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Abstract
Background: Emotional disorders are common in children and young people and can significantly impair their quality 
of life. Evidence-based treatments require a timely and appropriate diagnosis. The utility of standardised diagnostic 
assessment tools may aid the detection of emotional disorders, but there is limited evidence of their clinical value.
Objectives: To assess the clinical effectiveness and cost effectiveness of a standardised diagnostic assessment for 
children and young people with emotional difficulties referred to Child and Adolescent Mental Health Services. A 
nested qualitative process evaluation aimed to identify the barriers and facilitators to using a standardised diagnostic 
assessment tool in Child and Adolescent Mental Health Services.
Design: A United Kingdom, multicentre, two-arm, parallel-group randomised controlled trial with a nested qualitative 
process evaluation.
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Setting: Eight National Health Service Trusts providing multidisciplinary specialist Child and Adolescent Mental 
Health Services.
Participants: Children and young people aged 5–17 years with emotional difficulties referred to Child and Adolescent 
Mental Health Services, excluding emergency/urgent referrals that required an expedited assessment. In the qual-
itative process evaluation, 15 young people aged 16–17 years, 38 parents/carers and 56 healthcare professionals 
participated in semistructured interviews.
Interventions: Participants were randomly assigned (1 : 1) following referral receipt to intervention (the development 
and well-being assessment) and usual care, or usual care only.
Main outcome measures: Primary outcome was a clinician-made diagnosis decision about the presence of an 
emotional disorder within 12 months of randomisation, collected from Child and Adolescent Mental Health Services 
clinical records. Secondary outcomes collected from clinical records included referral acceptance, time to offer 
and start treatment/interventions and discharge. Data were also self-reported from participants through online 
questionnaires at baseline, 6 and 12 months post randomisation, and the cost effectiveness of the intervention 
was investigated.
Results: One thousand two hundred and twenty-five (1225) children and young people were randomly assigned 
(1 : 1) to study groups between 27 August 2019 and 17 October 2021; 615 were assigned to the intervention and 
610 were assigned to the control group. Adherence to the intervention (full/partial completion of the development 
and well-being assessment) was 80% (494/615). At 12 months, 68 (11%) participants in the intervention group 
received an emotional disorder diagnosis versus 72 (12%) in the control group [adjusted risk ratio 0.94 (95% 
confidence interval 0.70 to 1.28); p = 0.71]. Child and Adolescent Mental Health Services acceptance of the index 
referral [intervention 277 (45%) vs. control 262 (43%); risk ratio: 1.06 (95% confidence interval: 0.94 to 1.19)] or 
any referral by 18 months [intervention 374 (61%) vs. control 352 (58%); risk ratio: 1.06 (95% confidence interval: 
0.97 to 1.16)] was similar between groups. There was no evidence of any differences between groups for any other 
secondary outcomes. The qualitative nested process evaluation identified a number of barriers and facilitators to 
the use of the development and well-being assessment during the trial, particularly at the assessment and diagnosis 
stages of the Child and Adolescent Mental Health Services pathway.
Limitations: It was not possible to mask participants, clinicians or site researchers collecting source data to 
treatment allocation.
Conclusions: We found no evidence that completion of the development and well-being assessment aided the 
detection of emotional disorders in this study. Using the development and well-being assessment in this way cannot 
be recommended for clinical practice.
Future research: To determine longer-term service use outcomes and to investigate whether receipt of a clinical 
diagnosis makes a difference to clinical outcomes and care/intervention receipt.
Funding: This synopsis presents independent research funded by the National Institute for Health and Care Research 
(NIHR) Health Technology Assessment programme as award number 16/96/09.
A plain language summary of this synopsis is available on the NIHR Journals Library Website https://doi.org/10.3310/
GJKS0519.

Introduction

Material within this synopsis has been reproduced with 
permission from Sayal et al.1 and Thomson et al.2 These 
are Open Access articles distributed in accordance with 
the terms of the Creative Commons Attribution (CC BY 
4.0) licence, which permits others to distribute, remix, 
adapt and build upon this work, for commercial use, 
provided the original work is properly cited. See: https://
creativecommons.org/licenses/by/4.0/. The text below 
includes minor additions and formatting changes to the 
original text. The full protocol (final version 4.1, 1 August 
2022) has been published and is publicly available on the 
ISRCTN registry.3 Changes to the protocol after the initial 
approval are documented in Appendix 1, Table 2. Protocol 
deviations are outlined in Appendix 1, Table 3.

This synopsis details the work undertaken to determine 
the clinical effectiveness and cost-effectiveness of a 
standardised diagnostic assessment (SDA) for children 
and young people (CYP) with emotional difficulties. It was 
funded through a commissioned research call from the 
National Institute for Health and Care Research (NIHR) for 
a randomised controlled trial (RCT) to investigate whether 
a SDA tool improves the detection of emotional disorders 
and outcomes in CYP referred to Child and Adolescent 
Mental Health Services (CAMHS).

Rationale for the STADIA trial and background
Emotional disorders, such as depression and anxiety 
disorders, cause considerable distress and are common 
in CYP.4 They impact quality of life and functioning, 
including friendships, family relationships, participation 

https://doi.org/10.3310/GJKS0519
https://doi.org/10.3310/GJKS0519
https://creativecommons.org/licenses/by/4.0/
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in daily activities, school attendance and attainment and 
educational outcomes.5–7 If unrecognised and untreated, 
these difficulties can persist into adulthood and are a risk 
factor for other mental health conditions, poor physical 
health, self-harm and suicide. Although evidence-based 
interventions for emotional disorders are available, access 
to these requires timely and appropriate identification of 
difficulties. However, in many countries, service demand 
exceeds capacity and there are considerable barriers to 
receiving help. In the UK, for example, these include long 
waiting lists and rejection of referrals by specialist CAMHS, 
particularly if insufficient information accompanies the 
referral. The evidence base to inform which referrals 
should be accepted is limited.8

If accepted for assessment, the process and purpose of 
assessment can vary considerably within and across 
services. The multidisciplinary nature of CAMHS in the 
UK means that assessments are conducted by clinicians 
from a range of professional backgrounds, often without 
formal training in making a diagnosis.4,9 This can lead to 
heterogeneous conceptualisations of presenting prob-
lems. Diagnosis is a controversial topic among mental 
health clinicians in the UK, reflecting concerns around the 
validity and value of diagnoses, stigma and labelling.9–11 
In routine care, this often means that assessments do 
not aim to make, share or record a diagnosis despite rec-
ommendations for the use of diagnostic assessments so 
that appropriate interventions are offered.11,12 Linked with 
CAMHS clinician uncertainty around the utility and value 
of diagnosing child and adolescent mental health disorders 
in clinical practice, there is also clinician equipoise around 
the use of SDA tools.

However, National Institute for Health and Care 
Excellence (NICE) guidelines for the care and treatment 
of emotional disorders are based on diagnostic classifi-
cation systems; this implies that, to access appropriate  
evidence-based interventions, emotional difficulties 
should be appropriately diagnosed. For depression, for 
example, NICE quality standards recommend that the 
diagnosis is confirmed and recorded,13 but this is often 
not the case in clinical practice.9,14 NICE guidelines also 
recommend the use of SDA tools as an adjunct to usual 
assessment care in detecting depression.15 However, 
there is currently limited evidence about the effective-
ness and cost-effectiveness of using SDA tools to sup-
port routine CAMHS assessments.

Previous RCTs of SDA tools in CAMHS have tended 
to be single site and small-scale. RCTs in Switzerland 
and England found that providing clinicians with 

diagnostic information from the development and 
well-being assessment (DAWBA)16 increased agreement 
between DAWBA and clinical diagnoses of emotional 
disorders, suggesting that it could aid diagnostic decision- 
making.17,18 A feasibility trial in Denmark suggested that the 
DAWBA could also act as an adjunct to referral information 
and improve decision-making around referral acceptance.8 
In terms of the care pathway, therefore, locating SDA tools 
at the point of referral receipt could potentially optimise 
decisions about referral acceptance, case allocation to the 
most appropriate clinician and assessment outcomes.10,19,20 
This could enable a more efficient and timelier conclusion 
to assessments which reach a diagnostic decision, allow 
appropriate evidence-based interventions to be offered 
and result in better clinical outcomes.

In the multicentre standardised diagnostic assessment 
for children and adolescents with emotional difficulties 
(STADIA) RCT, we aimed to investigate the clinical effec-
tiveness and cost-effectiveness of a SDA tool for CYP with 
emotional difficulties referred to CAMHS.

Objectives
The objectives were to evaluate the clinical effectiveness 
and cost-effectiveness of a SDA tool (the DAWBA), as 
an adjunct to usual clinical care for CYP presenting with 
emotional difficulties (following review of the referral 
according to a standard proforma (Report Supplementary 
Material 1: STADIA Screening Form) referred to CAMHS.

Specific objectives were to:

1.	 conduct an RCT to determine the clinical effec-
tiveness and cost-effectiveness of the DAWBA as 
an adjunct to usual clinical care on diagnosis (see 
Outcomes section for primary outcome) and treat-
ment of emotional disorders, symptoms of emotional 
difficulties and comorbid disorders and associated 
functional impairment

2.	 carry out a detailed qualitative study to address: (1) 
the feasibility of recruitment; (2) the acceptability 
and usability of the interventions and procedure 
and (3) how the intervention is used and how this 
deployment could be refined

3.	 seek to optimise the design and delivery of the SDA 
tool in partnership with young people, parents and 
CAMHS professionals to enhance acceptability, 
effectiveness and long-term uptake

4.	 identify the barriers and facilitators to implementa-
tion from the perspectives of young people, parents/
carers and CAMHS practitioners, managers and 
commissioners.
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Methods for data collection and analysis

Study design and setting
We conducted a pragmatic multicentre, two-arm parallel-
group RCT in community-based multidisciplinary CAMHS 
in eight dispersed NHS Trusts covering urban and rural 
areas in England. A list of recruiting sites is provided in 
Appendix 1, Table 1.

Participants and eligibility

Eligible participants were CYP with emotional difficulties 
referred to CAMHS and their parents/carers.

Inclusion criteria for the child and young 
person
The inclusion criteria for CYP were as follows:

•	 aged 5–17 years
•	 referred to outpatient multidisciplinary 

specialist CAMHS
•	 presenting with emotional difficulties according to a 

standard proforma (Report Supplementary Material 1)
•	 if aged < 16 years, has an eligible individual with parental 

responsibility willing and able to participate in the trial
•	 if aged 16–17 years:

◦	 has capacity to provide valid written 
informed consent

◦	 and if participating without a parent/carer, able to 
complete the assessment tool in English and has 
access to internet and e-mail or telephone.

Exclusion criteria for the child and young person
The exclusion criteria for CYP were as follows:

•	 emergency or urgent referral to outpatient 
multidisciplinary specialist CAMHS, requiring an 
expedited assessment

•	 severe learning disability
•	 previously randomised in the STADIA trial.

Inclusion criteria for the parent/carer
The inclusion criteria for parent/carer were as follows:

•	 individual with parental responsibility for the CYP 
referred to CAMHS

•	 adequate knowledge of the CYP to be able to 
complete the assessment tool (i.e. known for at least 
6 months)

•	 has capacity to provide valid written informed consent
•	 access to the internet and e-mail or telephone
•	 able to complete the assessment tool in English.

Exclusion criteria for the parent/carer
The exclusion criterion for parent/carer was as follows:

•	 local authority representatives designated to care for 
the CYP.

Participants were identified through the usual CAMHS 
referral pathways via single/central point of access triage 
teams. Referrals were screened by STADIA researchers 
(Report Supplementary Material 1), and potentially eligible 
participants were invited to participate in the trial and 
written information provided. Eligibility and verbal consent 
were confirmed during a telephone call, and participants 
were provided with an e-link to the online electronic 
informed consent/assent form to give written informed 
consent/assent. Participant flow is described in Figure 1. 
The summary of assessments is provided in Appendix 1, 
Table 4.

For CYP aged 5–15 years, parents/carers with paren-
tal responsibility provided informed consent and 
data (primary participant), with an option for 11- to 
15-year-olds (secondary participant) to provide assent 
and data. Young people aged 16–17 years (primary par-
ticipant) provided informed consent and data, and with 
their permission, their parent/carer (secondary par-
ticipant) could also participate (Report Supplementary 
Material  2). As all study procedures were completed 
electronically, participants needed access to the inter-
net and e-mail.

Randomisation and masking

Participants were randomised (1 : 1) to either the DAWBA 
plus assessment as usual (intervention) or assessment 
as usual only (control). Allocation was assigned using a 
minimisation algorithm balanced by recruiting site, CYP 
age (5–10, 11–15 and 16–17 years) and sex, minimising 
imbalance with 80% probability. The allocation algorithm 
was created and concealed using a secure, automated web 
system operated by the Nottingham Clinical Trials Unit 
(NCTU).

Participants were randomised after submitting their 
baseline data and were informed of their allocation. An 
e-mail also confirmed allocation, and instructions for 
DAWBA completion were included for the intervention 
group. Data were collected from clinical records (source 
data) using the case report forms (CRFs), by site researchers 
at 12 and 18 months post randomisation.
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It was not possible to mask participants, site researchers, 
clinicians and some trial staff to treatment allocation, nor 
was it possible to blind researchers collecting outcome data 
from records. However, any possible diagnoses identified 
from the CAMHS records were recorded verbatim on the 
CRF and were subjected to adjudication by the outcome 
adjudication committee (members of the trial management 
group). The adjudication committee and trial data analysts 
were blinded to treatment allocation and participant ID. 
The outcome definition and adjudication procedures are 
described in Report Supplementary Material 3.

Procedures

Participant-reported data were collected through online 
questionnaires (parent/carer and CYP self-report, aged 
11+ years), at baseline and 6 and 12 months post ran-
domisation. Questionnaires were completed by the pri-
mary participant (parent/carer for CYP 5–15 years, and 

young people aged 16–17 years), with the option for the 
secondary participant to also contribute. Baseline meas-
ures collected included: sociodemographic data, Mood 
and Feelings Questionnaire (MFQ), Revised Children’s 
Anxiety and Depression Scale (RCADS) and Strengths and 
Difficulties Questionnaire (SDQ) (a list of assessments is 
included in Appendix 1, Table 4).

Intervention group
The intervention was the DAWBA,16,22 which was com-
pleted by participants (after completion of the baseline 
questionnaire) via the secure online platform main-
tained by the DAWBA developer.16 Modules related 
to emotional and other specific comorbid disorders: 
separation anxiety disorder, specific phobia, social 
phobia, panic disorder and agoraphobia, generalised 
anxiety disorder, post-traumatic stress disorder (PTSD), 
obsessive–compulsive disorder (OCD), depression, 
oppositional defiant disorder and conduct disorder. In 
conjunction with study patient and public involvement 

CAMHS referral
receipt

Initial telephone invitation to
participate in STADIA trial

Declined

Not eligible

Not eligible or
declined

Online written consent, baseline data collection and
randomisation

DAWBA plus usual
practice

Usual practice only

CAMHS referral
acceptance decision

Periodic data
collection from

CAMHS records up
to 18 months post

randomisation

6-month follow-up questionnaires completed online

12-month follow-up questionnaires completed online

DAWBA completed online

DAWBA report fed back to
participants and clinicians

Written information provided
(e-mail/text link to website)

Telephone call to discuss study,
confirm interest and eligibility

Aiming
for 10

working
daysa

Referral screened for eligibility

FIGURE 1 Participant flow. a, For sites where the waiting time for the CAMHS acceptance decision usually exceeds 10 working days from 
referral receipt, recruitment activities may start and/or continue beyond 10 working days from referral receipt, providing the intervention 
period can be completed prior to the CAMHS referral decision.
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(PPI) panels, a trial-specific DAWBA report template 
(Report Supplementary Material  4) was developed. A 
DAWBA report was prepared for each participant, with 
the algorithm-derived diagnostic predictions23 used to 
highlight the likelihood of a CYP meeting International 
Statistical Classification of Diseases and Related Health 
Problems, Tenth Revision (ICD-10) criteria24 for the dis-
orders assessed (close to average, slightly raised, high 
and very high); the report was based entirely on the 
algorithm-derived predictions. The report was sent to 
participants and also uploaded to the CAMHS clinical 
record for clinicians to access, as an adjunct to usual 
clinical care (see below).

Control group
Participants randomised to the control group received 
usual clinical care. Usual care in CAMHS involves the 
consideration and review of the referral, a clinical assess-
ment (if the referral is accepted) and the offer/delivery of 
a clinical intervention.

Outcomes

The primary outcome was a clinician-made diagnosis 
decision about the presence of an emotional disorder 
within 12 months of randomisation. Eligible diagnoses 
were predefined (see Appendix 1, Table 5) using precise 
diagnostic terminology and reflected emotional or 
internalising disorders as outlined in ICD-10/Diagnostic 
and Statistical Manual of Mental Disorders, Fourth Edition 
(DSM-IV). Classification of a diagnosis required the suffix 
‘disorder’ for certain types of difficulties, for example 
‘generalised anxiety disorder’. Where similar terminology 
was used, for example ‘anxiety’ without ‘disorder’, 
‘symptoms of …’, ‘…-type symptoms/behaviour’, etc., 
these were referred for adjudication and were classified 
as not constituting a clinical diagnosis due to uncertainty 
around the presence of an emotional disorder. The 
diagnosis must have been documented in the CAMHS 
clinical record within 12 months of randomisation by a 
mental health services clinician in an NHS-delivered or 
NHS-commissioned service.

Secondary outcomes collected were service-related or 
participant-reported (see Appendix 1, Table 6). During 
the trial, additional secondary outcomes were included 
to extend follow-up to 18 months post randomisation 
due to the impact of COVID-19 pandemic-related delays 
to service access and receipt (see Appendix 1, Table 2). 
Following the pandemic, symptoms of PTSD in the CYP 
were collected using the Children’s Revised Impact of 
Event Scale-8 (CRIES-8).

Service-related secondary outcomes over the 12- and 
18-month period from randomisation were: referral 
acceptance (index and subsequent); discharge from 
CAMHS; confirmed diagnosis decision; time from rando-
misation to diagnosis of an emotional disorder; decision 
to offer and start treatment/intervention for a diagnosed 
emotional disorder and time to offer or start any treat-
ment/intervention (in addition to recording diagnoses and 
all treatments/interventions given).

Participant-reported secondary outcomes were partic-
ipant–self-reported diagnoses, depression symptoms 
(MFQ), anxiety symptoms (RCADS), oppositional defiant/
conduct disorder symptoms and functional impairment 
(SDQ). For participants in the intervention group, the SDQ 
was part of the DAWBA. Self-harm thoughts and behav-
iours were self-reported by CYP. Parent-reported depres-
sion and anxiety symptoms were collected [Patient Health 
Questionnaire-9 items (PHQ-9) and Generalised Anxiety 
Disorder-7 (GAD-7), respectively]. Health-related qual-
ity of life (HRQoL) measures collected for the economic 
evaluation were the 5-level EQ-5D version Youth Version 
(EQ-5D-Y) and the Child Health Utility 9D (CHU9D) for 
CYP and the EuroQol-5 Dimensions, five-level version 
(EQ-5D-5L) for parents/carers. Further details and refer-
ences are found in the Appendix 1, Table 6.

A study within a trial (SWAT) was nested within the main 
RCT to investigate the timing and value of participant 
vouchers to improve questionnaire return rates. The 
methods and results for this will be published elsewhere.35

Process evaluation

A nested qualitative process evaluation was conducted 
alongside the trial. Young people aged 16–17 years and 
the parents/carers of children aged < 16 years, who were 
participating in both arms of the trial, were invited to take 
part in semistructured interviews. Parents/carers and 
young people who had consented to be contacted about 
the interviews were sent further information about this 
part of the study after they had been randomised and 
completed the DAWBA if in the intervention arm. A range 
of CAMHS staff were also interviewed, including clinicians, 
service managers, commissioners and researchers working 
in CAMHS. Recruitment of staff occurred later in the study 
to allow for them to have the experience of using DAWBA 
reports as part of their clinical work. The overarching 
framework guiding the process evaluation was the 
Consolidated Framework for Implementation Research 
(CFIR).36,37 The five domains of the CFIR (the innovation, 
the outer setting, the inner setting, individual roles and 
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characteristics and the implementation process) guided 
the interview questions, the development of a logic model 
for the trial and the data analysis.

Data collection took place in two phases: during the 
internal pilot (involving participants from both arms) and 
the main trial (involving participants from the intervention 
arm). Data from the first phase of interviews were used 
to develop a logic model to represent the underlying 
programme theory for the trial. The second phase 
interviews allowed us to further test aspects of this 
logic model, and the interview schedule was amended 
accordingly. Young people and family members who took 
part in interviews were compensated for their time (£10 
voucher). All interviews were conducted by an experienced 
qualitative researcher (KN) and were recorded and 
transcribed verbatim.

The qualitative analysis adopted a framework approach,38 
in which the steps of thematic analysis39 were undertaken 
within the overarching framework of the five domains of 
the CFIR.36,37

A schematic diagram illustrating the trial design and 
interlinking of the main RCT, nested process evaluation 
and nested SWAT is shown in Figure 2.

Sample size and statistical analysis

A sample size of 1210 was needed to detect an absolute 
difference of 10 percentage points with 90% power and a 

5% two-sided alpha, under the assumption that 45% of the 
control group would have an emotional disorder diagnosis 
at 12 months (based on unpublished data obtained from 
the trial sites) and 10% of participants would not provide 
primary outcome data.

A comprehensive description of the planned analyses is 
included within the statistical analysis plan, which was 
finalised and approved prior to database lock and is publicly 
available from the ISRCTN registry.3 All planned analyses 
are reported elsewhere within the main trial publication 
and associated supplementary material.1

The primary approach to between-group comparative 
analyses was to include all participants with observed 
outcome data according to randomised allocation. The pri-
mary analysis employed a generalised linear mixed model 
to compare the proportions in each group with a clinician- 
made diagnosis decision within 12 months of randomi-
sation, adjusted for minimisation variables. Secondary 
outcomes were analysed using appropriate mixed-effect 
regression models dependent on data type.

Health economic analysis

The primary objective of the health economic analysis 
was to evaluate the cost-effectiveness of the intervention 
compared to usual care from an NHS and Personal Social 
Services (PSS) perspective;40 it is fully reported elsewhere1 
and in the Health Economics Analysis Plan, publicly 
available on the registry.3 Resource use, costs and HRQoL 

Baseline 6 months

£10 voucher at 6- and 12-month completion

vs.

£20 voucher at 12-month completion

12 months 18 months

Q
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ti

o
n

n
ai

re

NESTED SWAT

MAIN TRIAL

NESTED PROCESS EVALUATION

SWAT randomisation

CAMHS

referral

receipt

Informed

consent
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consent for

qualitative

interview

15 young people aged 16–17 years

38 parents/carers

Process evaluation to

identify barriers and

facilitators to using the

DAWBA in CAMHS,

qualitative interviews

Randomisation

DAWBA + usual care vs.
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Data collected from

CAMHS

records at 12 and 18
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FIGURE 2 Schematic diagram illustrating the trial design and interlinking of the main RCT, nested process evaluation and nested SWAT.
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outcomes were assessed at baseline, 6 and 12 months. 
The analysis considered responses directly from CYP aged 
16–17 years and from proxy parent/carer responses for 5- 
to 15-year-olds. The primary outcome used to assess cost-
effectiveness was the quality-adjusted life-year (QALY). 
Secondary analyses considered costs from a broader 
societal perspective that included productivity losses and 
out-of-pocket expenses. Exploratory analyses investigated 
cost-effectiveness with NHS and PSS costs and broader 
societal costs for three subgroups: (1) complete cases (i.e. 
participants with complete data); (2) participants whose 
referral was accepted and (3) participants receiving an 
emotional disorder diagnosis.

Results summary

Main trial
Results have been reported in full.1 The Consolidated 
Standards of Reporting Trials participant flow is illustrated 
in Figure 3. We recruited 1225 participants from eight 
NHS Trusts in England; 615 to the intervention group and 
610 to the control group (58% female sex in both groups). 
The primary participant was the parent/carer in 87% of 
cases. Baseline characteristics were well balanced across 
randomised groups for both CYP and parents/carers.

Adherence to the intervention, defined as either full 
completion of the DAWBA, or partial completion (at least 
one DAWBA module completed), was 80% (494/615). Of 
these, 332 (67%) scored ‘very high’ in at least one emo-
tional disorder domain, most commonly depression and 
generalised anxiety.

There was a high retention for the primary outcome 
(> 99%); six participants (five intervention, one control) 
withdrew consent to access CAMHS records within 
12 months and prior to any emotional disorder diagnosis; 
therefore, we included 610 participants in the intervention 
group and 609 in the control group in the primary analysis.

There was no evidence of a difference between groups for 
the primary outcome. At 12 months, 68 (11%) participants 
in the intervention group received an emotional disorder 
diagnosis versus 72 (12%) in the control group {adjusted 
risk ratio (RR) 0.94 [95% confidence interval (CI) 0.70 to 
1.28]; p = 0.71}.

Child and Adolescent Mental Health Services’ acceptance 
of the index referral [intervention 277 (45%) vs. control 
262 (43%); RR: 1.06 (95% CI: 0.94 to 1.19)] or any 
referral by 18 months [intervention 374 (61%) vs. control 
352 (58%); RR: 1.06 (95% CI: 0.97 to 1.16)] was similar 
between groups.

There was no evidence of any differences between groups 
for the other secondary outcomes.

None of the analyses demonstrated that the intervention 
was cost-effective. Results are reported in the appendix 
of the main trial report.1 An outline of the main RCT is 
provided in Appendix 2.

Qualitative process evaluation
The qualitative process evaluation is reported in full2 and 
is summarised in Appendix 3. In summary, 109 participants 
were interviewed, 52 during the internal pilot and 57 
during the main trial. Participants came from all trial sites 
and included 15 young people, 38 parents or carers and 
56 staff. Of the young people and parents and carers 
interviewed, 79% were in the intervention arm and 21% 
in the control arm.

Eleven themes were identified as factors acting as barriers 
and facilitators to influence the experience and use of 
the DAWBA within the trial. These acted within broader 
context of mental health services for CYP, influenced the 
implementation process within the trial and acted as specific 
mechanisms expected to affect the trial outcomes.41,42

Facilitators were the willingness of young people and 
parents and carers to engage in the trial; the acceptability 
of the DAWBA to young people and parents and carers, 
who found it a useful and reassuring validation of 
symptoms and a form of evidence to help access other 
services; the leadership by site principal investigators and 
research assistants within CAMHS to raise awareness of 
the study, develop understanding and trust in the DAWBA 
as a validated tool and encourage the use of the DAWBA 
by clinicians; the dedicated research resources that gave 
additional capacity to support the completion of the 
DAWBA by participants as well as adding it to CAMHS 
clinical records and highlighting its presence to clinicians; 
and the provision of additional information by the DAWBA 
for clinicians to use, especially for those making referral 
decisions in single point of access (SPA) teams and when 
compared to other tools that clinicians had experience of.

Barriers were: the broader impact of the COVID-19 
pandemic and rapid changes to service delivery required 
during lockdowns, which meant that communication was 
disjointed and the DAWBA was not at the forefront of 
clinicians' minds; the experience of long waiting times for 
CAMHS prior to the first assessment, which were exac-
erbated by the pandemic and increased the pressure on 
clinicians and led to a reliance on usual practice rather 
than taking time to incorporate new information from 
the DAWBA; limited capacity, due to high workloads, led 
to difficulties for clinical staff easily finding the DAWBA 
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Number of eligible referrals 
screened for STADIA trial

(n = 5023)
Excluded (n = 3798)
• Unable to contact, n = 1100
• Referral details not obtained, n = 158
• Not sent written information, n = 507
• Did not proceed after being sent 
    written information, n = 1525
• Did not proceed after being sent link 
    to electronic consent form, n = 393
• Did not proceed following consent,
    n = 115

Allocated to intervention group (n = 615)
Primary participant
Parent/carer, n = 536
Young person, n = 79

• DAWBA fully or partially completed by 
    either young person or parent/carer,
    n = 494

Allocated to control group (n = 610)
Primary participant
Parent/carer, n = 520
Young person, n = 80

Number randomised
(n = 1225 CYP) 

(n = 1121 parents/carers)

6-month follow-up questionnaire returned by:
Primary participant, n = 480
Primary/secondary participant, n = 483

12-month follow-up questionnaire returned 
by primary participant, n = 477
primary/secondary participant, n = 78

6-month follow-up questionnaire returned by:
Primary participant, n = 493
Primary/secondary participant, n = 495

12-month follow-up questionnaire returned 
by primary participant, n = 481

Primary outcome not 
available (n = 1)
Withdrawn consent (n = 1)

Included in 18-month secondary analysis,
n = 609

Data collected from records at 12 months,
n = 615

Primary outcome not 
available (n = 5)
Withdrawn consent (n = 5)

Data collected from records at 12 months,
n = 610

Primary outcome not 
available, n = 6
Withdrawn consent, n = 6

Primary outcome not 
available, n = 4
Withdrawn consent, n = 4

Included in primary analysis,
n = 609

Data collected from records at 18 months,
n = 610

Included in primary analysis,
n = 610

Data collected from records at 18 months,
n = 615

Included in 18-month secondary analysis,
n = 606

FIGURE 3 Participant flow. Reproduced with permission from Sayal et al.1 This is an Open Access article distributed in accordance with the 
terms of the Creative Commons Attribution (CC BY 4.0) licence, which permits others to distribute, remix, adapt and build upon this work, for 
commercial use, provided the original work is properly cited. See: https://creativecommons.org/licenses/by/4.0/. The figure includes minor 
additions and formatting changes to the original text.

https://creativecommons.org/licenses/by/4.0/
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report within the electronic records and then using it as 
part of their assessment – clinicians had to remember to 
look for it and take additional time to find it; challenges 
with ongoing communications with staff and the need for 
more reminders to use the DAWBA; and there was also a 
reluctance to use a tool such as DAWBA which facilitated 
a diagnostic process, arising from clinicians’ attitudes to 
diagnosis and hesitancy to use diagnostic terminology due 
to its stigmatising potential – clinicians expressed a pref-
erence for formulation instead of diagnosis, which directly 
impacted on the primary outcome measure for the trial. 
All of these factors combined to result in the DAWBA not 
being seen or used widely at the consultation/assessment 
stage in the way intended, which was one of the main 
mechanisms through which the intervention was expected 
to be used to affect outcomes.

Research papers cited within this synopsis
Sayal K, Wyatt L, Partlett C, Ewart C, Bhardwaj A, Dubicka B, 
et al. The clinical and cost effectiveness of a STAndardised 
DIagnostic Assessment for children and adolescents with 
emotional difficulties (STADIA); multi centre randomised 
controlled trial. J Child Psychol Psychiatry 2025;66:805–20. 
https://doi.org/10.1111/jcpp.14090

Thomson L, Newman K, Ewart C, Bhardwaj A, Dubicka 
B, Marshall T, et al. Barriers and Facilitators to using 
standardised diagnostic assessments in child and ado-
lescent mental health services: a qualitative process 
evaluation of the STADIA trial. Eur Child Adolesc Psychiatry 
2025;34:2763–77. https://doi.org/10.1007/s00787-025-
02678-w, which is summarised in Appendix 3 and Figure 4.

Day F, Wyatt L, Bhardwaj A, Dubicka B, Ewart C, 
Gledhill J, et al. STAndardised DIagnostic Assessment 
for CYP with emotional difficulties (STADIA): protocol 
for a multicentre randomised controlled trial. BMJ Open 
2022;12:e053043.

Discussion/interpretation

In this large, multicentre, pragmatic RCT, we found no evi-
dence for the clinical or cost effectiveness of introducing 
a SDA tool for CYP with emotional difficulties referred to 
CAMHS. There was no discernible effect on the primary 
outcome (clinical diagnosis of an emotional disorder) 
or secondary outcomes (either participant-reported or 
service-related). In terms of the economic evaluation, 
we found no evidence to suggest that the intervention 
impacted health service utilisation, broader societal costs 
or quality-of-life outcomes for CYP or their parents/
carers.

To our knowledge, this is one of the largest RCTs involving 
CYP who have been referred to mental health services 
and has a number of notable strengths. This rigorously 
conducted trial had a national spread of sites with good 
geographical representation across the UK. Our sample 
was representative of the target population of CYP 
seen by CAMHS in terms of demographics, including 
ethnicity.43 Trial procedures were conducted remotely, 
enabling recruitment and retention to continue through-
out the COVID-19 pandemic period. Follow-up and 
retention rates were excellent, with primary outcome 
data collected for > 99% of participants. Adherence 
to the intervention was good (80%), and participant- 
reported questionnaire completion remained high at 6 
and 12 months post randomisation. Qualitative data from 
the process evaluation2 showed that young people and 
parents/carers valued the information provided by the 
DAWBA report and showed high levels of engagement 
with the intervention and research study. Crucially, PPI 
was very strongly embedded throughout the life cycle of 
the research.

In terms of limitations, we were unable to blind partici-
pants, researchers collecting source data or clinicians to 
treatment allocation, however, we did have robust adju-
dication procedures in place. Any data inaccuracies would 
need to be substantial for any true effect to be negated. 
Although routinely collected data may have some short-
comings for carrying out wider research which relies 
on these data for case identification for samples (e.g. a 
systematic review found wide variation on the quality of 
source data,44 and clinician-level perceived challenges 
about implementing routine outcome monitoring include 
poor technological support and additional workload45), for 
the STADIA trial, the main focus of interest was routinely 
made clinical diagnoses, that is the diagnoses that clini-
cians make and record in the clinical records. Additionally, 
given the nature of the intervention (i.e. the DAWBA is 
not a ‘treatment’ for emotional difficulties), there is likely 
to be a low risk of bias on the participant-reported sec-
ondary outcomes. Due to the pragmatic nature of the trial, 
we did not ask clinicians to record whether or not they 
saw the DAWBA report in the CAMHS clinical records. 
The complexity of the CAMHS clinical records (multiple 
progress notes/running records tabs and correspondence 
and letters) may have decreased visibility of the DAWBA 
report. We did, however, ensure that site researchers 
informed clinicians in the SPA triage teams that the report 
was available for their review and added periodic remind-
ers into the CAMHS clinical records in addition to regular 
(6-monthly) presentations from the site principal investi-
gators to their local community-based CAMHS teams to 
maintain awareness of the trial.

https://doi.org/10.1111/jcpp.14090
https://doi.org/10.1007/s00787-025-02678-w
https://doi.org/10.1007/s00787-025-02678-w
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Although previous trials8,17,18 have suggested that SDA 
tools might have potential in routine care, these were 
relatively small studies based in single sites and local con-
textual factors may limit their generalisability to a wider 
range of CAMHS settings. The two previous RCTs17,18 
focused on comparisons of agreement levels between 
DAWBA and clinician-made diagnoses. By contrast, the 
STADIA trial was situated across eight large NHS Trusts, 
enabling a broad real-world evaluation of introducing a 
SDA tool at the point of referral receipt. Several aspects 
of our findings are particularly noteworthy. First, clinical 
diagnosis rates were much lower than expected and not 
dissimilar to community prevalence rates.4 One would 
expect higher rates of disorder in CYP referred to commu-
nity CAMHS as compared with population samples, which 
is borne out by the finding that 67% of those completing 
the DAWBA scored very high for at least one emotional 
disorder, particularly depression and generalised anxiety. 
Although our pre-trial data suggested an expected clinical 
diagnosis rate of 45%, this figure was based on service 
evaluation or audit data, which did not necessarily reflect 
the use of precise diagnostic terminology consistent with 
ICD and DSM classification systems, as used in the trial. 
It is of note, however, that when combining the firm and 
uncertain diagnoses in our study, these total 34–39% at 
12 months and 39–43% at 18 months, which is closer to 
the originally expected figure. It is possible that the use 
of the DAWBA contributed to a shift from no diagnostic 
information being recorded to an attempt to record some 
information, albeit these being uncertain or unclear. The 
qualitative interviews identified a strong preference for 
formulation rather than diagnosis among CAMHS clini-
cians, who expressed concerns over the stigma associated 
with diagnostic labels.

Second, the intervention was situated at the point of refer-
ral receipt, which is in line with the recommendations from 
previous research.18,20 Referral acceptance was therefore a 
proximal outcome in the care pathway timeline and there 
was a suggestion that the DAWBA had a small influence 
(by 3–6%) on increasing the likelihood of acceptance of 
the index referral or of any referral by 12 or 18 months. 
Findings from the qualitative process evaluation showed 
that young people, parents/carers and clinicians working 
with referrals found the DAWBA to be acceptable and 
useful when used at this stage of the pathway.

Third, our findings highlight the very high levels of need 
experienced by our sample in terms of severity of mental 
health difficulties and associated functional impairment. 
Despite this, only 44% of index referrals were accepted, 
and over one-third of our sample were rereferred to 
CAMHS over the 18-month period, resulting in delays in 

receiving help. Even though some regression to the mean 
might be expected, particularly given that referrals are 
most likely to be made at a point of greatest severity, it is 
striking that mental health difficulties remained persistent 
at 12-month follow-up. Our sample had high levels of self- 
and parent-reported mental health symptoms, functional 
impairment and self-harm thoughts and behaviour, even 
at 12-month follow-up. These findings suggest that cur-
rent CAMHS provision, availability and capacity appear to 
be insufficient to meet the clinical demand and need.

There are several possible reasons why we found no clini-
cal effectiveness or cost-effectiveness of the intervention. 
First, 20% did not complete the intervention. Second, the 
intervention involving the completion of an online ques-
tionnaire was perhaps too ‘light touch’ to change clinician 
behaviour, particularly as the intervention was completed 
at the level of the parent and/or young person, but its 
impact was assessed at the level of a different individual 
(i.e. the clinician). Third, the DAWBA report was added to 
the clinical records soon after referral receipt but may not 
have been seen by the clinician carrying out the assess-
ment, often many months later.

Our operationalisation of the primary outcome adopted 
a strict approach, whereby clinically recorded diagnoses 
had to match with ICD or DSM diagnostic terminology, 
for example, requiring the term ‘disorder’ as a suffix for 
different types of anxiety difficulties, for example sepa-
ration anxiety and generalised anxiety. There was a sug-
gestion that clinicians often used diagnostic terminology 
imprecisely, for example not using the term ‘disorder’. 
These descriptions were categorised as being uncertain 
diagnoses, and all such diagnoses were subjected to 
adjudication. It is possible that the DAWBA contributed 
to a greater proportion of uncertain diagnoses [e.g. 28% 
(intervention group) vs. 22% (control group) at 12 months], 
particularly as the DAWBA report was careful not to imply 
that diagnostic criteria were fully met and used language 
accordingly, highlighting that the ratings were a guide to 
the level of difficulties present for each assessed domain.

In terms of implications for clinicians and policy-makers, 
although the provision and completion of a remotely 
offered SDA tool (the DAWBA) is a relatively inexpensive 
intervention and acceptable for young people and their 
parents/carers; when it was administered at the point of 
referral receipt and delivered in the format used in this 
trial, there was no evidence for its effectiveness or cost-
effectiveness. Despite some promising evidence from 
previous single-site studies, the findings from this trial do 
not support the wider roll-out and implementation of SDA 
tools at the point of referral receipt in the assessment of 



12

NIHR Journals Library www.journalslibrary.nihr.ac.uk

DOI: 10.3310/GJKS0519� Health Technology Assessment 2025 Vol. 29 No. 61

child and youth emotional disorders in routine practice in 
community-based multidisciplinary CAMHS settings.

Overall, the recorded clinical diagnosis rates were similar 
to the prevalence rates in the community,4 which suggests 
clinical underdiagnosis and possible under-recognition of 
emotional disorders. Through qualitative interviews, we 
identified clinicians' reluctance to make diagnoses.2 Our 
findings have important implications for research – if 
clinical diagnoses are not made and recorded, it is 
challenging to rely on clinical records to study treatment 
response and outcomes in routine care. NICE guidelines 
for the assessment and treatment of various emotional 
disorders are based on diagnostic categories. However, 
from an individual patient’s perspective, it remains unclear 
whether the receipt of a clinical diagnosis matters and 
makes a difference to clinical outcomes. It is possible that 
the same type of help might be received regardless of 
whether a diagnosis of emotional disorder is made.

These findings, in the context of the SDA, show high prev-
alence of likely emotional disorders in this group referred 
to CAMHS. Some young people in the study started 
interventions for an emotional disorder despite not having 
a confirmed diagnosis. This may reflect the controversy 
around the use of diagnoses among CAMHS clinicians 
and/or the grade and training of clinicians carrying out 
assessment and treatment. The intervention seems to 
have been insufficient to enable clinician behaviour 
change, particularly in terms of views towards making, 
sharing and recording diagnosis in the clinical records. In 
the format used in this trial, we found no evidence that the 
addition of a SDA at the point of referral receipt changes 
the likelihood of CYP being seen, diagnosed or treated 
within a community-based CAMHS setting.

Process evaluation
The qualitative process evaluation identified a number 
of barriers and facilitators to the implementation and 
use of the DAWBA in CAMHS as well as those related 
to the contextual factors and causal mechanisms that 
might affect intended outcomes within the STADIA trial. 
Insights into the unique challenges of implementing new 
diagnostic tools and processes into overstretched, highly 
pressured CAMHS were gained, which can provide future 
guidance to both research and implementation activities.

A number of facilitators were identified, which supported 
the use of the DAWBA in CAMHS during the trial. At each 
site, leadership and researcher input was critical in raising 
awareness and understanding of the DAWBA among clin-
ical teams as well as in getting DAWBAs completed and 
uploaded to patients’ electronic records. Given the strain 
that clinical teams were experiencing, the administrative 

input provided by researchers was important for imple-
mentation of the DAWBA at sites. Staff also acknowledged 
that the DAWBA report provided easy-to-use information, 
which could supplement other assessments and provide 
an initial focus for conversations during a consultation. 
The use of the DAWBA during the screening of refer-
rals was seen as having the potential to reduce waiting 
times and identify appropriate care pathways. Thus, the 
DAWBA was perceived as offering a way to improve the 
efficiency of referral decision-making, acting as a catalys-
ing mediating factor.46

However, few clinicians who took part in the interviews 
had used the DAWBA report in consultations with CYP 
after a referral had been made. A number of barriers 
appear to have led to the DAWBA not being integrated 
into CAMHS clinical practice at the assessment consul-
tations stage, when it was anticipated to influence diag-
nostic decisions. External contextual factors played a role 
through the impact of the COVID-19 pandemic on service 
delivery and subsequent increased referral numbers and 
long waiting times for CYP. Internally, clinicians in CAMHS 
felt a lack of capacity due to their workload, which limited 
the time available to understand the DAWBA and access 
the report in electronic clinical records. The pressure of 
long waiting lists of patients with worsening symptoms 
appears to have led clinicians to prefer their tried-and-
tested approaches rather than spend additional time 
in looking for and understanding the DAWBA report 
during a consultation. Additional communication about 
the DAWBA with clinical staff undertaking assessments 
may have improved their understanding and confidence 
in using the DAWBA. However, the interviews also iden-
tified a general reluctance towards diagnosis from clini-
cians, and many expressed a professional preference for 
formulation rather than formal diagnoses for CYP. There 
was a hesitancy about the use of diagnostic terminology 
and labels due to the potential to stigmatise CYP. In rela-
tion to the DAWBA specifically, concerns were expressed 
by clinicians about the length of time between the gen-
eration of the DAWBA report at the point of referral and 
the initial assessment.

There were high levels of engagement with the DAWBA 
tool, as shown by young people and their parents/carers. 
The qualitative interviews identified that the DAWBA 
report gave them a sense of reassurance and acknowl-
edgement during waiting times. They frequently described 
how the report felt like tangible ‘evidence’ of their symp-
toms, which validated their concerns and experiences and 
could be used to access other services outside CAMHS. 
The provision of the DAWBA report at the point of referral 
improved their experience even though it did not affect 
their clinical outcomes specifically.
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Patient and public involvement

The STADIA parent/carer co-investigator (PPI Co-I) was 
involved from STADIA inception, helping to develop the 
research question and protocol. Extensive consultation, 
visiting local groups supporting parents/carers and their 
children with mental health/emotional difficulties led 
to establishing our PPI teams in the summer of 2019. 
Membership is diverse with representation from male/
female; lesbian, gay, bisexual, transgender and queer 
people (LGBTQI+); Roma; East European and Asian com-
munities along with single parents and foster parents.

The partnership between the PPI Co-I (supported by AL 
and KSp), the wider research team, PPI teams and outreach 
to involve other representatives has seen coproduction 
on a wide range of formative and summative tasks. The 
following list outlines some broad categories of activities 
and outputs, but it is not exhaustive:

•	 Recruitment: Two PPI teams involving parents and 
carers with lived experience of CAMHS and a 
committed group of young people with experience of 
help-seeking and services. The PPI team supported 
the recruitment process of research assistants, PPI 
members for the Trial Steering Committee (TSC) and 
parent/carer and young person’s PPI teams.

•	 Research documentation: Contributions to the 
development of accessible participant-facing 
documentation for ethics, study resources, qualitative 
and health economic work packages saw meaningful 
change following PPI input.

•	 Consultation and coproduction of responses on complex 
issues: Significant time was spent consulting with 
the PPI teams on the issue of data linkage and in 
the design of the SWAT. The input from the PPI 
teams provided invaluable information to help the 
research team in how they considered and actioned 
these issues.

•	 Publications and communication: The PPI Co-Is and 
teams have independently and collaboratively 
produced many outputs to support the 
communication of STADIA, including but not limited 
to blogs, conference posters and a book chapter in an 
international book on PPI in research with patients.

•	 Upskilling in research methods: The parent/carer PPI 
Co-I has had the opportunity to learn about thematic 
analysis to contribute to the process evaluation 
qualitative analysis, introducing an important PPI lens 
to that process.

The impact throughout the project from both teams 
(parent/carers and young people) has been significant and 

consistent. For example, debating the addition of ‘data 
linkage’ from participants generated considerable discus-
sion, and the ‘team spirit’ developed over time ensured 
that all views could be expressed openly and captured 
succinctly for the study trial management group to con-
sider going forward. The group’s members have trust and 
respect for each other, and this has resulted in the ability 
to communicate difficult concepts and sometimes oppos-
ing views on topics while not detrimentally impacting the 
working of the group.

To help optimise follow-up rates at the 6- and 12-month 
repeat questionnaire timelines, PPI teams were asked to 
help design a ‘SWAT’ exploring different approaches utilising 
the timing of the reward vouchers as a possible incentive. 
Both teams were thoroughly invested and helped to design 
two alternative pathways. This forms an additional study 
output to be shared with research community colleagues 
and through a stand-alone publication.

The STADIA PPI teams have given back to the community 
by taking part in research days and producing blogs to help 
inform people about the study and the PPI experience 
more generally. For many, these extensive opportuni-
ties have led to an increase in confidence and personal 
growth. Several members from both teams have been 
able to embrace new research/career opportunities as a 
result. This impact (of upskilling the teams and supporting 
in their personal and professional development) has been 
communicated via a conference poster and also verbally at 
several local events.

The PPI Co-Is have codeveloped content for our dis-
semination of the STADIA results to be used at multiple 
events. At the STADIA Results Conference in Nottingham, 
13 PPI representatives attended and contributed to 
a whole session on STADIA PPI. They presented to an 
audience of clinicians, service managers, academics and 
researchers. The PPI Co-Is will be jointly preparing and 
delivering content for the London STADIA conference in 
May 2024.

The parent/carer PPI Co-I is fully involved in the writing 
of STADIA outputs and specifically ensuring that their 
contribution is fully integrated into academic outputs 
and a named author. The PPI Co-I (academic) invited their 
parent/carer PPI Co-I to jointly author a book chapter on 
PPI practices in healthcare research. This was a rewarding 
experience and significant achievement. Regular planning 
meetings for secondary papers are taking place and PPI, as 
always, will be closely embedded in the development of all 
appropriately related papers. Finally, PPI contributions will 
be integral to subsequent research bids associated with 
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STADIA. This will capitalise on the learning to date and 
also continue to ensure that people with lived experience 
of mental health difficulties and services are at the heart 
of our investigations and enquiries.

Equality, diversity and inclusion

The trial participants were 5- to 17-year-olds with emo-
tional difficulties who had been referred to CAMHS, 
and their parents/carers. We recruited CYP from 
community-based multidisciplinary CAMHS in eight 
geographically dispersed NHS Trusts covering urban 
and rural areas across different regions of England. In 
terms of the participating NHS Trusts, there was wide 
geographical diversity, with the CAMHS’ catchment area 
footprint covering major cities, towns and suburban and 
rural areas.

In terms of the index CYP, the mean age was 12 years 
and 86% of the sample were from a White ethnic back-
ground. We collected information on sex (58% female) 
and gender (57% female; 1% other). In terms of ethnicity 
and neighbourhood-level deprivation data, the sample 
was broadly representative of wider population-level data 
for this age group. Our sample was also representative of 
the target population of CYP seen by CAMHS in terms 
of demographics, including ethnicity.43 In terms of the 
participating parents/carers of the CYP, 6% were fathers 
and 1% grandparents, and 91% were from a White 
ethnic background.

Collectively, the broad geographical diversity captured 
by the trial, inclusive approach to trial recruitment and 
participation of CYP (as well as adults) from non-White 
ethnic minority groups was in keeping with the wider 
population of CYP and adults. This suggests that the 
trial’s participants reflected a diverse group of children, 
young people and parents and that our study findings are 
widely generalisable.

Participants in the qualitative study were recruited from 
across all eight NHS sites. In terms of the young people 
(n = 15), eligible participants were aged 16–17 years. 
They were recruited from five of the sites (including 
four of the original trial sites) – 13% were male and 
27% from non-White ethnic backgrounds. Participating 
parents/carers had index children of ages across each 
of age-range categories of the trial. They were recruited 
from six of the sites (including all five of the original 
trial sites) – 16% were male and 11% from non-White 
ethnic backgrounds. Participating professionals were 

from a range of professional backgrounds, including 
clinicians, service managers, service commissioners and 
embedded researchers.

Our study used inclusive language throughout the  
participant-facing documents, which were informed by 
our PPI panels to improve inclusivity. The participant 
information sheets were written in gender-neutral lan-
guage. The child was referred to as ‘your child’ rather 
than by specifying gender, that is ‘she/hers/her’, ‘he/his/
him’, etc. Separate participant information sheets and 
consent forms were produced for children, and these 
were a shorter length than the ‘parent/carer’ versions and 
used simple language. Trial procedures were conducted 
remotely, enabling recruitment and retention to continue 
throughout the COVID-19 pandemic period.

Recruitment of our two PPI groups was conducted across 
a variety of voluntary groups in addition to widespread 
advertisements through voluntary sector newsletters 
and existing support groups. This robust approach pro-
vided a richly diverse group of parent/carers and young 
people with lived experience of mental health difficulties. 
Representation across many of the protected character-
istics of equality, diversity and inclusion was achieved 
organically using this approach. Representation covered 
age (17–70 years), gender with one male in each group, 
members with disabilities across both groups, one 
member of the LGBTQI+ community and members from 
ethnic minorities.

Impact and learning

Given the scale and methodological rigour of this trial, 
this is likely to be a definitive trial. The findings do not 
support the wider roll-out and implementation of SDA 
tools (as delivered in this format and situated at the 
point of referral receipt) in the assessment of child and 
youth emotional disorders in routine CAMHS practice. 
Nevertheless, the methodology of this trial and the les-
sons learnt have the potential to inform clinical practice 
and research questions more widely across other parts 
of the CAMHS pathway (e.g. with pre-referral decision- 
making by caregivers or professionals, including for 
looked-after children; CYP requiring urgent/crisis care 
where further background information could be col-
lected after the first assessments) and also in other 
mental health specialties where referrals and demand 
for services exceed service capacity. That is, in terms of 
the acceptability and feasibility of gathering assessment 
information (using an online SDA tool) in advance of 
clinicians making decisions around referral acceptance 
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and informing the clinical assessment. The intervention 
was situated at the point of referral receipt, which is in 
line with recommendations from previous research.18,20 
Referral acceptance was therefore a proximal outcome 
in the care pathway timeline, and there was a sugges-
tion that the DAWBA had a small influence (by 3–6%) 
on increasing the likelihood of acceptance of the index 
referral or of any referral by 12 or 18 months.

Our intervention approach was well received by young 
people and parents, and it was partially/fully completed 
by 80% of participants randomised to this group, 
indicating that this is an acceptable and effective method 
of collecting pre-assessment data. Further work needs 
to be done to influence clinicians' behaviour, particularly 
in terms of views towards making, sharing and recording 
diagnosis in the clinical records. The process evaluation 
study sheds some light on why the intervention might 
not have been clinically effective. The context of high 
workload and worsening cases meant that clinicians 
felt that they did not have capacity to find and use the 
additional information in the DAWBA as part of their 
assessment. This was compounded by a reluctance 
towards diagnosis and a preference for formulation. This 
qualitative process evaluation commenced just before 
the onset of the COVID-19 pandemic. As such, changes 
to practice in how clinicians used the DAWBA had to be 
adapted to fit the rapidly changing context of lockdowns 
and virtual support. There was a positive response towards 
the DAWBA from young people and parents/carers in 
the interviews, reporting an increased understanding of 
their symptoms and the DAWBA report as evidence of 
their experiences, which could be used in CAMHS or in 
other services. Although clinicians had limited experiences 
of encountering DAWBA reports as part of their clinical 
assessments, they could see the benefit of increased 
information provided in an accessible report that could 
help with referral decisions at the ‘front door’ of services 
as well as facilitating conversations with young people. 
However, its full use in clinical practice in assessment 
consultations following referral acceptance was impacted 
by a combination of limited capacity, difficulty in finding 
the report in clinical records and a general reluctance 
towards making diagnoses.

Although our pre-trial data suggested an expected clinical 
diagnosis rate of 45%, this figure was based on service 
evaluation or audit data, which did not necessarily reflect 
the use of precise diagnostic terminology consistent 
with ICD and DSM classification systems as used in the 
trial. It is of note, however, when combining the firm and 
uncertain diagnoses in the trial, these totalled 34–39% 
at 12 months and 39–43% at 18 months, closer to the 

originally expected figure – so perhaps, the DAWBA con-
tributed to a shift from no diagnostic information being 
recorded to an attempt to record some information.

In this representative multisite study in the UK, only 11% 
of CYP with emotional difficulties referred to CAMHS 
received a clinical diagnosis of an emotional disorder within 
12 months (and only 14% within 18 months). However, 
from an individual patient’s perspective, it remains unclear 
whether receipt of a clinical diagnosis matters and makes 
a difference to clinical outcomes. This question could be 
tested in future research. It is also possible that the same 
type of help might be received regardless of whether a 
diagnosis of emotional disorder is made.

The trial’s methodology and findings are of wide inter-
national relevance to a broad range of healthcare pro-
fessionals [particularly, psychiatrists and other mental 
healthcare professionals and also referrers such as general 
practitioners (GPs), paediatricians and physicians who 
look after people with coexisting mental health problems, 
such as anxiety and depression], other professionals who 
have regular contact with CYP, such as teachers and wider 
education-based professionals, service commissioners, 
policy-makers, researchers, young people and parents/
caregivers. In terms of dissemination activities, the study 
leads have already met with the national Children & Young 
People's Mental Health Clinical Director and Lead Service 
Advisors in NHS England, and we will be holding two 
in-person events (in Nottingham and London) to share our 
findings with young people, parents/caregivers, clinicians, 
researchers, service commissioners and policy-makers.

Our findings have important implications for research 
– if clinical diagnoses are not made and recorded, it is 
challenging to rely on clinical records to study treatment 
response and outcomes in routine care. NICE guidelines 
for the assessment and treatment of various emotional 
disorders are based on specific diagnostic categories, for 
example depression, OCD, PTSD, social anxiety disor-
der, etc.

Implications for decision-makers

Although the provision and completion of a remotely 
offered SDA tool (the DAWBA) is a relatively inexpensive 
intervention and was acceptable for young people and 
their parents/carers, when administered at the point of 
referral receipt and delivered in the format as used in this 
trial, there was no evidence for its effectiveness or cost- 
effectiveness. Despite some promising evidence from 
previous smaller-scale single-site studies in several 
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countries,8,17,18 the findings from the STADIA trial do not 
support the wider roll-out and implementation of SDA tools 
at the point of referral receipt in the assessment of child 
and adolescent emotional disorders in routine practice in 
community-based multidisciplinary CAMHS settings.

Despite the ‘negative’ main finding from the trial (i.e. this 
study found no effect), there are some important impli-
cations for clinicians and service commissioners from the 
wider findings from STADIA. First, the rates of clinical 
diagnosis of emotional disorders among child and young 
people referred to CAMHS were much lower than might 
be expected and, in fact, not that dissimilar to prevalence 
rates found in non-referred community samples.4 One 
might expect higher rates of disorder in CYP referred to 
community CAMHS as compared with population sam-
ples. This was borne out by our finding that 67% of those 
completing the DAWBA scored very high for at least one 
emotional disorder, particularly depression and gener-
alised anxiety. These findings imply a reluctance among 
CAMHS clinicians to make, share (with CYP and families) 
and record diagnoses of emotional disorders. This could 
potentially contribute to other challenges. For example, 
service commissioners and funders may only have partial 
data about the types and severity of difficulties among 
CYP seen by CAMHS. There are related implications for 
informing and updating the evidence base about effective 
interventions for and outcomes of mental health disor-
ders. NICE guidelines outline the best practice for the 
assessment and treatment of various emotional disorders, 
but the underpinning evidence is based on diagnostic cat-
egories. If clinical diagnoses are not made and recorded in 
routine practice, it will be very challenging to rely on clin-
ical records to study treatment response and outcomes in 
routine care and to identify potentially eligible participants 
for future clinical trials. If decision-makers wish to address 
this ‘gap’ between administrative and actual prevalence 
rates of emotional disorder in clinically referred CYP, 
consideration needs to be given to the content of the 
pre-qualification and in-service education and training of 
the CAMHS professional workforce, for example through 
the Workforce, Education and Training Directorate within 
NHS England.

Second, our findings highlight the very high levels of need 
experienced by our sample in terms of severity of mental 
health difficulties and associated functional impairment. 
Despite this, only 44% of index referrals were accepted, 
and over one-third of our sample were rereferred to 
CAMHS over the 18-month period, resulting in delays in 
receiving help. Even though some regression to the mean 
might be expected, particularly given that referrals are 

most likely to be made at a point of greatest severity, it is 
striking that mental health difficulties remained persistent 
at 12-month follow-up. Our sample had high levels of self- 
and parent-reported mental health symptoms, functional 
impairment and self-harm thoughts and behaviour even at 
12-month follow-up. These findings suggest that current 
CAMHS provision, availability and capacity appear to be 
insufficient to meet clinical demand and need.

Recommendations for practice

The results of the embedded qualitative process evalua-
tion study focused on the implementation and use of a 
SDA tool as part of a research RCT rather than a full-scale 
implementation and permanent change to clinical practice. 
As such, recommendations around the generalisability of 
the intervention beyond its delivery within a research trial 
should be considered to be tentative. Nevertheless, the 
research found considerable benefits to engaging with 
children, young people and their families/carers soon after 
a referral is received by CAMHS. While waiting for refer-
rals to be processed, they valued acknowledgement about 
the receipt of the referral and being asked to provide addi-
tional information and for the sharing of results with them.

Given the size and complexity of CAMHS within NHS 
Trusts, it was not feasible or within the scope of the trial to 
engage in a large change project to bring about consistent 
changes to practice. However, the use of the DAWBA, as 
an instrument to provide additional clinical information 
to clinical teams at the ‘front door’ (e.g. in SPA teams) 
offered useful additional information, which appeared to 
be acceptable and accessible for clinician use. Where addi-
tional assessment information is made available for more 
‘downstream’ clinicians (e.g. those carrying out the first 
assessment with the child or young person), there needs 
to be consideration about how accessible and visible this 
is within the electronic records (as these tend to be busy 
and complex, with multiple tabs and uploads) and how 
it might best be flagged to be accessed quickly and save 
clinicians' time.

Research recommendations

The STADIA study team, in conjunction with and following 
discussions with key stakeholders, including our PPI 
advisory panels, clinicians, commissioners and broader 
organisations with a remit to improve CYP’s mental health, 
have identified the following future research questions 
and recommendations.
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Predictors of clinical and service-related 
outcomes
At an individual level, it remains unclear whether receiving 
input from CAMHS or a clinical diagnosis matters and 
makes a difference to clinical outcomes. It is possible that 
the same type of help might be received regardless of 
whether a diagnosis of emotional disorder is made.

•	 Which factors predict whose referral gets accepted 
by CAMHS?

•	 Which factors predict who receives a clinical diagnosis 
of an emotional disorder in CAMHS?

•	 Which factors predict who is offered and receives help 
(i.e. a clinical intervention) from CAMHS?

•	 What are the clinical outcomes 12 months after being 
referred to CAMHS and does referral acceptance or 
receipt of a clinical diagnosis make a difference to 
these outcomes?

Future intervention research
1.	 Any future trial of situating a SDA tool within 

CAMHS will need to test a more complex interven-
tion that incorporates clinician education/training 
around the diagnostic criteria for mental health 
disorders, and barriers and facilitators to making 
such diagnoses in routine practice, in addition to the 
completion of the SDA tool and sharing of the SDA 
findings.

2.	 Alternatively, a SDA tool could be tested when 
situated earlier in the referral pathway, that is at the 
point a professional referrer (e.g. a GP) is considering 
whether to make a referral to CAMHS.

3.	 The acceptability and feasibility of using a SDA tool 
with CYP who need acute or crisis care from CAM-
HS. Often, these assessments focus much more on 
risk and safety, risking the possibility that underlying 
mental health disorders might go undetected.

Longer-term follow-up
Since the pandemic, there has been a great increase in the 
demand for and referrals to CAMHS, with lengthy delays 
in CYP being seen (often waiting > 12 months). Through 
data linkage with routinely collected data by NHS England, 
longer-term service-related outcomes can be investi-
gated, for example future referrals to NHS mental health 
services, presentations to the emergency department/
general hospitals with self-harm and hospital admissions.

The impact of the pandemic on children and 
young people’s mental health
Following on from our preliminary work using repeated 
cross-sectional baseline data,47 an investigation of the 
longitudinal 6- and 12-month follow-up data collected in 

STADIA could evaluate changes in mental health symp-
tomatology and associated functioning across different 
phases of the pandemic, including periods of lockdown- 
related school closures.

Perspectives of stakeholders
Based on the findings of the trial, what are the views of 
CYP (including those aged under 16 years), parents/carers, 
referrers and CAMHS professionals about:

1.	 referral processes and outcomes
2.	 routinely completing clinical questionnaire measures 

online in advance of referrals being processed and 
the first clinical appointment, and barriers and facili-
tators to achieving this.

3.	 the most important components of a clinical assess-
ment in CAMHS.

Conclusions

We found no evidence for the clinical or cost effectiveness 
of introducing a SDA tool for CYP with emotional difficul-
ties referred to CAMHS. There was no discernible effect 
on the primary outcome (clinical diagnosis of an emotional 
disorder) or secondary outcomes (either participant- 
reported or service-related).

These findings, in the context of the SDA, show high prev-
alence of likely emotional disorders in this group referred 
to CAMHS. Some CYP in the study started interventions 
for an emotional disorder despite not having a confirmed 
diagnosis. This may reflect the controversy around the use 
of diagnoses among CAMHS clinicians and/or the grade 
and training of clinicians carrying out assessment and treat-
ment. The intervention seems to have been insufficient to 
enable clinician behaviour change, particularly in terms of 
views towards making, sharing and recording diagnosis in 
the clinical records. In conclusion, in this setting, we found 
no evidence that the addition of a SDA at the point of 
referral receipt changes the likelihood of CYP being seen, 
diagnosed or treated within a community-based CAMHS 
setting and does not represent a cost-effective allocation 
of NHS resources.
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Appendix 1: Protocol changes, assessments and secondary outcomes

TABLE 2 Protocol substantial amendments since the start of the study

Protocol Date Summary of changes

2.0 16 December 2019 •	 Confirmation of reconsent procedure for 16-year-olds during follow-up

•	 Clarification regarding outcome definitions

•	 Minor corrections and clarifications throughout

3.0 13 August 2020 •	 Additional participant questionnaire (CRIES-8)

4.0 3 February 2021 •	 Implementation of SWAT and amendment to arrangements to voucher payments to participants

4.1 1 August 2022 •	 Extension of data collection up to 18 months post randomisation

•	 Minor updates to administrative information

•	 Addition of eligible emotional disorder (trichotillomania)

TABLE 1 Table of recruiting sites

Recruiting site Principal investigator

Nottinghamshire Healthcare NHS Foundation Trust Kapil Sayal (also the Chief Investigator for the trial)

Berkshire Healthcare NHS Foundation Trust Tamsin Marshall

Cambridgeshire and Peterborough NHS Foundation Trust Anupam Bhardwaj

Central and North West London NHS Foundation Trust Julia Gledhill

Pennine Care NHS Foundation Trust Bernadka Dubicka

Gloucestershire Health and Care NHS Foundation Trust Helen Bould

Surrey and Borders Partnership NHS Foundation Trust Asifa Zainab

Rotherham Doncaster and South Humber NHS Foundation Trust Abdullah Kraam (June 2021–July 2022)

Michael Seneviratne (from July 2022)

www.nice.org.uk/process/pmg36/chapter/introduction-to-health-technology-evaluation
www.nice.org.uk/process/pmg36/chapter/introduction-to-health-technology-evaluation


Sayal K, Wyatt L, Thomson L, Holt G, Ewart C, Bhardwaj A, et al. Clinical and cost-effectiveness of a standardised diagnostic assessment for children and adolescents with emotional 
difficulties: the STADIA multi-centre RCT. Health Technol Assess 2025;29(61). https://doi.org/10.3310/GJKS0519

This synopsis should be referenced as follows: 25

DOI: 10.3310/GJKS0519� Health Technology Assessment 2025 Vol. 29 No. 61

TABLE 3 Protocol deviations

Site ID Deviation

Cambridgeshire and 
Peterborough NHS 
Foundation Trust

Young person DAWBA completed before written assent form. Parental consent had been obtained prior to randomi-
sation in accordance with the protocol. Written assent from the young person was subsequently documented after 
DAWBA completion

All Two issues with the STADIA database were identified:

1.	 A small number of secondary questionnaires were not sent to participants in error. There was an error in the 
database script where these questionnaires were erroneously locked if consent from the secondary participant 
was obtained on a day after that from the primary participant. Questionnaires were sent out to the secondary 
participants, which were still within the completion window

2.	 6- and 12-month questionnaires were not automatically sent by the database between 28 February 2021 and 21 
March 2021. Database script has been modified and corrected. Database script end date of 27 February 2021 has 
been removed so that 6-month and 12-month questionnaires are sent indefinitely. All 6- and 12-month question-
naires due in that period were sent out to the participants

03 Two participants were randomised at similar time to the STADIA trial at site 03. As is standard practice in the trial, at 
the first opportunity, the RA printed the DAWBA report (the trial intervention) alongside a covering letter to post out 
to the trial participants. The DAWBA report does not contain any directly identifiable information but is annotated 
with the participant’s ID number. The cover letter includes the parent’s/guardian’s name and young person’s NHS 
number as reference. The DAWBA covering letter and report were accidently mixed up, so 03402 received 03408’s 
documents and vice versa. The breach was reported to the Sponsor who deemed the breach non-serious, REC were 
informed and they asked the trial team to contact both families and offer them the opportunity to meet with the 
Chief Investigator in order to apologise for the error personally. Both sets of parents were contacted by the site 
RA in the first instance and declined the opportunity for a further meeting with the Chief Investigator as they were 
happy that the breach had been dealt with appropriately. REC were satisfied with the actions that we had taken and 
considered the review of the breach closed with no further action required

RA, research assistant; REC, Research Ethics Committee.
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TABLE 4 Summary of assessments

Time point Maximum 10 working days from referral receipta
6 months post 
randomisation

12 months post 
randomisation

18 months post 
randomisation

Activity Screening 
and 
invitation

Eligibility 
and 
enrolment

Consent 
and 
baseline

Randomisation Intervention
DAWBA in 
addition to 
assessment as 
usual
Or
Assessment as 
usual

Follow-up

Initial eligibility screen of referral information X

Telephone invitation to participate X

Verbal agreement to participate X

Confirm eligibility X

Obtain enrolment data X

Participant enrolment X

Written informed consent/assent (online) X

Baseline demographics (parent/carer and CYP aged 
16 and 17 years)

X

MFQ X X X

RCADS X X X

SDQb X X X

cCRIES-821 X X X

CYP self-report self-harm measure X X X

PHQ-9 – parent/carer only X X X

GAD-7 – parent/carer only X X X

CHU9D X X X

EQ-5D-Y X X X

EQ-5D-5L X X X

Resource Use Questionnaire – parent/carer and 
CYP aged 16 and 17 years

X X X

Data collection from recordsd X X X X

a	 For sites where the waiting time for the CAMHS acceptance decision usually exceeds 10 working days from referral receipt, recruitment activities may start and/or continue beyond 
10 working days from referral receipt, providing the intervention period can be completed prior to the CAMHS referral decision.

b	 For participants in the intervention arm, the baseline SDQ will be collected as part of the DAWBA, completed post randomisation.
c	 Additional data collection undertaken to explore PTSD symptoms in CYP during the COVID-19 pandemic.
d	 Data collection from records completed periodically throughout the 12- and 18-month follow-up period.
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TABLE 5 Eligible emotional disorder diagnoses

Anxiety disorder

Separation anxiety disorder

Specific phobia (any)

Social phobia or social anxiety disorder

Agoraphobia

Panic disorder (DSM-V additionally has Panic Attack with a specifier)

Phobic anxiety disorder (unspecified)

Selective mutism

Generalised anxiety disorder

OCD and related disorders

Body dysmorphic disorder

Acute stress reaction

Acute stress disorder

PTSD

Adjustment disorder

Other anxiety disorder

Mixed anxiety and depressive disorder

Depression

Depressive episode (any/mild/moderate/severe)

Depressive disorder

Recurrent depressive disorder (any/mild/moderate/severe)

Major depressive disorder

Persistent depressive disorder

Other depressive episode

Persistent mood (affective) disorder  (including cyclothymic disorder/dysthymic disorder)

Other/unspecified mood (affective) disorder

Bipolar disorder

Bipolar affective disorder

Manic episode

Childhood emotional disorder unspecified (F93.9)

Trichotillomaniaa

DSM-V, Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition.
a	 Added following agreement from adjudication committee.
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TABLE 6 Secondary outcome measures

Outcome Measurement Definition

Clinician-made diagnosis 
decision about the presence 
of an emotional disorder 
within 18 months of 
randomisation

Collected from 
records

The diagnosis must be documented in the clinical record within 18 months of randomi-
sation by a mental health services clinician in an NHS-delivered or NHS-commissioned 
service. Any eligible diagnosis made within 18 months is included

Acceptance of index referral Collected from 
records

Whether the index referral (i.e. the referral made to CAMHS at the point of recruitment to 
the STADIA trial) was accepted or declined
Acceptance is defined as being offered an appointment within CAMHS, whether or not the 
initial appointment was attended or subsequent appointments were offered/attended

Acceptance of any referral 
within 12 and 18 months

Collected from 
records

Whether the index referral or any subsequent referral to CAMHS (if made) was accepted or 
not. Acceptance as defined above for index referral. Collected within 12 and 18 months of 
randomisation

Discharge from CAMHS 
within 12 and 18 months

Collected from 
records

Whether the CYP was discharged from CAMHS (following acceptance of the index referral) 
during the 12 and 18 months post randomisation

Rereferral to CAMHS within 
12 and 18 months

Collected from 
records

Whether the CYP was rereferred to CAMHS (for those whose index referral was turned 
down by CAMHS or those whose index referral was accepted but were subsequently 
discharged) during the 12 and 18 months post randomisation

Confirmed diagnosis 
decision

Collected from 
records

Diagnosis of an emotional disorder or confirmed absence of an emotional disorder coded as 
‘yes’ vs. uncertainty about the presence of an emotional disorder coded as ‘no’. Diagnosis as 
defined for primary outcome, collected within 12 and 18 months of randomisation

Time from randomisation 
to diagnosis of emotional 
disorder

Collected from 
records

Date of diagnosis will be the first documented eligible diagnosis. Diagnosis as defined 
above for primary outcome collected within 12 and 18 months of randomisation

Diagnoses made over the 
12- and 18-month period 
from randomisation

Collected from 
records

The diagnosis must be documented in the clinical record within 12 and 18 months of ran-
domisation by a mental health services clinician in an NHS-delivered or NHS-commissioned 
service. All diagnoses made within 12 and 18 months will be included

Treatment offered for 
diagnosed emotional 
disorder

Collected from 
records

Whether treatment was offered for a diagnosed emotional disorder, as defined for primary 
outcome above, collected within 12 and 18 months of randomisation

Treatments/interventions 
given

Collected from 
records

All treatments/interventions offered by CAMHS for any reason within 12 and 18 months of 
randomisation, whether or not there is a documented diagnosis will be included

Time from randomisation 
to the decision to offer 
treatment for a diagnosed 
emotional disorder

Collected from 
records

Date of decision will be the first date that the decision to offer treatment for a diagnosed 
emotional disorder is documented in the clinical note, collected within 12 and 18 months of 
randomisation

Time from randomisation 
to start of first treatment 
for a diagnosed emotional 
disorder

Collected from 
records

Date of treatment will be the first date that any treatment offered for a diagnosed emo-
tional disorder is started. Treatment and diagnosed emotional disorder as defined as above, 
collected within 12 and 18 months of randomisation

Time from randomisation 
to the decision to offer any 
treatment

Collected from 
records

Date of decision will be the first date that the decision to offer any treatment is docu-
mented in the clinical notes, collected within 12 and 18 months of randomisation

Time from randomisation to 
start of any treatment

Collected from 
records

Date of treatment will be the first date that any treatment offered is started. Treatment as 
defined as above, collected within 12 and 18 months of randomisation

Participant-reported 
diagnoses

Participant 
self-report

Participants will be asked to report whether or not they received a diagnosis of the CYP 
difficulties from CAMHS in the 12 months post randomisation and if so, what diagnosis was 
given and by whom

Depression symptoms in 
the CYP

MFQ MFQ25 is a valid and reliable measure of depression in CYP;26,27 33 items are answered 
on a 3-point scale. Scores range from 0 to 66, with higher scores indicating more severe 
depressive symptoms. A score of ≥ 27 may be indicative of depression. MFQ is collected at 
baseline, 6 and 12 months post randomisation
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Outcome Measurement Definition

Anxiety symptoms in the 
CYP

RCADS RCADS28

RCADS is a 47-item questionnaire that measures the reported frequency of various 
symptoms of anxiety and low mood. Each item is rated on a four-point scale. An overall 
anxiety and low mood score is generated, with separate subscale scores for separation 
anxiety, social phobia, generalised anxiety, panic, OCD and major depression
Total anxiety and depression scores range from 0 to 141
We will record scores for each of the six subscales. For analysis metric, we will use the total 
anxiety score. RCADS is collected at baseline, 6 and 12 months post randomisation

Comorbid oppositional 
defiant/conduct disorder in 
the CYP

SDQ SDQ:29 A 25-item emotional and behavioural screening questionnaire for CYP
Each item is rated on a three-point scale
SDQ comprises five subscales and an impact supplement. The impact supplement asks 
effect of difficulties on home life, friendships, education and leisure activities
Scores on the ‘conduct problems’ subscale will be used in the analysis of this outcome
Subscale scores range from 0 to 10. SDQ is collected at baseline, 6 and 12 months post 
randomisation

Functional impairment in 
the CYP

SDQ Impact supplement scores will be used to determine functional impairment. Impact scores 
range from 0 to 10. Collected at baseline, 6 and 12 months post randomisation

Self-harm thoughts in the 
CYP

CYP self-report 
self-harm 
measure

CYP will be asked to report the frequency of thoughts of self-harm
Frequency of thoughts of self-harm are rated over the last 6 months in the following 
categories and scored accordingly:
not at all (0)
once or twice (1)
three or more times (2)
collected at baseline, 6 and 12 months post randomisation

Self-harm behaviours in the 
CYP

CYP self-report 
self-harm 
measure

CYP will be asked to report frequency of instances of self-harm behaviour
Frequency of self-harm behaviour are rated over the last 6 months in the following 
categories and scored accordingly:
not at all (0)
once (1)
two or more times (2)
collected at baseline, 6 and 12 months post randomisation

Depression symptoms in 
the parent/carer

PHQ-9 PHQ-9:30 PHQ-9 is frequently used as a screening tool for depression in general popula-
tions. Each of the nine DSM-IV depression criteria are scored as ‘0’ (not at all) to ‘3’ (nearly 
every day), depending on the frequency with which they were experienced over the last 2 
weeks. Total scores range from 0 to 27, with higher scores indicating increased severity of 
depression, collected at baseline, 6 and 12 months post randomisation

Anxiety symptoms in the 
parent/carer

GAD-7 GAD-731 is a measure of the severity of anxiety in general populations. Seven items are 
rated according to the frequency with which they have been experienced over the past 2 
weeks. Total scores range from 0 to 21, with higher scores indicating more severe anxiety. 
Collected at baseline, 6 and 12 months post randomisation

Time out of education, 
employment or training for 
the CYP

Resource use 
questionnaire

Days missed from education, employment or training (as applicable) for the CYP due to 
emotional difficulties. Collected at baseline, 6 and 12 months post randomisation

Safety outcomes

A significant deterioration 
in depression for the CYP

MFQ (as 
above)

A score indicative of depression (≥ 27) on the MFQ completed at follow-up, where this 
represents a deterioration from baseline of ≥ 5 points

A significant deterioration 
in depression for the 
parent/carer

PHQ-9 (as 
above)

A score indicative of depression (≥ 15) on the PHQ-9 completed at follow-up, where this 
represents a deterioration from baseline of ≥ 5 points

Frequency of self-harm Self-harm 
measure (as 
above)

Frequency of self-harm behaviour are rated over the last 6 months in the following 
categories and scored accordingly:
not at all (0)
once (1)
two or more times (2)
collected at baseline, 6 and 12 months post randomisation

TABLE 6 Secondary outcome measures (continued)

continued
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Appendix 2 Main trial summary

Research aims

To evaluate the clinical effectiveness and cost effectiveness 
of the DAWBA as an adjunct to usual clinical care for CYP 
presenting with emotional difficulties referred to CAMHS.

Primary outcome

A clinician-made diagnosis decision about the presence of 
an emotional disorder within 12 months of randomisation.

Outcome Measurement Definition

Hospital admissions Participant 
self-reported

The number of CYP admitted to hospital (either physical or mental health-related) due to 
emotional difficulties as reported in the resource use questionnaire completed at 6 and 12 
months post randomisation

A&E attendances Resource use 
questionnaire

The number of CYP attending A&E (either physical- or mental health-related) due to 
emotional difficulties as reported in the resource use questionnaire completed at 6 and 12 
months post randomisation

Deaths Data collected 
from records

The number of deaths of participating CYP from randomisation until 18-month follow-up

Additional data collection

PTSD symptoms in the CYP CRIES-8 Scores range from 0 to 40, with higher scores indicating more severe symptoms
There are two subscales: intrusion and avoidance. Subscale scores range from 0 to 20
There are eight items that are scored on a four-point scale

Health economic outcome measures

HRQoL in the CYP CHU9D and 
EQ-5D-Y

CHU9D32 consists of nine individual items with five levels of response per question (scored 
1–5), which assess the CYP functioning ‘today’. The following domains are included: worry, 
sadness, pain, tiredness, annoyance, school, sleep, daily routine and activities
EuroQol-5D youth descriptive system33 comprises five domains: mobility, looking after 
myself, doing usual activities, having pain or discomfort and feeling worried, sad or 
unhappy; values of 1, 2 or 3 are assigned to each response. The EQ-VAS asks recipients to 
self-assess their health state ‘today’ from 0 (worst imaginable health) to 100 (best imagina-
ble health), representing individual preferences
These measures will be self-reported by CYP aged 11+ years, with proxy versions also 
completed by the parent/carer for CYP < 16 years. Both were collected at baseline, 6 and 
12 months post randomisation

HRQoL in the parent/carer EQ-5D-5L The EuroQol 5-dimension multiattribute utility instrument34 comprises five domains; 
mobility, self-care, usual activities, pain/discomfort and anxiety/depression. Each domain 
is scored between 1 and 5. This descriptive profile, in combination with a valuation set, 
produces a single index for health status representing societal preferences. The index score 
ranges from −0.59 to 1, with 0 representing death, 1 of perfect health, and < 0 of health 
states worse than death. The EQ-VAS is again included within the EQ-5D instrument 
collected at baseline, 6 and 12 months post randomisation

A&E, accident and emergency; EQ-VAS, EuroQol Visual Analogue Scale.

TABLE 6 Secondary outcome measures (continued)
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Secondary outcomes

Outcome Measurement

Clinician-made diagnosis decision about the presence of an emotional disorder within 
18 months of randomisation

Collected from records

Acceptance of index referral Collected from records

Acceptance of any referral within 12 and 18 months Collected from records

Discharge from CAMHS within 12 and 18 months Collected from records

Rereferral to CAMHS within 12 and 18 months Collected from records

Confirmed diagnosis decision Collected from records

Time from randomisation to diagnosis of emotional disorder Collected from records

Diagnoses made over the 12- and 18-month period from randomisation Collected from records

Treatment/intervention offered for diagnosed emotional disorder Collected from records

Treatments/interventions given Collected from records

Time from randomisation to the decision to offer treatment/intervention for a 
diagnosed emotional disorder

Collected from records

Time from randomisation to start of first treatment/intervention for a diagnosed 
emotional disorder

Collected from records

Time from randomisation to the decision to offer any treatment/intervention Collected from records

Time from randomisation to start of any treatment/intervention Collected from records

Participant-reported diagnoses Participant self-report

Depression symptoms in the CYP MFQ

Anxiety symptoms in the CYP RCADS

Comorbid oppositional defiant/conduct disorder in the CYP SDQ

Functional Impairment in the CYP SDQ

Self-harm thoughts in the CYP CYP self-report self-harm measure

Self-harm behaviours in the CYP CYP self-report self-harm measure

Depression symptoms in the parent/carer PHQ-9

Anxiety symptoms in the parent/carer GAD-7

Time out of education, employment or training for the CYP Resource use questionnaire

Safety outcomes

A significant deterioration in depression for the CYP MFQ

A significant deterioration in depression for the parent/carer PHQ-9

Frequency of self-harm Self-harm measure

Hospital admissions Participant self-reported

Accident and emergency attendances Resource use questionnaire

Deaths Data collected from records

Additional mental health measure

PTSD symptoms in the CYP CRIES-8
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Outcome Measurement

Health economic outcome measures

HRQoL in the CYP CHU9D and EQ-5D-Y

HRQoL in the parent/carer EQ-5D-5L

Methods for data collection

•	 Participants were randomised in a 1 : 1 ratio to either 
the DAWBA plus assessment as usual (intervention), 
or assessment as usual only (control).

•	 Service-related data were collected from CAMHS 
clinical records using CRFs by site researchers at 12 
and 18 months post randomisation.

•	 Participant-reported data were collected through 
online questionnaires (parent/carer and CYP self-
report aged 11+ years), completed at baseline and 6 
and 12 months post randomisation.

Methods for analysis

•	 Baseline characteristics of the young person and 
parents/carers were summarised using mean, 
standard deviation, median, lower and upper quartiles, 
minimum, maximum and number of observations 
for continuous data, and frequency counts and 
percentages for categorical data.

•	 The primary approach to between-group comparative 
analyses was to include all participants with observed 
outcome data according to randomised allocation. The 
primary analysis employed a generalised linear mixed 
model to compare the proportions in each group with 
a clinician-made diagnosis decision within 12 months 
of randomisation, adjusted for minimisation variables.

•	 Secondary outcomes were analysed using appropriate 
mixed-effect regression models dependent on data 
type and adjusted for minimisation factors and 
baseline value of the outcome where measured. 
Outcomes measured at multiple time points were 
analysed using a mixed model with a treatment by 
time interaction to obtain estimates of treatment 
effect at each follow-up time.

•	 The primary viewpoint for the cost analysis was from 
an NHS and PSS perspective. A secondary analysis 
considered costs from a broader societal perspective. 
HRQoL of participants was measured using the 
EQ-5D-Y and CHU9D, with preference scores derived 
using relevant population tariffs, and QALY was 
estimated using an area under the curve approach.

•	 For the base-case cost-effectiveness analysis, 
between-group differences in costs and outcomes 
were estimated using seemingly unrelated regressions 
with multiple imputed data. Uncertainties in between-
group differences were presented using scatter plots 
and cost-effectiveness acceptability curves and are 
further explored in subgroup analyses.

Key findings

•	 One thousand two hundred and twenty-five 
participants were recruited between 27 August 2019 
and 17 October 2021; 615 to the intervention group 
and 610 to the control group.

•	 There was no evidence of a difference between 
groups for the primary outcome; 68 (11%) participants 
in the intervention group received an emotional 
disorder diagnosis within 12 months versus 72 (12%) 
in the control group.

•	 There were no differences between groups for any 
of the secondary outcomes from clinical records or 
participant-reported data.

•	 In terms of the economic evaluation, we found no 
evidence to suggest that the intervention impacted 
health service utilisation, broader societal costs or 
quality-of-life outcomes for CYP or their parents/carers.

Limitations

•	 We were unable to blind participants, researchers 
collecting source data or clinicians to treatment 
allocation; however, we did have robust adjudication 
procedures in place.

•	 Due to the pragmatic nature of the trial, we did not 
ask clinicians to record whether or not they saw the 
DAWBA report in the CAMHS clinical records.

Inter-relationships with other parts of the 
award

•	 Process evaluation nested within the main RCT.
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Appendix 3 Qualitative process evaluation 
summary

Research aims

To identify any barriers and facilitators to implementing 
and using the DAWBA in CAMHS, including broader 
contextual factors within which CAMHS operates and 
specific causal mechanisms expected to affect intended 
outcomes within the trial.

Methods for data collection

•	 Semistructured interviews with 109 participants 
across eight trial sites: 15 young people aged 16 or 
17 years; 38 parents or carers; 56 staff.

•	 Qualitative data were analysed using thematic 
analysis within a framework approach using the 
domains and constructs of the CFIR to reflect on the 
themes identified.

Key findings

Findings are summarised in Figure 4.

Facilitators which supported the use of the DAWBA were:

•	 Young people and their parents/carers engaging 
positively with the DAWBA report, which gave 
them a sense of reassurance and acknowledgement 
during long waiting times, as well as evidence of their 
symptoms, which they used to access other services 
outside CAMHS.

•	 Site principal investigators and researchers raising 
awareness and understanding of the DAWBA 
among clinical teams as well as ensuring DAWBAs 
were completed and uploaded to patients’ 
electronic records.

•	 The DAWBA being seen by clinicians as providing 
easy-to-use information, which could supplement 
other assessments and provide an initial focus for 
conversations during a consultation.

•	 The use of the DAWBA during the screening of 
referrals was seen as having the potential to improve 
efficiency of referral decision-making.

Barriers to the use of the DAWBA were:

•	 The impact of COVID-19 on service delivery and 
increased referral numbers, long waiting times 
and worsening cases led to a context of a highly 
pressurised service.

•	 CAMHS clinicians feeling a lack of capacity and time 
due to this workload, which meant that few accessed 
the DAWBA report in electronic clinical records at the 
consultation/assessment stage.

•	 Clinical staff undertaking assessments had a lack of 
understanding and confidence in using the DAWBA, 
with specific concerns about the length of time 
between DAWBA completion (at point of referral) and 
initial assessment.

•	 Clinicians had a general reluctance and hesitancy 
towards diagnosis and many expressed a professional 
preference for formulation rather than formal 
diagnoses for CYP.

Limitations

•	 COVID-19 pandemic and workload pressures 
meant that NHS staff were difficult to recruit for the 
qualitative interviews.

•	 Only young people aged 16–17 years whose referrals 
were considered to be ‘routine’ and not ‘high risk’ 
were invited to take part in the study. Children 
under the age of 16 years were not invited to take 
part, so their experiences have not been explored in 
this study.

Inter-relationships with the other parts of the 
award

•	 Nested within the main RCT trial.
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Implementation

Facilitators:

• Leadership of change by site 
    PIs and RAs within services

• Dedicated research resources

• Acceptability of DAWBA to 
    young people and parents

• DAWBA provides an additional 
    information for clinicians

Barriers:

• Limited capacity to find and use 
    DAWBA in clinical teams

• Challenges with ongoing 
    communication to staff about 
    the DAWBA

• Attitudes to diagnosis

Expected outcomes

• Better screening of 
    referrals to appropriate 
    services

• Increased diagnosis rate

• Reduced time to 
    diagnosis

• Reduced time to 
    commence interventions

• Improvements in mental 
    health symptoms and 
    functioning

Intervention

Intervention description

• Completion of DAWBA tool 
    following referral to CAMHS 

• Information to clinicians to 
    improve their awareness and 
    use of the DAWBA

• DAWBA report made part of 
    the CAMHS clinical records 
    and available to clinicians

Causal assumptions

• DAWBA report used by young 
    people and parents and 
    shared by them with other 
    professionals and services

• DAWBA report accessed by 
    clinicians during referral 
    screening and during 
    consultation/assessment and 
    used in diagnosis decisions

Mechanisms to impact

Barrier:

• DAWBA not seen or used 
    widely at consultation/ 
    assessment stage

Context
Facilitator:

• Willingness to engage in the STADIA trial
Barriers:

• Young people’s, parents’ and clinicians’ experiences of waiting times for CAMHS prior to first consultation
• COVID-19 and changes to online and hybrid CAMHS delivery

FIGURE 4 Summary of process evaluation results (blue boxes), framed within a simplified STADIA Trial logic model (white boxes). Reproduced with permission from Thomson et al.2 This is 
an Open Access article distributed in accordance with the terms of the Creative Commons Attribution (CC BY 4.0) licence, which permits others to distribute, remix, adapt and build upon 
this work, for commercial use, provided the original work is properly cited. See: https://creativecommons.org/licenses/by/4.0/. The figure includes minor additions and formatting changes 
to the original text.
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