8:176 	

all assessments, and at least 12% of parents of children 
in study classes participate in OSI, we plan to progress 
to the randomised controlled trial and implement any 
indicated changes to the study procedures and outcome 
measures. If there are any serious harms or serious con-
cerns about the acceptability of the study procedures, 
we will consult the Study Steering Committee about 
not progressing to the main trial. If the recruitment and 
retention rates are slightly below our targets (70–79% 
of the target population complete all assessments, and/
or 9–11% of parents of children in study classes partici-
pate in OSI), we will consult the Study Steering Com-
mittee about progressing and consider whether changes 
to the protocol may improve recruitment/retention, and 
if recruitment/retention rates are markedly below our 
targets (< 70% of target population complete all assess-
ments and/or < 9% of parents of children in study classes 
participate in OSI), we will consult the Study Steering 
Committee about not progressing to the main trial. How-
ever, as data collection is planned during the context of 
the COVID-19 pandemic, and associated restrictions 
(e.g. school closures, researchers unable to visit schools) 
may have an impact on recruitment/retention, the Study 
Steering Committee will consider this context when 
assessing the progression criteria related to recruitment 
and retention rates to determine whether continuing to 
the main trial is recommended or not.

Child clinical outcome measures

Brief child anxiety screen  A 2-item parent-report ques-
tionnaire will be used to assess whether the child is expe-
riencing problems with anxiety, and to identify the target 
population. The items assess the extent to which a child’s 
fears, worries or anxiety cause distress (Do your child’s 
fears, worries or anxiety upset or distress your child?) and 
interfere with family life (Do your child’s fears, worries or 
anxiety make things difficult for your family as a whole?). 
Parents rate each item on a 4-point scale (No, not at 
all = 0; yes, only a little = 1, yes, quite a lot = 2; yes, a 
great deal = 3), and responses are summed to produce a 
total score. A cut-off score of ≥ 3 identifies children with 
anxiety disorders with 76% sensitivity and 80% specific-
ity [17]. Children who score ≥ 3 out of 6 at baseline will 
be the target population, and total scores and screening 
outcomes (screen positive = score 3–6; screen negative 
= score 0–2) will be calculated at baseline and follow-up.

Child anxiety symptoms and interference  Child-, par-
ent-, and teacher-report versions of the Brief Spence 
Children’s Anxiety Scale (SCAS-8-C/P/T) [20] and the 
child- and parent-report versions of the Revised Chil-
dren’s Anxiety and Depression (RCADS)-Anxiety Scale 

will be used to assess anxiety disorder symptoms. The 
SCAS-8-C/P/T each consist of 8 items from the origi-
nal SCAS [21, 22], and items are rated on a 4-point scale 
(0–3) that are summed to provide a total score. The 
SCAS-8 has the advantage of brevity, with evidence to 
support its ability to discriminate between children (aged 
7–11) with anxiety disorders from a community sample 
[20]. The RCADS-C/P [23, 24] is widely used in clinical 
and community settings, and anxiety total scores reflect 
the sum of 37 anxiety items, each rated on a 4-point scale 
(0–3). Including these two alternative child anxiety symp-
tom measures will provide the opportunity to assess the 
relevance and acceptability of both and inform our deci-
sion on whether to include one or both in the main trial. 
However, as neither the SCAS-8 nor the RCADS cap-
tures information about interference related to a child’s 
anxiety, we will also include additional items to assess 
anxiety-related interference for each reporter. Alongside 
the SCAS-8, parents will complete the 2-item brief anxi-
ety screen detailed above, and children and teachers will 
complete the following corresponding items: children: 
Do fears or worries upset you?; Do fears or worries stop 
you from doing things?; Do your fears or worries make 
things difficult for people around you (e.g. family, friends, 
teachers)?; teachers: Do fears, worries or anxiety upset or 
distress this child?; Do this child’s fears, worries or anxi-
ety make things difficult for you or the class as a whole? 
Responses to these child- and teacher-report interference 
items will be summed to provide respective total scores 
(child: range 0–9; teacher: range 0–6).

Broader child clinical outcomes  Child low mood symp-
toms will be assessed using the child- and parent-report 
10-item RCADS-Depression Scale (4-point rating scale 
(0–3); total score range 0–30). The well-established child- 
and parent-report Strengths and Difficulties Question-
naire (SDQ-C/P) [25, 26] will be used to measure broader 
emotional and behavioural symptoms, providing a Total 
Difficulties score (range 0–40), as well as subscales scores 
(emotional problems [range 0–10]; Conduct problems 
[range 0–10]; Peer problems scale [range 0-10]; Hyperac-
tivity [range 0–10]).

Health economic outcomes and measures

Quality of life  Child- and parent-report versions of the 
Child Health Utility-9D (CHU-9D) [27, 28] and the EQ-
5D-Y [29] will be used to assess children’s quality of life. 
The CHU-9D is a preference-based measure of health-
related quality of life which allows the calculation of 
Quality Adjusted Life Years (QALYs) for use in cost utility 
analysis. It includes nine dimensions (worried, sad, pain, 
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tired, annoyed, schoolwork, sleep, daily routine, activi-
ties) each with five ordered response levels. The meas-
ure was originally developed and validated with children 
aged 7–11 years. The EQ-5D-Y is a child-friendly ver-
sion of the EQ-5D that was introduced by the EuroQol 
Group in 2009 as a comprehensible instrument suitable 
for measuring health-related quality of life of children 
and adolescents aged 8–15 years. It includes five dimen-
sions (mobility; looking after myself; doing usual activi-
ties; having pain or discomfort; and feeling worried, sad 
or unhappy) each with three ordered response levels. It 
can be used to derive QALYs. There is no clear stand-
ard when it comes to measuring Health-related Quality 
of Life Instruments for children and young people, but 
the CHU-9D and the EQ-5D-Y are among the most used 
instruments. We will therefore use both in this study to 
inform our choice for the main trial.

To measure parents’ quality of life, we will use the EQ-
ED-5L [30]. The EQ-5D-5L is a well-validated prefer-
ence-based measure of health-related quality of life in 
adult populations, designed to estimate quality adjusted 
life years (QALYs) and widely used across disease areas. 
It includes five dimensions covering domains of everyday 
life, i.e., mobility, self-care, usual activities, pain/discom-
fort, and anxiety/depression, each with five ordered levels 
of response.

Resource use  A societal perspective for resource use 
will be adopted in recognition of the fact that economic 
costs of mental health have wide consequences beyond 
the health and social care sectors, including education 
and the labour market. We will use a modified version 
of the Client Service Receipt Inventory (CSRI) [31] form 
and therapist, supervisor and school staff logs to identify 
and measure: (i) resources used in delivering the iCATS-
i2i screening, feedback, and intervention procedures; (ii) 
child and parent individual resource use data including 
health and social care system and other sector resources 
(e.g. GP use, referrals, child and adolescents mental 
health services, educational services); (iii) other child-, 
family-, society-borne resource use, including child 
time off school, parent time spent related to child anxi-
ety problems, including time off work (i.e. productivity 
losses for the wider economy). Parents will complete the 
modified CSRI at baseline (with reference to the previ-
ous 3 months) and follow-up (with reference to the study 
period). At baseline, parents will also be provided with a 
diary to keep a record of service use and time off work/
school, to facilitate answering the questions at follow-up. 
School staff will be asked to complete a log throughout 
the study to record time spent on study activities (e.g. 
administering questionnaires, distributing information 

to families), and study therapists and supervisors will 
complete logs to record time spent on activities related to 
delivering OSI.

Additional information and measures

Socio‑demographic information  Parents will provide 
socio-demographic information about their child (date of 
birth, gender, ethnicity, eligibility for free school meals), 
themselves (age, gender, ethnicity, relationship to child, 
whether they have a partner), and their household (par-
ent highest level of education, parent employment status, 
parent occupation, income, postcode, housing tenure, 
number of children living in household). Child demo-
graphic information will also be collected from the 
child’s school records (gender, ethnicity, eligibility for 
free school meals, any special education needs). Teachers 
will provide some background information about them-
selves (age, gender, role, number of years teaching expe-
rience), and school-level demographic characteristics 
(local education authority area, number of pupils on the 
roll, percentage of pupils eligible for free school meals, 
percentage of pupils on special educational needs sup-
port, percentage of pupils with English as an additional 
language) will be collected from the Department for Edu-
cation public records.

Acceptability questionnaire  A bespoke child-, parent-, 
and teacher-report questionnaire measure will be used 
at follow-up to assess acceptability of study procedures. 
Participants rate the extent to which they agree with 
statements about their experiences of completing ques-
tionnaires, feedback following screening, and (where 
applicable) OSI, with space to provide additional written 
feedback. Items address both negative and positive expe-
riences of study procedures.

School attendance and punctuality and learning informa‑
tion  Schools will be asked to provide information on 
children’s attendance, punctuality, and learning outcome 
to inform our choice about how best to collect this infor-
mation in the main trial.

Measures collected through OSI  Parents will complete 
weekly questionnaires via the OSI website to guide the 
intervention. Questionnaires include measures of child 
anxiety symptoms (RCADS/tracked RCADS-subscale, 
SCAS-8), interference related to the child’s anxiety 
(Child Anxiety Impact Scale; CAIS/CAIS-global sub-
scale [32, 33], overall functioning (Outcome Rating Scale; 
ORS [34]), progress towards meeting intervention goals 
(Goal Based Outcomes; GBO [35]), and the therapeutic 
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relationship (Session Rating Scale; SRS [36]). OSI usage 
data (e.g. modules completed, optional interactive activi-
ties completed) will also be collected.

Qualitative interviews/discussion groups  Interviews/
discussions will be topic-guided and explore participants’ 
experiences of iCATS-i2i procedures, including any 
negative experiences or concerns, and views of meaning-
ful outcomes. Interview guides will be tailored for each 
participant group (children, parents, school staff) (see 
Additional file  3 for indicative interview guides). Inter-
views/discussion will be audio-recorded and transcribed, 
with identifiable information removed at the point of 
transcription.

Data management
REDCap (Research Electronic Data Capture) databases 
will be used to capture data via online surveys and paper 
questionnaires directly inputted by researchers. Data 
captured will be held on University of Oxford servers 
and access will be restricted to the study team members. 
Once data collection is complete, data will be perma-
nently deleted from REDCap and stored on a restricted 
access folder on the University of Oxford network.

Schools and participants will be assigned unique IDs, 
and these IDs will be used to label all study data. A docu-
ment linking ID to names/contact information will be 
stored on a restricted access folder on the University 
of Oxford network. This linking document and other 
personally identifiable information (consent/assent, 
audio recordings) will be stored for as long as needed 
for research purposes and appropriate safeguards are in 
place, and then permanently deleted.

Pseudonymised study data will be shared with study 
statisticians and health economists for analysis, via the 
University of Oxford’s OneDriveforBusiness.

Sample size
We aim to recruit approximately 360 children from 6 pri-
mary/junior schools (30 children per class, two classes 
per school), and their parents and class teachers. This 
sample size will allow us to assess feasibility outcomes 
in schools with varied geographic and demographic pro-
files, and will provide a sufficient number of families with 
varied characteristics to identify any issues with accept-
ability or feasibility. In line with a recent primary school-
based trial in the UK [19], we expect to collect parent 
baseline measures from approximately 60% of children in 
participating classes (n = 216), and on the basis of find-
ings in our measurement development study [17], we 
expect approximately 20% of these will screen positive 
(target population: n = 43).

Planned data analysis
Statistical analysis
Participant flow will be presented using a CONSORT 
diagram. Recruitment and retention percentages and 
the percentage of missing data will be presented for each 
reporter at baseline and follow-up with 95% confidence 
intervals. Recruitment and retention rates, and OSI 
uptake will be presented for the target population (chil-
dren who screen positive for anxiety problems at base-
line), and the wider group of all children in participating 
classes. The nature of any missing data will be explored, 
and the characteristics of children/parents/teachers who 
did and did not respond to the various questions/meas-
ures will be compared. Clinical and economic outcomes 
will be summarised using means and standard deviations 
or numbers and percentages. Suitability and acceptabil-
ity of the measures for the main trial will be assessed on 
the basis of both rates of responses and from participant 
feedback.

Qualitative analysis
Transcripts of the qualitative data will be analysed using 
an adapted form of Template Analysis [37]. The prelimi-
nary template will be structured by categories identified 
in the co-design work [13], and transcripts will initially 
be coded using this preliminary structure. The template 
will then be developed further to incorporate additional 
codes identified by preliminary coding of the data. The 
aim of the analysis will be to identify any issues related 
to acceptability or feasibility of the iCATS-i2i proce-
dures and OSI. Credibility of the qualitative analysis will 
be checked via analytic triangulation through reflective 
discussions with supervisors and co-analysts. Broader 
credibility-checking for the identified acceptability and 
feasibility issues will take place within a small expert ref-
erence group (including parent and school representa-
tives) prior to informing the subsequent main trial.

Monitoring
The PI (CC) and Study Lead (TR) will supervise the day-
to-day running of the study and researchers involved in 
data collection activities. The Study Management Group 
(SMG) includes the PI and co-investigators (includ-
ing school and parent representatives). The SMG will 
oversee and consult on all aspects of the study and dis-
semination of findings, meeting at least twice a year and 
with subgroup discussions throughout. An independent 
Study Steering Committee (SSC) including members 
with expertise in evaluations of school-based mental 
health interventions, statistical and qualitative methods, 
and school leadership, will meet at least twice during the 
study. The SSC will monitor study progress, advise on 
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management and scientific issues, and ensure there are 
no adverse events or substantial deviations from study 
protocol. As detailed above, the SSC will review progres-
sion criteria and make recommendations about continu-
ing to a subsequent cluster randomised controlled trial.

Discussion
This study aims to establish the feasibility of a subse-
quent cluster randomised controlled trial to evaluate 
procedures for identifying and supporting children with 
anxiety problems through primary schools. If findings 
support progression and subsequent implementation 
in primary schools, iCATS-i2i procedures will improve 
children’s access to effective, early intervention for anxi-
ety difficulties through schools. We also hope that our 
findings will inform the development and evaluation of 
broader school-based approaches to identifying and sup-
porting children and adolescents with mental health dif-
ficulties in primary and secondary school settings.

It is important to acknowledge some practical and 
methodological limitations with this study. Firstly, this 
study will be conducted in the context of the COVID-
19 pandemic, and although we will adjust procedures as 
needed (e.g. school staff rather than researchers admin-
ister questionnaires with children), we will need to con-
sider this context and the impact of any adjustments or 
disruptions when interpreting findings. For example, it 
is possible that children’s anxiety, the relevance of ques-
tionnaire items, and recruitment rates may vary depend-
ing on COVID-19 restrictions. Secondly, although we are 
using an initial ‘opt-out’ approach to children’s involve-
ment and we will make the intervention available to all 
families in participating classes, there may be children 
who might benefit from support with anxiety problems 
who we do not reach (e.g. children who are not regu-
larly attending school). In particular, the fact that we will 
only be able to provide feedback on screening responses 
and contact parents by telephone/email when parents 
complete the screening questionnaire and/or provide us 
with their contact details means that we may miss fami-
lies in challenging situations that may impede their par-
ticipation. We will explore potential barriers to parental 
involvement at all stages of the study in our qualitative 
interviews with school staff and parents, and implement 
any indicated changes to minimise such barriers ahead of 
a main trial.
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