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Abstract

Background: Mental health disorders in children and young people (CYP) are increasing but the provision of current
evidence-based treatment for common mental health problems is limited. Treatment effects vary widely with no clear
superiority of a single treatment approach. Further evaluation of contemporary and effective treatments in CYP is
needed. Metacognitive therapy (MCT) has shown enhanced efficacy over‘gold standard’approaches in adult mental
health, but so far has not been evaluated in a randomised trial of CYP. As such, we aim to assess the acceptability and
feasibility of group-MCT for CYP with common mental health problems in comparison to usual treatment within Child
and Adolescent Mental Health Services (CAMHS).

Method: YoMeta is a multicentre, two-arm, single-blind randomised feasibility trial comparing group-MCT to usual
care in CYP with common mental health problems in CAMHS. CYP (target sample n = 100) with a common mental
health problem will be recruited across at least three CAMHS services in the UK. Participants in the intervention arm
will receive up to eight sessions of group-MCT delivered by a CAMHS mental health practitioner. The control arm will
receive usual care in CAMHS which includes individual or group-based therapy. Feasibility will be assessed by the
success of recruitment, retention, and data quality. Acceptability of the intervention will be assessed by the number of
sessions attended and through qualitative interviews aimed at exploring CYP acceptability and understanding of the
intervention. Symptoms of psychological distress will be assessed using the Revised Children Anxiety and Depres-
sion Scale (RCADS) at 20 weeks. We will also assess psychological well-being, symptoms of depression, metacognitive
beliefs, quality of life, and measures to support economic evaluation (health status and health and social care use).
Qualitative interviews will be conducted to understand practitioner’s views on training and delivery of group-MCT.

Discussion: The trial is designed to evaluate the acceptability and feasibility of group-MCT for CYP with common
mental health problems. Group-MCT may aid in improving access to treatment, reduce waiting times, and improve
outcomes for CYP with common mental health disorders. The study will provide important information and data to
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evaluate future research potential and confirm sample size estimation for a definitive large-scale RCT to test the effec-

tiveness and cost-effectiveness of group-MCT in CYP.
Trial registration: NCT05260060; ISCTRN18335255

Keywords: Metacognitive therapy, Mental health, Anxiety, Depression, Children, Adolescents, CAMHS

Introduction

Mental health problems in children and young people
(CYP) are rising. In 2021, the National Health Service
(NHS) reported that 17.4% or one in six children aged
6 to 16 years had a probable mental health disorder, an
increase from 12.8% in the 2017 NHS report [1, 2]. Men-
tal health problems in young people are associated with
poorer outcomes later in life, including further mental
health problems, decreased lifetime earnings, increased
drug and alcohol use, greater criminal activity, and
increased healthcare costs [3—-6]. An increasing preva-
lence of mental health disorders is placing pressure on
Child and Adolescent Mental Health Services (CAMHS)
in the UK. The annual report from the Children’s Com-
missioner on Mental Health Services estimates that only
32% of CYP with a probable mental health disorder are
able to access treatment [7]. Despite a general downward
trend in waiting time to treatment since 2015, average
waiting times to access treatment exceed the UK govern-
ment’s 4-week wait target, with average waiting times
varying by area from 8 days to 82 days [8]. However, the
NHS proxy for ‘entering treatment’ is to receive two con-
tacts. On average, services with the largest decreases in
waiting times saw increases in numbers of CYP waiting
without two contacts, indicating that a large proportion
of children are being placed on waiting lists rather than
receiving ‘treatment’ [7].

Current interventions for mental health disorders in
CYP primarily use cognitive behavioural therapy (CBT)
delivered in individual, group, or family/parent formats.
Cochrane reviews have highlighted that CBT can be
effective when compared to a no-intervention control
for CYP with anxiety disorders [8—10]. In a review of 87
randomised controlled trials (RCTs) evaluating treat-
ment of anxiety disorders [9], most studies favoured
CBT over waitlist control on diagnostic remission and
anxiety symptom scores. However, there were no dif-
ferences amongst the small number of studies reporting
follow-up data. When comparing CBT with active con-
trol conditions, no significant differences were found in
diagnostic remission or improved anxiety symptoms.
Eight studies compared CBT with treatment as usual,
where differences were found to be non-significant. The
studies reviewed excluded young people diagnosed with
PTSD or OCD. However, specific reviews show that
behaviour therapy or CBT is more effective than waitlist

or pill placebo in treating OCD, but superiority against
psychological placebo was not found in one study [11].
In the matter of PTSD, a range of different therapies (e.g.
CBT, EMDR, psychodynamic, counselling) appeared
to improve symptoms compared to control conditions
within a month of completing treatment, but evidence of
superiority of a particular type of treatment is insufficient
[12]. Outcomes in depression treatment have shown the
effects of CBT to be moderate compared with atten-
tion placebo (g = .54), and waitlist (g = .70) [13]. Ear-
lier reviews did not find significant differences between
individual or combination treatments (antidepressant +
CBT) [14]. However, more extensive reviews show that
fluoxetine in combination with CBT may be more effec-
tive than CBT alone or psychodynamic therapy alone,
but not more effective than fluoxetine alone [15]. Fluoxe-
tine plus CBT or fluoxetine alone was superior to pill pla-
cebo or psychological controls but there is evidence that
specific antidepressants (venlafaxine) are associated with
adverse events [15].

In summary, a range of treatments appear effective in
treating child and adolescent anxiety disorders but with
limited evidence of the superiority of any treatment type.
In depression, fluoxetine plus CBT is more effective than
CBT alone but not more effective than fluoxetine alone.
There is a wide range of treatment effect sizes, a lim-
ited amount of follow-up data and samples drawn from
sources such as schools rather than mental health set-
tings, potentially impacting on the reliability and gener-
alisability of findings.

There are multiple challenges in providing sustainable
and effective child and adolescent treatment for common
mental health problems. There is a need to deal with the
increasing demand for services, to provide greater access,
and to offer new and more effective treatment options. A
therapeutic approach that may help to meet these objec-
tives that is proving to be effective in adult mental health
is metacognitive therapy (MCT: [16]). MCT offers ben-
efits over approaches such as CBT since it aims to modify
transdiagnostic processes thought to be central to the
maintenance of most common mental health problems.
The approach can therefore offer a standard set of tech-
niques for dealing with a diverse set of presentations at
the same time, which is useful for multimorbidities at the
individual level and for combining a range of patients in
cost-effective treatment groups.
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MCT differs from CBT as it targets the regulation of
common processes (i.e. worry and repetitive negative
thinking) across psychological disorders, hypothesised to
be central to the development and maintenance of most
common mental health symptoms.

MCT has shown promising results in small uncon-
trolled studies of CYP across a range of disorders includ-
ing anxiety [17], post-traumatic stress disorder [18],
and obsessive-compulsive disorder [19]. For example,
a within-subjects trial of group-MCT for children with
generalised anxiety disorder (aged 7-13) showed that
treatment was associated with large effect sizes at post-
treatment on the Revised Children Anxiety and Depres-
sion Scale (RCADS) [17], with 70% of children classified
as improved at post-treatment. These positive results
were maintained at follow-up.

While the results of MCT in CYP are promising, most
studies have been completed in disorder-specific con-
texts and all studies are uncontrolled. As such, we do not
know about the acceptability and feasibility of conduct-
ing a randomised trial of MCT in a transdiagnostic group
format in this population.
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The current study aims to address this important gap
in the literature by evaluating the acceptability and fea-
sibility of MCT in a mixed mental health group (i.e.
children with a range of anxiety, stress, and mood dis-
order symptoms) in comparison to treatment as usual
(TAU).

Methods

Design

Youth Metacognitive Therapy (YoMeta) is a single-
blind, randomised feasibility study with 20 weeks, 32
weeks, and 44 weeks of follow-up, comparing group-
based MCT (intervention) versus usual treatment (con-
trol). Qualitative evaluations will be embedded within
the trial. Preliminary economic data will be obtained
to inform the optimum way of evaluating cost-effec-
tiveness. Figure 1 shows an overview of the trial design
according to CONSORT guidelines [20, 21]. The rec-
ommendations for the Interventional Trials 2013
(SPIRIT) Checklist [22, 23] are included in Additional
file 1. Figure 2 outlines the schedule of recruitment,
interventions, and assessment.

Assessed for eligibility (n= )

[ Enrollment ]

Excluded (n= )

> Not meeting inclusion criteria (n= )
Declined to participate (n= )
Other reasons (n= )

‘ Randomized (n= 100) ‘

|

&

3 Allocation ¥

J

Allocated to intervention (n= 50)

Received allocated intervention (n= )

Did not receive allocated intervention (give
reasons) (n= )

Allocated to intervention (n= 50)

Received allocated intervention (n= )

Did not receive allocated intervention (give
reasons) (n= )

l Follow-Up l

Lost to follow-up at 20 weeks (post-treatment)
(give reasons) (n=)

!

Lost to follow-up at 32 weeks (give reasons)

(n=)
Lost to follow-up at 44 weeks (give reasons)

(n=)

Lost to follow-up at 20 weeks (post-treatment)
(give reasons) (n=)

Lost to follow-up at 32 weeks (give reasons)

(n=)
|

Lost to follow-up at 44 weeks (give reasons)

(n=)

l Analysis l

Analysed (n=)
Excluded from analysis (give reasons) (n=)

Fig. 1 An overview of the trial design according to CONSORT guidelines

Analysed (n=)
Excluded from analysis (give reasons) (n=)
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STUDY PERIOD

Enrolment Baseline

Allocation Post-allocation (weeks)

TIMEPOINT

Before starting CR

1 | 10| 20] 32| 4

ENROLMENT:

Eligibility screen

Questionnaire (P)

Informed consent X
Allocation X
INTERVENTIONS:
Usual Care N N
Group-MCT I ¢
ASSESSMENTS:
Sociodemographic
and Clinical Data X X X X
Questionnaire (P)
RCADS (YP) X X X X
SDQ (P) X X X X
YoCAS-1(Y) X X X X
MCQ-A(YP) X X X X
MFQ (YP) X X X X
CHU-9D (YP) X X X X
EQ-5D-Y (YP) X X X X
Health and Social
Care Use X X X X

Social Care Service-Use Interview; P, parent rated; YP, young person rated

Fig. 2 Schedule of enrolment, interventions, and assessments. Group-MCT, group-based metacognitive therapy; RCADS, Revised Children Anxiety
and Depression Scale-Short version; SDQ, Strength and Difficulties Questionnaire; YOCAS-1, Youth Cognitive Attentional Syndrome-1; MCQ-A,
Metacognition Questionnaire-Adolescent version; MFQ, Mood & Feelings Questionnaire; CHU-9D, Child Health Utility-9D; EQ-5D-Y; SUI, Health and

Trial population

The trial population are children and adolescents referred
to CAMHS at three Greater Manchester services at Man-
chester University Foundation NHS Trust.

Eligibility criteria

In order to be eligible to take part in the study, partici-
pants will meet the following inclusion and exclusion
criteria:

Inclusion criteria

1. Aged between 11 and 16 years
2. Consent given

3. Native fluency in the English language

4. Seeking treatment for emotional disorder symptoms
(i.e. generalised anxiety disorder, panic disorder, ago-
raphobia, post-traumatic stress disorder, obsessive-
compulsive disorder, social anxiety, and/or depres-
sion)

5. Medication for mental health problems is permitted
but participants must be stabilised for 6 weeks

Participants will be excluded if they meet one or more
of the following:

1. Presence of significant risk or safeguarding concerns

2. Head injury/organic impairment

3. Referred for autism spectrum disorder, attention def-
icit-hyperactivity disorder
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4. Eating disorder

Only patients with a formal diagnosis or under assess-
ment for one of the exclusion criteria will be excluded
from the study.

Recruitment and allocation

Clinicians in the CAMHS services will assess patients at
their usual assessment appointment. If a patient meets
the study eligibility criteria, they will be provided with
study information and their contact details will be pro-
vided to the study team. Researchers will contact the
parents/caregivers of eligible and interested patients to
provide further details on the study, answer any ques-
tions, arrange to obtain informed consent, and collect
baseline data. Once baseline data has been collected,
participants will be allocated to a study arm. An unblind
member of the research team will contact the Centre for
Biostatistics at the University of Manchester via a tel-
ephone link to randomise patients The first six partici-
pants will be allocated 1:1, at random, in a single block
of size 6. Thereafter, allocation will be by minimisation
based on age (11-13; 14-16), sex, primary presenting
problem (anxiety, depression, or both), and study site and
will be conducted by an independent statistician. We will
use a weighting of 4-to-1 so that there is an 80% chance
that the next participant will be allocated to the study
arm that minimises the imbalance between the four vari-
ables listed above. A member of the research team not
blinded to allocation will then contact parents/caregivers
to inform them of the allocation within 2 days. Blinding
of allocation will be maintained for research assistants
until all outcome measures for all subjects have been col-
lected. The Trial Executive Committee (TEC) will regu-
larly monitor unblinding’s and corrective action will be
implemented if needed.

Trial conditions

Group metacognitive therapy (group-MCT)

Group-MCT will include 8 weekly sessions of group-
based MCT. Sessions will last approximately 90 min and
be guided by a treatment manual to maximise treatment
adherence and fidelity. Groups may range from a mini-
mum of 3 participants to a maximum of 10 participants,
with the same therapists at each site delivering all eight
sessions.

Group-MCT aims to help participants develop knowl-
edge that can facilitate control of worry, repetitive
negative thinking, and attention and to modify the meta-
cognitive beliefs that maintain unhelpful thinking pat-
terns [16].

Eight main treatment techniques will be used across
sessions: (1) formulation, (2) socialisation, (3) the Spatial
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Attentional Control Exercise (SpACE), (4) detached
mindfulness, (5) worry and rumination postponement,
(6) modifying metacognitive beliefs about worry and
rumination, (7) a ‘helpful behaviours prescription; and (8)
individual treatment summaries. Sessions include group
discussions, experiential learning, and homework tasks
that participants are asked to complete between sessions.

Treatment as usual (TAU)

TAU will consist of routine care delivered within
CAMHS. Therapies delivered include but are not lim-
ited to cognitive behavioural-based therapies (CBT),
behavioural activation, exposure therapy, Eye Movement
Desensitization and Reprocessing (EMDR), and family
therapy delivered on a one-to-one or group basis. Partici-
pants normally receive up to 12 (1-h) sessions of TAU.

Staff training and supervision

Two mental healthcare professionals per site will be
trained to deliver group-MCT. Staff will receive 2.5 days
of training in group-MCT and deliver a pilot group. Staff
will receive routine supervision in group-MCT through-
out the trial. Group-MCT sessions will be audio recorded
and audio tapes will be reviewed in supervision to ensure
treatment adherence and fidelity. Any staff trained in
group-MCT who also deliver TAU to a trial patient will
audio record their TAU sessions, of which a random sam-
ple will be assessed for cross-contamination and treat-
ment drift.

Data collection

There will be four assessment time points: baseline, 20
weeks post-randomisation, 32 weeks post-randomisa-
tion, and 44 weeks post-randomisation (see Figs. 1 and
2). In order to aid the return of follow-up measures, par-
ticipants will be offered a range of options for complet-
ing measures including returning via post, telephone,
or face-to-face (at NHS sites or participants’ home).
Participants’ time involvement in the study is 44 weeks.
Participants will be offered compensation for completing
assessments; each time an assessment is completed and
returned, they will be reimbursed with a £10 shopping
voucher.

Criteria for discontinuation

Participants have the right to withdraw from the study at
any time. Discontinuation will not impact on the patient’s
healthcare or their ability to take part in future research.
Participants who withdraw will continue to receive usual
care. Participants can also be withdrawn at the request
of the chief investigator, but this would only happen in
the event that a participant’s life or long-term health or
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welfare was at risk from continued participation in the
study.

Outcomes

The primary outcomes for the study are feasibility and
acceptability outcomes. Feasibility will be assessed using
referral rates, recruitment and retention rates, participant
attendance at sessions, their follow-up and questionnaire
response rates, and willingness to receive either treat-
ment. Qualitative interviews will also be used to assess
patients’ views of the acceptability of the intervention.

Measures

Revised Child Anxiety and Depression Scale-Short Version
(RCADS-25 [24])

RCADS is a 25-item self-report measure of anxiety (15
items) and depression (10 items) suitable for children
aged 8 to 18 [24, 25]. Respondents indicate how often
each item occurs with items rated on a 4-point (0 =
‘Never’ to 3 = ‘always’) Likert scale. Scores for the total
anxiety scale range from 0 to 45 and from 0 to 30 for the
total depression scale; total measure scores range from
0 to 75 with higher scores indicating the level of clinical
severity. The subscales have acceptable reliability (total
anxiety Cronbach’s alpha = 0.91, total depression Cron-
bach’s alpha = 0.80) in clinical samples and are frequently
delivered in CAMHS [25]. The RCADS is provisionally
intended to be the primary outcome in a subsequent
definitive trial.

Strength and Difficulties Questionnaire (SDQ [26])

The Strength and Difficulties Questionnaire is a brief
behavioural measure completed by the caregiver or
teacher for children aged 2 to 17, across five subscales:
emotion, hyperactivity, conduct, peer relations, and pro-
social behaviour. Each subscale contains five items, and
each item is scored ‘Not True, ‘Somewhat True; or ‘Com-
pletely True’ Scores for the subscales range from 0 to 10,
with total difficulties score (0—40) generated by summing
together the scores from all subscales except pro-social.
Higher scores on the pro-social scale reflect strengths
whereas higher scores across other subscales reflect diffi-
culties [26]. The SDQ subscales have satisfactory internal
consistency (mean Cronbach’s alpha = 0.70) and test-
retest reliability ranging from 0.75 to 0.91 [27].

Metacognition Questionnaire-Adolescent version (MCQ-A
[28])

The MCQ-A assesses metacognitive beliefs (beliefs about
thinking) across five subscales: uncontrollability and
dangerousness of worry, need to control thoughts, cog-
nitive self-consciousness, positive beliefs about worry,
and cognitive confidence. The 30 items are scored on a
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Likert scale from 1 (do not agree) to 4 (agree very much)
with total scores ranging from 30 to 120 and 6 to 24
for each subscale [28]. The internal consistency of the
MCQ-A across total scores and most subscales has been
supported with adequate to excellent Cronbach alphas
(0.76-0.92) [29].

Mood & Feelings Questionnaire (MFQ [30])

The MFQ measures depressive symptoms (feelings or
behaviours) in 6-19-year-olds over 33 items regard-
ing how the individual has been feeling over the past 2
weeks. Items are scored from 0 (not true) to 2 (true) with
total scores ranging from O to 66, higher scores indicat-
ing more severe depressive symptoms [30]. The MFQ has
demonstrated excellent internal consistency (Cronbach’s
alphas = 0.91 to 0.93) [31].

Youth Cognitive Attentional Syndrome-1 (YoCAS-1 [32])
The YoCAS-1 is a 7-item measure that assesses features
of the cognitive attentional syndrome (i.e. extended nega-
tive thinking/coping styles) [16]. The YoCAS-1 measures
positive and negative metacognitive beliefs, maladaptive
coping strategies, and amount of time spent worrying
and dwelling on negative thoughts. Items are rated based
on the past 7 days on an 11-point response scale ranging
from 0 (none of the time/not at all true) to 100 (all of the
time/completely certain this is true) in increments of 10.
The YoCAS-1 was adapted from the CAS-1 [16]; modi-
fications were guided by feedback from service users to
ensure that the language is appropriate for use with chil-
dren and adolescents.

Child Health Utility-9D (CHU-9D [33])

The CHU-9D measures paediatric quality of life using 9
dimensions (including worried, sad, pain, tired, annoyed,
schoolwork/homework, sleep, daily routine, and abil-
ity to join in activities) suitable for 7—17-year-olds. Each
item has 5 levels ranging from no problems to inability
to do the item [33]. The CHU-9D has adequate internal
consistency (Cronbach’s alpha = 0.79) and test-retest
reliability (interclass correlation coefficients = 0.75) [34].

EQ-5D-Y [35]

The EQ-5D-Y measures general health status using five
dimensions (mobility, looking after myself, doing usual
activities, having pain or discomfort, and feeling worried,
sad or unhappy). Each dimension has three levels indi-
cating the degree of health impact on the activity (none,
some, a lot) with individuals required to give a response
relating to health on the day of completion [34]. The
EQ-5D-Y has shown to be a valid and reliable measure
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of health-related quality of life in children, with fair to
strong test-retest reliability (70-99%) [36].

Demographic information questionnaire

The demographic questionnaire will collect variables
including child’s age, sex, school, ethnicity, medication,
socioeconomic status, and parental occupational status.

Health and Social Care Service-Use Questionnaire (SUQ)
The SUQ will include questions about whether the
child has used any primary, secondary, or community-
based health and social care and how often they used
the service in the last 16 weeks (baseline study visit) or
since the last assessment (follow-up study visits). The
SUQ will be developed from existing child-relevant
SUQs held by the co-applicants and through discussion
with the PPI representative, parent advisory group, and
clinical members of the study team. Parents/primary
caregivers will complete this.

Qualitative evaluation

Qualitative interviews will be conducted to evaluate
patients’ and clinician’s perspectives of MCT. We will
conduct semi-structured interviews with around 10-20
patients and 4—6 clinicians trained in MCT.

Patient interviews will evaluate which aspects of
group-MCT they enjoyed/learned from most as well
as the aspects that they found most difficult to under-
stand/engage in. We will also assess homework compli-
ance and ways in which this could be improved.

Qualitative interviews with clinicians will evaluate
experiences of being trained in MCT and delivering
MCT, which aspects of MCT were challenging/easy to
deliver, and experiences of delivering MCT to a mixed
disorder group.

Sample size calculation

Feasibility trials are not powered to provide a defini-
tive effectiveness analysis. The sample size is, there-
fore, based on having sufficient numbers of patients
to evaluate the acceptability/feasibility of group-MCT
(as measured by patient acceptability and adherence
ratings, recruitment, and retention rates) and also to
obtain a sufficiently precise provisional estimate of the
‘promise’ of the intervention (with 95% C.1.) for power-
ing a future definitive RCT. To this end, we will recruit
50 patients per arm (total N = 100) which, for example,
would allow estimation of the retention rate to within
10 absolute percentage points with 95% confidence. The
total sample is also more than adequate for estimation
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of the variability in outcome measures, such as the
RCADS-25, for which samples of 40 are generally suf-
ficient [37, 38].

Analyses

Quantitative analyses

As the study is a feasibility study, we will not be car-
rying out hypothesis testing to determine if the
intervention is effective. Data analysis will follow an
intention-to-treat (ITT) protocol and will be used to
inform power calculations for a definitive trial in addi-
tion to other published sources.

We will calculate and present in a CONSORT flow
chart: the number of CYP approached to participate,
the number consenting to participate in the study, the
number completing the baseline assessment and sub-
sequently allocated to each trial arm, the number of
therapy sessions attended by CYP receiving the MCT
intervention and the proportion completing the treat-
ment (defined as attending a minimum of four out of
eight sessions), and the number completing each of the
follow-up assessments in each trial arm. Reasons for
drop-out will be recorded where possible and used to
help determine the acceptability of the MCT interven-
tion, along with the attrition rates themselves. We will
also assess rates of missing data on individual question-
naires (and which elements in particular) and whether
any display floor and/or ceiling effects. The acceptabil-
ity of minimisation will be informed by examining how
balanced treatment allocation is across the four factors
on which participants are allocated.

We will summarise, as appropriate (e.g. mean/stand-
ard deviation; median/inter-quartile range; propor-
tion/95% confidence interval; data range) data for all
potential ‘clinical’ outcome measures, overall and by
group. The SD of the (potential) primary outcome for
a full trial (RCADS-25), along with the estimated attri-
tion rate, will be used to help inform the sample size
calculation for the definitive RCT. As MCT is under-
taken as groups, we will attempt to estimate the intra-
group correlation coefficient in the RCADS-25, as this
may also be used to inform the calculation if appropri-
ate. We will also report confidence intervals for the trial
arm coefficient from appropriate regression analyses by
way of investigating the ‘promise’ of the intervention. A
Statistical Analysis Plan will be produced by the study
statistician prior to the examination of outcome data.

Qualitative analyses

All qualitative interviews will be transcribed verbatim.
Analysis will be conducted blind to trial outcomes to
avoid biased interpretation of findings. Framework



Wells et al. Pilot and Feasibility Studies (2022) 8:207

analysis [39] will be used, allowing for both induc-
tive and deductive coding. Deductive coding will be
informed by Normalisation Process Theory (NPT) [40].

Economic analyses

Exploratory analysis will be conducted to inform an
economic evaluation integrated within a definitive trial,
including an analysis of the range of health and social
care services used and associated costs; the ability of
the quality-adjusted life-year (QALY) to discriminate
between groups based on changes in clinical outcomes;
and factors likely to influence the incremental cost per
QALY. Two generic preference-based measures are being
collected to inform health benefit: the CHU-9D and the
EQ-5D-Y. Data will be compared to assess whether one
measure is more feasible and preferred for a larger scale
trial (e.g. through a comparison of missingness). The
CHU-9D will be the primary measure as UK preference
weights are available [33]. The impact of the EQ-5D-Y
will be tested in a sensitivity analysis. Costs will be esti-
mated from the SUQ data collected, using national unit
costs [41, 42]. If the data are sufficient, preliminary cost-
effectiveness will be conducted, with a time horizon of 6
months.

Trial management and oversight arrangement

The trial is managed by a trial executive committee which
consists of the chief investigator, co-investigators, the
core project team, and other relevant parties that will
meet quarterly. The management team will review study
conduct including monitoring study progress, adherence
to the protocol, and participant safeguarding. A pro-
gramme management group comprising the chief inves-
tigator and core project team will meet weekly to oversee
the day-to-day management of the programme. There
is also a service user advisory group which will meet at
least every 6 months and provide advice and feedback
on a range of trial-related activities, e.g. reviewing study
documents. The end of study will be reported to the
Research Ethics Committee (REC) within the required
timeframe if the study is terminated prematurely. Investi-
gators will inform patients of any premature termination
of the study and ensure that the appropriate follow-up is
arranged for all involved. Following the end of the study,
a summary report of the study will be provided to the
REC within the required timeframe.

Data management

Participants will be allocated a study identity code for
use on all study documents. The research team will cre-
ate a confidential database of participant identifiable
information and study identity code in order to allow
the identification of participants enrolled in the study
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(e.g. for follow-up data collection). Access to study docu-
ments will be restricted to authorised persons. Partici-
pant consent forms will be filed in the corresponding
site file and in participants’ medical notes. Baseline and
follow-up data, which is anonymous data, will be stored
in locked filing cabinets at GMMH. These data will be
entered into an electronic database for analysis purposes
by study team members blind to trial arm allocation. All
computers are password protected and adhere to the
secure storage policies of the NHS trust and University
of Manchester.

Data quality checks will be performed on 10% of the
data entered electrically from each time point at random
by the statistical team. Data quality checks will review
database entries with hard-copy questionnaire responses.
Any discrepancies will be noted, corrected, and counted
to obtain an error rate. Depending on the error rate, fur-
ther checks will be performed.

Safety reporting

Adverse events (AEs) and serious adverse events (SAEs)
will be monitored throughout the intervention delivery.
Any adverse or serious adverse events identified as likely
to be caused by the intervention during the study recruit-
ment or intervention phase will be recorded at the study
site using an AE/SAE record form which will be com-
pleted by the participants’ health professional delivering
treatment. AEs and SAEs will be reported to the research
team and reviewed for seriousness and causality by a des-
ignated study investigator who is not blind to treatment
allocation. Any that are deemed SAEs, and are related to
the intervention, will be reported to the ethics commit-
tee, the programme executive committee, and the spon-
sor’s Research and Innovation Manager within 7 days of
the event. AEs and SAEs will be reviewed on a quarterly
basis at executive committee meetings.

Dissemination and publication policy

Study results will be published in peer-reviewed journals
and made freely available online where possible. All pres-
entations and publications related to the study will be
authorised by the chief investigator and study funder. No
investigator may present or attempt to publish data relat-
ing to the YoMeta study without prior permission from
the chief investigator and the sponsor. The findings will
also be presented at national, international, and regional
conferences and in public involvement events where the
information from this study is relevant.

Discussion

Mental health disorders are common amongst CYP
and have been found to affect 17.4% of individuals with
at least 5% experiencing more than one mental health
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problem [1, 43]. The prevalence of mental health symp-
toms in CYP is increasing, placing greater demand on
child mental health services. The UK government has
highlighted the need to improve mental health provi-
sion in CYP and reduce the waiting time for treatment
of those who need specialist intervention [44, 45].

At present, the effectiveness of current interventions
is variable with no clear indication of a predominant
psychological treatment approach [9, 10]. As such,
therapists are required to be proficient in a range of
therapies and to make complex decisions around which
problems to deal with first in multiple morbidities or
face conceptual difficulties when a specific diagnosis
is uncertain. A transdiagnostic intervention, delivered
in a group format, could simplify treatment, increase
access, improve costs, and decrease waiting times [46—
50]. Group-MCT can offer such an approach and has
been found to be effective in adult mental health.

MCT is a recent transdiagnostic, evidenced-based
psychological therapy based on the metacognitive
model of psychology disorder [51-53]. MCT differs
from CBT as it targets common processes (i.e., worry,
repetitive negative thinking, biased metacognitions)
across psychological disorders, hypothesiszed to be
central to the development and maintenance of poor
mental health. Currently, there are few studies of MCT
in CYP and none involving randomised trials. There-
fore, the current study will provide evidence of the fea-
sibility and acceptability of running a definitive trial of
MCT within CAMHS. The study will provide valuable
qualitative and quantitative data to support the design
of a future large- scale definitive trial to test the effec-
tiveness of group- MCT for common mental health
problems in CYP.

Abbreviations

CAMHS: Child and Adolescent Mental Health Services; CBT: Cognitive behav-
jour therapy; CYP: Children and young people; MCT: Metacognitive therapy;
NHS: National Health Service; TAU: Treatment as usual; QALY: Quality-adjusted
life years.

Supplementary Information

The online version contains supplementary material available at https://doi.
0rg/10.1186/540814-022-01162-5.

[ Additional file 1. SPIRIT Checklist. }

Authors’ contributions

AW is the chief investigator and conceived the study, designed and developed
the initial trial protocol, developed the trial intervention, conceived and
authored the MCT treatment manual, and contributed to the first and subse-
quent drafts of the manuscript. LC contributed to the initial trial protocol and
design and qualitative evaluation and contributed to the first and subsequent
drafts of the manuscript. KC contributed to the initial trial protocol and design
and qualitative evaluation and contributed to the first and subsequent drafts
of the manuscript. MH contributed to the study design, statistical analysis, and

Page 9 of 11

sample size and wrote the quantitative evaluation section of the manuscript.
GS developed the health economics components of the protocol and wrote
these sections of the manuscript. PW contributed to the development of the
trial recruitment strategy. BC contributed to the first and subsequent drafts of
the manuscript. All authors edited the manuscript and read and approved the
final version.

Funding

The study is funded by the National Institute for Health Research (NIHR) under
its Research for Patient Benefit Grant (Grant Reference Number: NIHR201495).
The views expressed are those of the authors and not necessarily those of the
NIHR or Department of Health.

Availability of data and materials

The datasets generated and/or analysed during the current study are not
publicly available due to ongoing data collection but are available from the
corresponding author on reasonable request on completion of data collection
and data analysis.

Declarations

Ethics approval and consent to participate

The study received full ethical approval on January 11, 2022, from the North
West — Greater Manchester East Research Ethics Committee, Research Ethics
Committee (REC) REC ref: 21/NW/032, IRAS ID 296079. The trial has been
registered in clinicatials.gov (NCT05260060) and ISRCTN (ISRCTN18335255).
The study protocol used was version 4: 24.03.2022. Any modifications to the
trial will be submitted for further ethical approval, and approved changes will
be documented and communicated to the REC, trial registry, executive com-
mittee, and all relevant parties. The study will be conducted in accordance
with the ethical principles that have their origin in the Declaration of Helsinki
(1996), the principles of Good Clinical Practice, and the UK Policy Framework
for Health and Social Care Research (2017). GMMH acts as the sponsor for this
study. As the sponsor is an NHS organisation, the NHS indemnity scheme will
apply. Participating sites will be liable for clinical negligence and other negli-
gent harm to participants taking part in the study and covered by the duty of
care owed to them by the sites concerned.

Written informed consent will be obtained from all participants and their
parents/caregivers. Participants will be free to withdraw from the study at any
time without providing a reason or their care being impacted. All the informa-
tion collected during this trial will be confidential and held in accordance with
NHS Data Protection guidelines and Good Clinical Practice guidelines. Confi-
dentiality will only be breached if participants disclose information which may
indicate that there is a risk of harm to themselves or others. Every opportunity
to discuss any possible breaches of confidentiality with participants will be
taken prior to informing any appropriate agencies, e.g. CAMHS staff, GP, or A&E
services.

All researchers and study site staff involved with the study must comply with
the requirements of the Data Protection Act 1998 regarding the collection,
storage, processing, and disclosure of personal information and will uphold
the Act’s core principles. Audio recordings and transcriptions of interviews

will be stored on NHS drives, which are password protected and designed for
the storage of confidential research material. Interviews which are transcribed
will be anonymised at the point of transcription. Any third party involved with
transcribing of interviews will sign a confidentiality agreement and be fully
instructed in how to anonymise transcripts.

Consent for publication
Not applicable.

Competing interests
AW is the creator of Metacognitive Therapy and co-director of the MCT
Institute.

Author details

'School of Psychological Sciences, Faculty of Biology, Medicine and Health,
The University of Manchester, Manchester, UK. “Research and Innovation,
Greater Manchester Mental Health NHS Foundation Trust, Manchester, UK.
*Division of Population Health, Health Services Research, and Primary Care,
Biostatistics Group, Faculty of Biology, Medicine, and Health, The University


https://doi.org/10.1186/s40814-022-01162-5
https://doi.org/10.1186/s40814-022-01162-5
http://clinicatials.gov

Wells et al. Pilot and Feasibility Studies (2022) 8:207

of Manchester, Manchester, UK. “Division of Population Health, Health Services
Research, and Primary Care, Manchester Centre for Health Economics, Faculty
of Biology, Medicine, and Health, The University of Manchester, Manchester,
UK. >Child and Adolescent Mental Health Services, Manchester University NHS
Foundation Trust, Manchester, UK.

Received: 13 May 2022 Accepted: 25 August 2022
Published online: 12 September 2022

References

1. NHS Digital. Mental health of children and young people in England,
2017.2018Available from: https://digital.nhs.uk/data-and-information/
publications/statistical/mental-health-of-children-and-young-people-in-
england/2017/2017

2. NHS Digital. Mental health of children and young people in England
2021 — wave 2 follow up to the 2017 survey. Mental Health of Children
and Young People Surveys. 2021. Available from: https://digital.nhs.uk/
data-and-information/publications/statistical/mental-health-of-children-
and-young-people-in-england/2021-follow-up-to-the-2017-survey

3. Department of Health. Future in mind, promoting, protecting, and improv-
ing our children and young people’s mental health and well-being. 2015.
Available from: https://assets.publishing.service.gov.uk/government/
uploads/system/uploads/attachment_data/file/414024/Childrens_
Mental_Health.pdf

4. Richards M, Abbott R. Childhood mental health and life chance in post-
war Britain: insights from three national birth cohort studies. The Smith
Institute. 2009. Available from: https://skylark.uclac.uk/NSHD/lib/exe/
fetch.php?media=mrepo:life_chances_report.pdf

5. Office of National Statistics. Mental health of children and young people
in Great Britain, 2004. Department of Health. 2004. Available from: https://
sp.ukdataservice.ac.uk/doc/5269/mrdoc/pdf/5269technicalreport.pdf

6. Centre for Longitudinal Studies. Counting the true cost of childhood
psychological problems in adult life. University College London. 2015.
Available from: https://cls.ucl.ac.uk/counting-the-true-cost-of-childhood-
psychological-problems-in-adult-life

7. Children's Commissioner. Children's mental health services 2020/21.
Children’s Commissioner. 2022. Available from: https://www.childrensc
ommissioner.gov.uk/wp-content/uploads/2022/02/cco-briefing-mental-
health-services-2021-22.pdf

8. Children’s Commissioner. The state of children’s mental health services
2019/20. Children's Commissioner. 2021. Available from: https://www.
childrenscommissioner.gov.uk/wp-content/uploads/2021/01/occ-the-
state-of-childrens-mental-health-services-2019-20.pdf

9. James A, Reardon T, Soler A, James G, Creswell C. Cognitive behavioural
therapy for anxiety disorders in children and adolescents. Cochrane
Database Syst Rev. 2020;11:CD013162. https://doi.org/10.1002/14651858.
CD013162.pub2 Accessed 25 July 2022.

10. Cox G, Callahan P, Churchill R, Hunot V, Merry S, Parker A, et al. Psychologi-
cal therapies versus antidepressant medication, alone and in combina-
tion for depression in children and adolescents. Cochrane Database Syst
Rev. 2012;(11) Available from. https://doi.org/10.1002/14651858.CD008
324.pub2.

11. O'Kearney R, Anstey K, von Sanden C, Hunt A. Behavioural and cognitive
behavioural therapy for obsessive compulsive disorder in children and
adolescents. Cochrane Database Syst Rev. 2006;(4) Available from. https:.//
doi.org/10.1002/14651858.CD004856.pub?2.

12. Gillies D, Taylor F, Gray C, O'Brien L, D'’Abrew N. Psychological therapies for
the treatment of post-traumatic stress disorder in children and adoles-
cents. Cochrane Database Syst Rev, Available from. 2013;(12). https://doi.
0rg/10.1002/14651858.CD006726.pub?2.

13. Arnberg A, Ost L. CBT for children with depressive symptoms: a meta-
analysis. Cogn Behav Therapy. 2013;43(4) Available from. https://doi.org/
10.1080/16506073.2014.947316.

14. Cox G, Callahan P, Churchill R, Hunot V, Merry S, Parker A, et al. Psychologi-
cal therapies versus antidepressant medication, alone and in combina-
tion for depression in children and adolescents. Cochrane Database Syst
Rev. 2014;(11) Available from. https://doi.org/10.1002/14651858.CD008
324.pub3.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31

32.

33

34.

Page 10 of 11

. Zhou X, Teng T, Zhang Y, Del Giovane C, Furukawa T, Weisz J, et al. Com-

parative efficacy and acceptability of antidepressants, psychotherapies,
and their combination for acute treatment of children and adolescents
with depressive disorder: a systematic review and network meta-analysis.
Lancet Psychiatry. 2020;7(7) Available from. https://doi.org/10.1016/
$2215-0366(20)30137-1.

. Wells A. Metacognitive therapy for anxiety and depression. New York:

Guilford Press; 2009.

. Esbjern B, Normann N, Christiansen B, Reinholdt-Dunne M. The efficacy

of group metacognitive therapy for children (MCT-c) with generalized
anxiety disorder: an open trial. J Anxiety Disord. 2018;53. https://doi.org/
10.1016/jjanxdis.2017.11.002.

. Simons M, Kursawe A. Metacognitive therapy for posttraumatic stress

disorder in youth: a feasibility study. Front Psychol. 2019;10. https://doi.
0rg/10.3389/fpsyg.2019.00264.

. Simons M, Schneider S, Herpertz-Dahlmann B. Metacognitive therapy

versus exposure and response prevention for pediatric obsessive-com-
pulsive disorder. Psychother Psychosomatics. 2006;75(4):257-64. https://
doi.org/10.1159/000092897.

Schulz K, Altman D, Moher D. CONSORT 2010 statement: updated guide-
lines for reporting parallel group randomised trials. BMJ. 2010;340(mar23
1):c332. https://doi.org/10.1136/bmj.c332.

Eldridge S, Lancaster G, Campbell M, Thabane L, Hopewell S, Coleman C,
et al. Defining feasibility and pilot studies in preparation for randomised
controlled trials: development of a conceptual framework. PLoS One.
2016;11(3):e0150205. https://doi.org/10.1371/journal.pone.0150205.
Chan A, Tetzlaff J, Altman D, Laupacis A, Gatzsche P, Krleza-Jeri¢ K, et al.
SPIRIT 2013 statement: defining standard protocol items for clinical trials.
Ann Int Med. 2013;158(3):200. https://doi.org/10.7326/0003-4819-158-3-
201302050-00583.

Chan A, Tetzlaff J, Gotzsche P, Altman D, Mann H, Berlin J, et al. SPIRIT 2013
explanation and elaboration: guidance for protocols of clinical trials. BMJ.
2013;346(jan08 15):e7586. https://doi.org/10.1136/bmj.e7586.

Chorpita B, Yim L, Moffitt C, Umemoto L, Francis S. Assessment of
symptoms of DSM-IV anxiety and depression in children: a revised child
anxiety and depression scale. Behav Res Ther. 2000;38(8):835-55. https://
doi.org/10.1016/50005-7967(99)00130-8.

Ebesutani C, Reise S, Chorpita B, Ale C, Regan J, Young J, et al. The Revised
Child Anxiety and Depression Scale-Short Version: scale reduction via
exploratory bifactor modeling of the broad anxiety factor. Psychol Assess.
2012;24(4):833-45. https://doi.org/10.1037/a0027283.

Goodman R.The Strengths and Difficulties Questionnaire: a research
note. J Child Psychol Psychiatry. 1997;38(5):581-6.

Muris P, Meesters C, van den Berg F. The Strengths and Difficulties Ques-
tionnaire (SDQ). Eur Child Adolesc Psychiatry. 2003;12(1):1-8. https://doi.
0rg/10.1007/500787-003-0298-2.

Cartwright-Hatton S, Mather A, lllingworth V, Brocki J, Harrington R,
Wells A. Development and preliminary validation of the Meta-cognitions
Questionnaire—Adolescent Version. J Anxiety Disord. 2004;18(3):411-22.
https://doi.org/10.1016/5S0887-6185(02)00294-3.

Myers S, Solem S, Wells A. The Metacognitions Questionnaire and its
derivatives in children and adolescents: a systematic review of psycho-
metric properties. Front Psychol. 2019;10. https://doi.org/10.3389/fpsyg.
2019.01871.

Costello E, Angold A. Scales to assess child and adolescent depres-

sion: checklists, screens, and nets. J Am Acad Child Adolesc Psychiatry.
1988;27(6):726-37. https://doi.org/10.1097/00004583-198811000-00011.
Thabrew H, Stasiak K, Bavin L, Frampton C, Merry S. Validation of the
Mood and Feelings Questionnaire (MFQ) and Short Mood and Feelings
Questionnaire (SMFQ) in New Zealand help-seeking adolescents. Int J
Methods Psychiatr Res. 2018;27(3). https://doi.org/10.1002/mpr.1610.
Wells A. Youth Cognitive Attentional Syndrome-1 (YOCAS-1) measure:
University of Manchester; 2021.

Stevens K. Valuation of the Child Health Utility 9D Index. PharmacoEco-
nomics. 2012,;30(8):729-47. https://doi.org/10.2165/11599120-00000
0000-00000.

Lindvall K, Vaezghasemi M, Feldman |, Ivarsson A, Stevens K, Petersen S.
Feasibility, reliability and validity of the health-related quality of life instru-
ment Child Health Utility 9D (CHU9D) among school-aged children and
adolescents in Sweden. Health Qual Life Outcomes. 2021;19(1). https://
doi.org/10.1186/512955-021-01830-9.


https://digital.nhs.uk/data-and-information/publications/statistical/mental-health-of-children-and-young-people-in-england/2017/2017
https://digital.nhs.uk/data-and-information/publications/statistical/mental-health-of-children-and-young-people-in-england/2017/2017
https://digital.nhs.uk/data-and-information/publications/statistical/mental-health-of-children-and-young-people-in-england/2017/2017
https://digital.nhs.uk/data-and-information/publications/statistical/mental-health-of-children-and-young-people-in-england/2021-follow-up-to-the-2017-survey
https://digital.nhs.uk/data-and-information/publications/statistical/mental-health-of-children-and-young-people-in-england/2021-follow-up-to-the-2017-survey
https://digital.nhs.uk/data-and-information/publications/statistical/mental-health-of-children-and-young-people-in-england/2021-follow-up-to-the-2017-survey
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/414024/Childrens_Mental_Health.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/414024/Childrens_Mental_Health.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/414024/Childrens_Mental_Health.pdf
https://skylark.ucl.ac.uk/NSHD/lib/exe/fetch.php?media=mrepo:life_chances_report.pdf
https://skylark.ucl.ac.uk/NSHD/lib/exe/fetch.php?media=mrepo:life_chances_report.pdf
https://sp.ukdataservice.ac.uk/doc/5269/mrdoc/pdf/5269technicalreport.pdf
https://sp.ukdataservice.ac.uk/doc/5269/mrdoc/pdf/5269technicalreport.pdf
https://cls.ucl.ac.uk/counting-the-true-cost-of-childhood-psychological-problems-in-adult-life
https://cls.ucl.ac.uk/counting-the-true-cost-of-childhood-psychological-problems-in-adult-life
https://www.childrenscommissioner.gov.uk/wp-content/uploads/2022/02/cco-briefing-mental-health-services-2021-22.pdf
https://www.childrenscommissioner.gov.uk/wp-content/uploads/2022/02/cco-briefing-mental-health-services-2021-22.pdf
https://www.childrenscommissioner.gov.uk/wp-content/uploads/2022/02/cco-briefing-mental-health-services-2021-22.pdf
https://www.childrenscommissioner.gov.uk/wp-content/uploads/2021/01/occ-the-state-of-childrens-mental-health-services-2019-20.pdf
https://www.childrenscommissioner.gov.uk/wp-content/uploads/2021/01/occ-the-state-of-childrens-mental-health-services-2019-20.pdf
https://www.childrenscommissioner.gov.uk/wp-content/uploads/2021/01/occ-the-state-of-childrens-mental-health-services-2019-20.pdf
https://doi.org/10.1002/14651858.CD013162.pub2
https://doi.org/10.1002/14651858.CD013162.pub2
https://doi.org/10.1002/14651858.CD008324.pub2
https://doi.org/10.1002/14651858.CD008324.pub2
https://doi.org/10.1002/14651858.CD004856.pub2
https://doi.org/10.1002/14651858.CD004856.pub2
https://doi.org/10.1002/14651858.CD006726.pub2
https://doi.org/10.1002/14651858.CD006726.pub2
https://doi.org/10.1080/16506073.2014.947316
https://doi.org/10.1080/16506073.2014.947316
https://doi.org/10.1002/14651858.CD008324.pub3
https://doi.org/10.1002/14651858.CD008324.pub3
https://doi.org/10.1016/S2215-0366(20)30137-1
https://doi.org/10.1016/S2215-0366(20)30137-1
https://doi.org/10.1016/j.janxdis.2017.11.002
https://doi.org/10.1016/j.janxdis.2017.11.002
https://doi.org/10.3389/fpsyg.2019.00264
https://doi.org/10.3389/fpsyg.2019.00264
https://doi.org/10.1159/000092897
https://doi.org/10.1159/000092897
https://doi.org/10.1136/bmj.c332
https://doi.org/10.1371/journal.pone.0150205
https://doi.org/10.7326/0003-4819-158-3-201302050-00583
https://doi.org/10.7326/0003-4819-158-3-201302050-00583
https://doi.org/10.1136/bmj.e7586
https://doi.org/10.1016/s0005-7967(99)00130-8
https://doi.org/10.1016/s0005-7967(99)00130-8
https://doi.org/10.1037/a0027283
https://doi.org/10.1007/s00787-003-0298-2
https://doi.org/10.1007/s00787-003-0298-2
https://doi.org/10.1016/S0887-6185(02)00294-3
https://doi.org/10.3389/fpsyg.2019.01871
https://doi.org/10.3389/fpsyg.2019.01871
https://doi.org/10.1097/00004583-198811000-00011
https://doi.org/10.1002/mpr.1610
https://doi.org/10.2165/11599120-000000000-00000
https://doi.org/10.2165/11599120-000000000-00000
https://doi.org/10.1186/s12955-021-01830-9
https://doi.org/10.1186/s12955-021-01830-9

Wells et al. Pilot and Feasibility Studies

35.

36.

37.

38.

39.
40.

41.

42.

43.

44,

45.

46.

47.

48.

49.

50.

51

52.

53.

(2022) 8:207

Wille N, Badia X, Bonsel G, Burstrom K, Cavrini G, Devlin N, et al. Develop-
ment of the EQ-5D-Y: a child-friendly version of the EQ-5D. Qual Life Res.
2010;19(6):875-86. https://doi.org/10.1007/511136-010-9648-y.
Kreimeier S, Greiner W. EQ-5D-Y as a health-related quality of life instru-
ment for children and adolescents: the instrument’s characteristics,
development, current use, and challenges of developing its value set.
Value Health. 2019;22(1):31-7. https://doi.org/10.1016/j.jval.2018.11.001.
Hertzog M. Considerations in determining sample size for pilot studies.
Res Nurs Health. 2008;31(2):180-91. https://doi.org/10.1002/nur.20247.
Lancaster G, Dodd S, Williamson P. Design and analysis of pilot studies:
recommendations for good practice. J Eval Clin Pract. 2004;10(2):307-12.
https://doi.org/10.1111/j.2002.384.doc.x.

RitchieJ LJ. Qualitative research practice. London: Sage Publications; 2003.
Tansella M, Thornicroft G. Implementation science: understanding the
translation of evidence into practice. Bri J Psychiatry. 2009;195(4):283-5.
https://doi.org/10.1192/bjp.bp.109.065565.

Personal Social Services Research Unit (PSSRU). Unit costs of health and
social care 2019. Pssru.ac.uk. 2019. Available from: https://www.pssru.ac.
uk/project-pages/unit-costs/unit-costs-2019/

England NHS, Improvement NHS. 2018/19 National Cost Collection

Data Publication. London: NHS England and NHS Improvement; 2021.
Available from: https://www.england.nhs.uk/publication/2018-19-natio
nal-cost-collection-data-publication/

Leyfer O, Gallo K, Cooper-Vince C, Pincus D. Patterns and predictors of
comorbidity of DSM-IV anxiety disorders in a clinical sample of children
and adolescents. J Anxiety Dis. 2013,;27(3):306-11. https://doi.org/10.
1016/jjanxdis.2013.01.010.

NHS England. The five year forward view for mental health. Mental Health
Taskforce 2016. Available from: https://www.england.nhs.uk/wp-content/
uploads/2016/02/Mental-Health-Taskforce-FYFV-final.pdf

Department of Health and Social Care and Department of Education.
Transforming children and young people’s mental health provision: a
green paper. 2017. Available from: https://www.gov.uk/government/
consultations/transforming-children-and-young-peoples-mental-health-
provision-a-green-paper

Freeman A, Pretzer J, Fleming B, Simon K. Clinical applications of cogni-
tive therapy. New York: Plenum; 2004.

Ewing D, Monsen J, Thompson E, Cartwright-Hatton S, Field A. A
meta-analysis of transdiagnostic cognitive behavioural therapy in the
treatment of child and young person anxiety disorders. Behav Cogn Psy-
chother. 2013;43(5):562-77. https://doi.org/10.1017/5S13524658130010
94cc.

Stewart J, Christner R, Freeman A, (ed). An introduction to cognitive
behaviour group therapy with you. A handbook of cognitive-behaviour
group therapy with children and adolescents. London: Routledge; 2007.
Davies S, Quintner J, Parsons R, Parkitny L, Knight P, Forrester E, et al.
Preclinic group education sessions reduce waiting times and costs at
public pain medicine units. Pain Med. 2011;12(1):59-71. https://doi.org/
10.1111/j.1526-4637.2010.01001 .

Palay J, Wong J, Randall J, Sala T, Bolton J, Furer P, et al. Feasibility of large
group cognitive behavioural therapy education classes for anxiety disor-
ders. Eur J Person Centered Healthcare. 2018;6(2):274. https://doi.org/10.
5750/ejpch.v6i2.1454.

Wells A. Breaking the cybernetic code: understanding and treating the
human metacognitive control system to enhance mental health. Front
Psychol. 2019;10:2621. https://doi.org/10.3389/fpsyg.2019.02621.

Wells A, Matthews G. Attention and emotion. A clinical perspective. Hove:
Erlbaum; 1994.

Wells A, Matthews G. Modelling cognition in emotional disorder: the
S-REF model. Behav Res Ther. 1996,34(11-12):881-8. https://doi.org/10.
1016/50005-7967(96)00050-2.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in pub-
lished maps and institutional affiliations.

Page 11 of 11

Ready to submit your research? Choose BMC and benefit from:

fast, convenient online submission

thorough peer review by experienced researchers in your field

rapid publication on acceptance

support for research data, including large and complex data types

gold Open Access which fosters wider collaboration and increased citations

maximum visibility for your research: over 100M website views per year

K BMC

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions



https://doi.org/10.1007/s11136-010-9648-y
https://doi.org/10.1016/j.jval.2018.11.001
https://doi.org/10.1002/nur.20247
https://doi.org/10.1111/j..2002.384.doc.x
https://doi.org/10.1192/bjp.bp.109.065565
https://www.pssru.ac.uk/project-pages/unit-costs/unit-costs-2019/
https://www.pssru.ac.uk/project-pages/unit-costs/unit-costs-2019/
https://www.england.nhs.uk/publication/2018-19-national-cost-collection-data-publication/
https://www.england.nhs.uk/publication/2018-19-national-cost-collection-data-publication/
https://doi.org/10.1016/j.janxdis.2013.01.010
https://doi.org/10.1016/j.janxdis.2013.01.010
https://www.england.nhs.uk/wp-content/uploads/2016/02/Mental-Health-Taskforce-FYFV-final.pdf
https://www.england.nhs.uk/wp-content/uploads/2016/02/Mental-Health-Taskforce-FYFV-final.pdf
https://www.gov.uk/government/consultations/transforming-children-and-young-peoples-mental-health-provision-a-green-paper
https://www.gov.uk/government/consultations/transforming-children-and-young-peoples-mental-health-provision-a-green-paper
https://www.gov.uk/government/consultations/transforming-children-and-young-peoples-mental-health-provision-a-green-paper
https://doi.org/10.1017/S1352465813001094cc
https://doi.org/10.1017/S1352465813001094cc
https://doi.org/10.1111/j.1526-4637.2010.01001.x
https://doi.org/10.1111/j.1526-4637.2010.01001.x
https://doi.org/10.5750/ejpch.v6i2.1454
https://doi.org/10.5750/ejpch.v6i2.1454
https://doi.org/10.3389/fpsyg.2019.02621
https://doi.org/10.1016/S0005-7967(96)00050-2
https://doi.org/10.1016/S0005-7967(96)00050-2

	Youth Metacognitive Therapy (YoMeta): protocol for a single-blind randomised feasibility trial of a transdiagnostic intervention versus treatment as usual in 11–16-year-olds with common mental health problems
	Abstract 
	Background: 
	Method: 
	Discussion: 
	Trial registration: 

	Introduction
	Methods
	Design
	Trial population
	Eligibility criteria
	Inclusion criteria

	Recruitment and allocation

	Trial conditions
	Group metacognitive therapy (group-MCT)
	Treatment as usual (TAU)

	Staff training and supervision
	Data collection
	Criteria for discontinuation
	Outcomes
	Measures
	Revised Child Anxiety and Depression Scale-Short Version (RCADS-25 [24])
	Strength and Difficulties Questionnaire (SDQ [26])
	Metacognition Questionnaire-Adolescent version (MCQ-A [28])
	Mood & Feelings Questionnaire (MFQ [30])
	Youth Cognitive Attentional Syndrome-1 (YoCAS-1 [32])
	Child Health Utility-9D (CHU-9D [33])
	EQ-5D-Y [35]
	Demographic information questionnaire
	Health and Social Care Service-Use Questionnaire (SUQ)

	Qualitative evaluation
	Sample size calculation
	Analyses
	Quantitative analyses
	Qualitative analyses
	Economic analyses
	Trial management and oversight arrangement
	Data management
	Safety reporting
	Dissemination and publication policy


	Discussion
	References


