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ABSTRACT

Introduction Emotional disorders are highly prevalent
among adolescents, with a high rate of comorbidity.
Convenient and effective treatment options are needed

to reduce costs and improve effectiveness. The unified
protocol for transdiagnostic treatment of emotional
disorders in adolescents (UP-A) is an evidence-based
transdiagnostic approach aimed at ameliorate emotional
symptoms. The objective of this study is to assess the
efficacy of the UP-A in Chinese adolescents with emotional
disorders using multidimensional evaluations.

Methods and analysis This study is a two-armed,
randomised controlled trial on the efficacy of 12week UP-
A on adolescents with emotional disorders along with their
parents. Forty-eight participants will be randomly assigned
to either the treatment as usual (TAU) group or the TAU
combined with UP-A (UP-A+TAU) group. We will evaluate
the efficacy of the UP-A, through the following primary
and secondary outcomes: emotional disorder severity,
emotional symptoms, emotion regulation, cognitive
patterns, executive function, resilience, quality of life,
social and family functioning. Participants will be assessed
at baseline (T1), week 4 (T2), week 8 (T3), post-treatment
(T4) and 3month follow-up (T5).

Discussion This protocol outlines the first randomised
controlled trial investigating the efficacy of the UP-A
among Chinese adolescents with emotional disorders.

The findings may contribute to providing an effective and
feasible transdiagnostic intervention in Chinese clinical
settings.

Ethics and dissemination This trial has been approved
by the Ethics and Clinical Research Committees of Peking
University Sixth Hospital and will be performed under

the Declaration of Helsinki with the Medical Research
Involving Human Subjects Act (WMO). The results will be
disseminated in a peer-reviewed journal and a conference
presentation.

Trial registration number ChiCTR2300069354.

INTRODUCTION

Emotional disorders are a group of psychi-
atric diseases with anxiety, fear and depres-
sion as the primary clinical manifestations,
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STRENGTHS AND LIMITATIONS OF THIS STUDY

= This study represents the first randomised con-
trolled trial to examine the efficacy of the Chinese
version of the unified protocol for transdiagnostic
treatment of emotional disorders in adolescents
(UP-A) for adolescents with emotional disorders.
Treatment is conducted in a group format with an
extra parent group.

= The UP-A may enable clinicians to treat participants
suffering from the most prevalent psychological co-
morbidities using a unified protocol, a practice that
better approximates the clinical setting.

= Multiple dimensions of assessment, including
emotional disorder severity, emotional symptoms,
emotion regulation, cognitive patterns, executive
function, resilience, quality of life, social and family
functioning, are performed to evaluate the efficacy
of the UP-A more comprehensively.

= A 3-month follow-up is conducted to track the
short-term effect of different treatment options. A
longer term follow-up would be needed to observe
whether the improvements of the study outcomes
are sustained.

characterised by frequent and intense experi-
ences of negative emotions, posing a notable
public health concern.! * According to
Bullis’s definition, emotional disorders need
to meet the following criteria: (1) frequent
and intense experience of negative emotions;
(2) aversive reaction to the emotional experi-
ence; (3) engagement in efforts to dampen,
escape or avoid the emotional experience.”
In clinical studies, emotional disorders
consist chiefly of depression, anxiety and
other related disorders such as dissociative,
somatoform and eating disorders, as well as
obsessive-compulsive disorder."®

Globally, the prevalence of emotional
disorders in children and adolescents aged
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10-19 years is about 11.78%.* In China, the prevalence
of emotional disorders in children and adolescents aged
6-16 years is about 8.7%, while the prevalence of anxiety
disorders is 4.7% and the prevalence of depressive disor-
ders is 3%.” Previous studies have demonstrated a high
rate of comorbidity in emotional disorders. Among
adolescents with depressive disorders, anxiety disorders
are the most common comorbidities, ranging from 15%
to 75%, while among adolescents with anxiety disorders,
comorbid depressive disorders range from 10% to 15%.°

Many adolescents with emotional disorders fail to seek
treatment due to limited healthcare resources.”” There-
fore, it is necessary to improve the present psycholog-
ical treatment to make it easier to implement in clinical
contexts, better target varying clinical presentations and
maintain efficacy in adolescents with emotional disor-
ders. In recent years, researchers have endeavoured
to integrate interventions for treating mental disor-
ders, focusing on shared transdiagnostic psychological
processes.® Transdiagnostic treatment means using a
single protocol to address multiple diagnostic categories
or problem categories.”

Emotional disorders impose a significant burden on
both individuals and families. Depressive disorders persist
into early adulthood in 60% of adolescents, and this
persistence is associated with severe adverse outcomes,
including suicidal self-harm, mental health difficulties
and disengagement from education, employment or
training.'’ Meanwhile, anxiety disorders can significantly
impair the quality of life, not only affecting friendships
and family relationships but also impacting the academic
performance of individuals."' Furthermore, there is often
a bidirectional effect between family functioning and
adolescent emotional disorders."?

Currently, several evidence-based treatments are avail-
able for emotional disorders, pharmacotherapy and
cognitive-behavioural treatment (CBT) are the firstline
treatment for adolescent emotional disorders in most
countries.” '* '* However, given poor acceptability, toler-
ability and safety, pharmacological option is limited in
adolescents with emotional disorders.'® Besides, treat-
ment relationship and adherence often have a crucial
impact on treatment outcomes.'” Regarding CBT, which
has received strong empirical support for the treatment
of anxiety and depression in youth,'® also involved some
drawbacks. Including high cost, limited accessibility and
complexity of operation, single-disorder protocols are
often poorly adapted to adolescent emotional disorders
with high comorbidity rates, which also cannot better
target their family functioning.' '’

Several studies have revealed common features of
emotional disorders, including genetic, neural circuit,
cognitive patterns, as well as executive function charac-
teristics and similar temperament structures. Regarding
genetics, major depression, generalised anxiety disorder
and phobias share a similar genetic basis.'® ""Regarding
neural circuits, prior studies have demonstrated that
overactivation of the amygdala and dysregulation of

cortical inhibition of amygdala responses are common
neural circuit characteristics in patients with emotional
disorders.*™™ In regard to cognitive patterns, both
worry and brooding cognitive styles appear to operate
in anxiety and depression.”” In terms of executive func-
tioning, patients with emotional disorders exhibit varying
degrees of working memory impairment. Moreover, the
severity of impaired working memory correlates with the
severity of clinical symptoms.** * Concerning tempera-
ment structures, Clark and Watson proposed a tripartite
model to explain the symptom overlap and diagnostic
comorbidity between anxiety and depression, which
posits that emotional disorders share a common compo-
nent of negative affect.” In summary, as understanding of
emotional disorders deepens, the commonalities among
these disorders outweigh the differences, suggesting the
possibility of distilling a set of transdiagnostic psycho-
logical processes for a unified intervention of emotional
disorders.”

Based on the previous explorations of common charac-
teristics of emotional disorders, combined with the theory
and methods of CBT, the Unified Protocol for Transdiag-
nostic Treatment of Emotional Disorders (UP) was devel-
oped by Barlow et al, which was designed to be applicable
to emotional disorders.”” * UP provides patients with
a transdiagnostic scheme for all anxiety and unipolar
mood disorders, as well as other disorders with signifi-
cant emotional components.”’” Numerous studies have
been conducted to demonstrate the efficacy of the UP
in adult patients, with effect sizes ranging from medium
to large.” ™ In 2017, a downward extension of the UP
designed for adolescents (ages 13-17) emerged.” **
Similar to the UP, the UP-A by Jill Ehrenreich-May is a
flexible, emotional-focused individual CBT programme
designed to ameliorate anxiety and depressive symp-
toms which contains eight core modules.” It focuses on
developing emotion regulation skills, helping adolescents
respond appropriately to various situations and thereby
enhancing their resilience, which is closely associated
with daily functioning and quality of life in youth.* * %
Additionally, there is an extra parent module, which is
recommended to use as need, usually for 1-3 sessions,
aimed at enhancing parental awareness of responding
to the adolescent distress and introducing common
emotional parenting behaviours and their opposite
parenting behaviours.*

The feasibility and efficacy of UP-A have been verified
across various countries. Several investigations assessed
the preliminary feasibility and effects of an earlier
version of the protocol.' ¥ * In an initial multiple base-
line trial and an open-trial study, which was delivered
in an individual format, symptoms of both anxiety and
depression were alleviated in adolescent patients." ¥’
In another study involving 59 adolescents who under-
went examination of the separate trajectories of anxiety
and depressive symptoms throughout the individual
UP-A course, it was found that anxiety and depres-
sive symptoms exhibited similar rates of improvement
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during treatment, with anxiety symptoms continuing
to improve during 6month follow-up.”® In 2017, an
initial randomised, waitlist-controlled trial of the UP-A
involving 51 adolescents demonstrated that the UP-A
delivered in an individual format outperformed the
waitlist condition at mid-treatment, with a significant
treatment effect observed in the UP-A group across all
outcome measures at post-treatment.”” In 2020, an initial
cluster randomised controlled trial (RCT) evaluated the
adapted UP-A as a school-based anxiety and depression
universal prevention intervention among 151 students,
which was delivered as a group format, results indicated
that the individuals with higher baseline emotional
symptoms in the UP-A group experienced a significantly
greater decrease in depression symptoms compared with
the waitlist-control group.

Considering the aforementioned context, our team
adapted the UP-A to the Chinese cultural context and
subsequently evaluated its feasibility, acceptability
and preliminary efficacy results.*’ We have retained
all core modules of the UP-A and use them in the
order they are provided. Based on this, we imple-
mented two major modifications: (1) we add a parent
group which consist of 12 sessions to achieving better
family functioning; (2) we delivered the treatment in
a group format. Previous studies suggests that group-
based applications may achieve greater efficiencies,
with group-based UP yielding effects equivalent to
individual format.”> On this foundation, 24 Chinese
adolescents with emotional disorders and their parents
completed a 12week group UP-A intervention, results
showed significant decreases in emotional disorder
severity (g=-1.298to -1.341) and emotional symp-
toms (g=-0.440to —1.988) in adolescents, meanwhile,
emotion regulation strategies, resilience, functional
outcomes, as well as executive function were also
improved significantly. Based on previous research of
our team, the feasibility, acceptability and preliminary
efficacy of the Chinese version of the UP-A have been
demonstrated, whereas RCT study is still warranted to
confirm these results.

In this study, we aim to conduct the group trans-
diagnostic treatment for adolescents with emotional
disorders in China and further validate its efficacy
in a randomised-controlled setting. We hypothesised
that the Chinese version of the UP-A will demon-
strate significant therapeutic efficacy among Chinese
adolescents with emotional disorders. Compared
with treatment as usual (TAU), the combination
of UP-A with TAU is expected to yield significant
improvements across multiple dimensions, including
emotional disorder severity, emotional symptoms,
emotion regulation, cognitive patterns, executive
function, resilience, quality of life, social and family
functioning. Furthermore, we expect these improve-
ments to be sustained at the 3month follow-up
assessment.

METHOD AND ANALYSIS

Study design

The efficacy of UP-A on adolescents with emotional disor-
ders is evaluated in a two-armed, tester-blinded, superi-
ority RCT, including TAU group and the TAU combined
with UP-A (UP-A+TAU) group. The trial was registered at
the Chinese Clinical Trial Registry prior to commencing
recruitment.

The primary and secondary outcomes will be evaluated
at baseline (T1), after 4 and 8 weeks of treatment (T2
and T3, respectively), post-treatment (week 12, T4) and
3months follow-up (T5). The study design followed the
Standard Protocol Items: Recommendations for Inter-
ventional Trials (SPIRIT) guidelines. The study flowchart
is shown in figure 1.

Recruitment

Subjects are recruited from the psychiatric outpatient
clinic at Peking University Sixth Hospital. Study infor-
mation is provided to potential participants and their
parents at a dedicated screening visit. Since the subjects
are minors, informed consent is obtained from both
participants and their legal guardians for each partici-
pant. Treatment sessions are tentatively scheduled for
weekends, with the specific schedule to be finalised after
each intervention group is formed.

Inclusion and exclusion criteria

Below are the criteria for enrolment patients: (1) aged
13-17 years; (2) have a principal diagnosis of depres-
sive, and/or anxiety disorders based on the Diagnostic
and Statistical Manual of Mental Disorders, fifth edition
(DSM-5) (American Psychiatric Association, 2013) and
(3) are medication naive or have stable medication,
which means taking equivalent dose for at least 4 weeks
before baseline assessment.

The exclusion criteriaare asfollows: (1) bipolar disorder,
psychotic disorders, brain organic disorder, autism spec-
trum disorders, mental retardation or substance abuse;
(2) high risk of suicide; (3) have received systematic
cognitive-behavioral therapy previously and (4) vision or
hearing impairment.

Randomisation and blinding

Eligible participants will be randomised to either the
intervention or control group in order of enrolment until
the target sample size is reached. The process of rando-
misation will be performed by an independent researcher
who will not be involved in the other study procedures.
SPSS V.25.0 will be used to generate random numbers and
corresponding groupings, the sequences will be stored in
a password-protected data management system and then
the participants will be informed.

The researchers responsible for evaluations will not
know the allocated intervention of each participant in
any circumstance, and data collected during participant
evaluations will not be revealed to the interventionists. In
addition, statisticians will be blinded to the groups. The
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Figure 1
disorders in adolescents.

diagnostic and clinical evaluations and executive function
assessment were completed by psychiatrists and assessors
who had received standardised training. The principal
investigator monitors the whole research progress and
ensures all steps taken according to the original protocol.
The investigators will be uniformly trained and consis-
tency evaluation will be carried out after training. Kappa
between assessors is between 0.76 and 0.80 (p<0.01) to
ensure the consistency of the researcher’s evaluation and
meet the research needs.

Sample size

The primary outcome measure is Clinical Global
Impression-Severity scale (CGI-S). PASS V.21.0.3 is used
to calculate the sample size, based on an alpha of .05 in a
two-tailed test, and a beta of .20, according to the results
of previous research data, the post-treatment effect size

Study flow chart. TAU, treatment as usual; UP-A, the unified protocol for transdiagnostic treatment of emotional

(Cohen’s d) is 1.25 for UP-A,* the calculation required
15 people in each group. According to previous study,43
we assume the drop-out rate is about 25% during treat-
ment and an estimated drop-out rate of 15% during the
follow-up, so the final calculation required 24 people
in each group. Therefore, the total sample size is deter-
mined at 48.

Adverse events and safety

In our previous pilot study of the UP-A, there were no
reports of adverse events.”' Given the similarities between
studies, we anticipate a low likelihood of adverse events
in the current trial. Nevertheless, comprehensive safety
monitoring procedures have been established. All adverse
events will be documented and reviewed by the prin-
cipal investigator immediately on occurrence. Moderate
to severe adverse events will be reported to the Ethics
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Committee per reporting requirements. In addition,
potential side effects will be assessed at each assessment
time point, affected participants will receive appropriate
medical care with continuous monitoring until resolu-
tion. The research team will evaluate the continuation,
suspension or termination of the study based on any
adverse events, with timely submission of protocol modi-
fications as needed.

Intervention

The unified protocol for transdiagnostic treatment of emotional
disorders in adolescents

The intervention is based on the UP-A by Jill Ehrenre-
ich-May, which is suitable for adolescents aged 13-17
years.” It contains eight core modules: (1) building and
keeping motivation; (2) getting to know your emotions
and behaviours; (3) introduction to emotion-focused
behavioural experiments; (4) awareness of physical sensa-
tions; (5) being flexible in your thinking; (6) awareness of
emotional experiences; (7) situational emotional expo-
sure and (8) reviewing accomplishments and looking
ahead.” Our research group has localised and modified
it to the characteristics of the Chinese adolescent popula-
tion. Chinese culture emphasises familism, while Western
culture prioritises individualism.** Since family is an influ-
ential context for adolescent development, parental atti-
tudes and responses moderate adolescents’ emotional
symptoms.'** The first modification we made was to add
a parent group of 12 sessions, achieving better family
functioning. Second, while significant progress has been
made in research and healthcare for psychiatric disor-
ders in China, there remains a limited supply and uneven
distribution of professional mental healthcare resources,
the accessibility of psychological treatments for mental
disorders remains challenging.*® 7 Therefore, consid-
ering the constrained treatment resources in China and
the necessity for peer support among adolescents,*® * we
delivered the treatment in a group format. These modi-
fications could further improve treatment adherence.
The intervention is conducted in a specialised clinical
setting beyond routine outpatient hours. The main
treatment targets of the UP-A are the underlying core
dysfunctions of multiple forms of psychopathology, such
as negative cognitive assessment, dysregulated emotions
and emotional behaviours. The UP-A trained patients
in different aspects of emotional awareness, behavioural
experimentation, cognitive flexibility and emotional
exposure in a group therapy format, respectively. The
main structures and contents are shown in table 1.

Each treatment group consists of 6-12 adolescent
patients and their parents, and the therapist group
consists of three psychiatrists, with two therapists leading
the adolescent and parent group separately and one ther-
apist acting like a coleader as well as an observer. Group
therapy is conducted once a week and each session lasts
90-120 min. The flow of each session is as follows: (1)
adolescents and their parents begin therapy together
with review and share (10-15min); (2) adolescents and

parents then separately learn new training content,
including emotion regulation techniques and parenting
skills, under the guidance of their respective therapists
(75-90min); (3) finally, adolescents and parents return
together for onsite practice and summary (10-15min).
The therapy process is progressive, with interaction and
mutual support among group members to jointly promote
the improvement of emotional symptoms, emotional
regulation, and functioning.

Treatment as usual

TAU is treatment provided by psychiatrists and clinical
psychologists in their daily practice. Patients in the TAU
condition can typically receive prescription and medica-
tion monitoring. In addition, psychological treatments,
including empathic listening, supportive counselling and
case management, are allowed to receive. Periodic assess-
ment as scheduled to improve adherence. Participants
receiving a CBT-related treatment are excluded from the
trial.

Demographic and clinical characteristics

A self-designed demographic questionnaire is used
to collect sociodemographic and clinical information
of participants. This instrument consists of questions
concerning gender, age, ethnicity, grade, sibling status,
primary caregiver, parental occupation, parental educa-
tion years, household income, medication use, and phys-
ical health status.

Outcome assessment

Diagnostic interview

Chinese version of the Kiddie-Schedule for Affective
Disorders and Schizophrenia-Present and Lifetime
version Diagnostic and Statistical Manual of Mental Disor-
ders fifth version (K-SADS-PL-C DSM-5):>" K-SADS-PL
DSM-5 is a semistructured interview using the DSM-5 as
the diagnostic criterion to assess psychiatric disorders in
children and adolescents aged 6-18 years, which involves
35 diagnoses.”’ It has been translated into Chinese and
validated, demonstrating fair to excellent inter-rater
(0.54-1.00) and test-retest (0.47-0.89) reliability.

Primary outcome

Clinical Global Impression-Severity scale (CGI-S):*? the
CGI-S is a 7-point Likert scale (1=not at all ill, 7=maximal
impairment). The higher the score, the greater the global
severity itis. The CGI-Sis a clinician-rated scale commonly
used in clinical trials of internalising disorders in youth,
and has been used as a primary outcome measure in an
RCT of UP-A.*%

Secondary outcomes

The secondary outcome indicators include the following
aspects: emotional symptoms, emotion regulation, cogni-
tive patterns, resilience, executive function, quality of
life and social functioning and family functioning. These
indicators will be assessed via adolescent self-reports,
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Table 1 UP-A treatment components
Session
Module Title count Weeks Content for adolescent Content for parent
1 Building and keeping 1 1 Build rapport, introduce clients  Build rapport and introduce
motivation to treatment structure, build treatment structure,
problems and goals psychoeducation about
emotions
2 Getting to know your 2 2-3 Psychoeducation about Establish general awareness
emotions and behaviours emotions, including parts of and understanding of
emotions, their function and emotional behaviours in
avoidance parent—child interaction
3 Introduction to emotion- 1 4 Opposite action, activity Introduction to the concept
focused behavioural tracking, emotion-focused of opposite action and its
experiments behavioural experience application in parenting
(opposite parenting
behaviours)
4 Awareness of physical 1 5 Awareness of physical Awareness of physical
sensations sensations, body scanning, sensations, criticism and
interoceptive exposures empathy
5 Being flexible in your 3 6-8 Cognitive distortions and Cognitive flexibility,
thinking cognitive flexibility, problem- consistency of rewards and
solving punishment, independence
granting
6 Awareness of emotional 1 9 Present-moment awareness, Present-moment awareness,
experiences non-judgemental awareness emotional modelling and
scaffolding of skills
7 Situational emotion 2 10-11 Review sKills, rationale Situational exposures, review
exposures for exposures, situational opposite parenting behaviours
exposures
8 Reviewing 1 12 Review, relapse prevention Review, relapse prevention

accomplishments and
looking ahead

UP-A, the unified protocol for transdiagnostic treatment of emotional disorders in adolescents.

parentreports and examiner-administered evaluations,
depending on the specific measure.

Emotional symptoms

Depression Self-Rating Scale for Children (DSRSC):> the
DSRSC is typically used to assess depression of subjects
over the past week, it consists of 18 items on a 3-point
scale (0-2 points) with a maximum score of 36. This scale
is rated by adolescents (Cronbach’s o = 0.79).

Screen for Child Anxiety-Related Emotional Disorders-
Child and Parent Reports (SCARED):** the SCARED is a
41-item child-report and parent-report questionnaire that
has been constructed to measure anxiety symptoms in
youth, with a total score ranges from 0 to 82. The Chinese
version of the SCARED has shown appropriate psycho-
metric properties.55 This questionnaire is rated by both
adolescents and parents (Cronbach’s o= 0.98 for adoles-
cents and .97 for parents).

Emotion regulation

Chinese adaptation of Emotion Regulation Question-
naire for Children and Adolescents (ERQ—CCA):56 the
ERQ-CCA is a self-report instrument that evaluates two

emotion regulation, cognitive reappraisal and expressive
suppression. It contains 16 items on a 7-point Likert-type
rating scale. This scale is rated by adolescents (Cronbach’s
o values ranging from .70 to 0.75).

Cognitive Emotion Regulation Questionnaire for chil-
dren (CERQ-Ck) 57 the CERQ-Ck is a self-report measure
that is used to evaluate nine cognitive emotion regulation
strategies of children. It consists of 36 items on a 5-point
Likert-type scale. This scale is rated by adolescents (Cron-
bach’s o values of nine scales ranging from .66 to 0.73).

Emotion Regulation Checklist (ERC):*® the ERC is a
24-item instrument on a 4-point scale, it is commonly used
to assess parent’s perspective of child’s ability to manage
and cope with emotion. Itincludes subscales of emotional
lability/negativity and emotional regulation. This scale is
rated by parents (Cronbach’s o was 0.76 for the lability/
negativity subscale and 0.81 for the emotional regulation
subscale).

Cognitive patterns
Children’s Automatic Thoughts Scale (CATS):™ it
contains 40 self-report items on a 5-point scale, covering
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a range of emotional content that is used to assess auto-
matic thoughts in youth. Higher scores reflect a greater
frequency of negative automatic thoughts. This scale is
rated by adolescents (Cronbach’s o = 0.95).

Executive function

Behaviour Rating Scale of Executive Function (BRIEF)
Parent version:* the parent-reported BRIEF was designed
to evaluate multidimensional executive function skills
of youth. It contains 86 items on a 3-point Likert scale.
Higher scores indicate more severe executive dysfunc-
tion. This scale is rated by parents (Cronbach’s alpha
values range from 0.96 to .98).

Rey-Osterrieth Complex Figure Test (ROCF), Stroop
Colour and Word Test (SCWT), Trail Marking Test
(TMT):*""% those neuropsychological tests are used to
evaluate the subject’s ability of visuospatial constructional
ability and visual memory, selective attention, inhibition,
spatial working memory respectively.

Resilience

10-item Connor-Davidson Resilience Scale
(CD-RISC-10):%* the CD-RISC-10 was designed to assess
resilience, it consists of 10 items on a 5-point Likert-type
scale, with higher scores representing greater ability to
cope with adversity. This scale is rated by adolescents
(Cronbach’s oo = 0.93).

Quality of life and social functioning

Paediatric Quality of Life Inventory 4.0 Generic Core
Scale (PedsQL 4.0 GCS):"the PedsQL 4.0 GCS is used
to measure the quality of life in children and adoles-
cents. It consists of 23 items on a 5-point Likert scale, and
comprises of parallel child self-report and parent proxy-
report formats. Higher scores indicating better quality of
life. In this study, the parent rating scale of adolescent
partis used (Cronbach’s oo = 0.94).

Children’s Global Assessment Scale (CGAS):* the
CGAS is a clinician-rated measure, designed to assess the
youth’s lowest level of global functioning during previous
months. It has a range of 1 (lowest functioning) to 100
(excellent functioning), lower scores reflecting greater
functioning impairment.

Family functioning

The short Chinese Egna Minnen av Barndoms Uppfostra
(s—EMBU-C):67 the s-EMBU-C was designed to assess
parenting style, it contains 42 items on a 4-point Likert
scale. The higher score reflects that parents are more
likely to adopt the corresponding parenting style. This
scale is rated by adolescents (Cronbach’s o values ranging
from 0.74 to .84).

Parenting Stress Index-Short Form (PSI-SF):*® the
PSI-SF was used to assess parenting stress, it consists of
36 items on a 5-point scale, higher scores are associated
with higher levels of parenting stress. This scale is rated by
parents (Cronbach’s o = 0.94).

Family Assessment Device (FAD):%  the FAD was
designed to assess family functioning in multiple

dimensions; it is a 60-item self-report measure and will
be completed by both adolescents and parents. Higher
scores represent poorer family functioning. This ques-
tionnaire is rated by both adolescents and parents (Cron-
bach’s o values ranging from 0.72 to .92).

We summarised all the evaluations and assessing time
points in table 2.

Data collection and management

All clinical data, including clinical interviews and ques-
tionnaires obtained for this research, will be treated as
confidential and securely stored. All written materials
are entered using Epidata software. Specialised data
entry staff enter the database within 1week of the orig-
inal data collection. A prompt supplement and verify are
necessary if data are incomplete or unclear. Participant
data will be identified by a unique ID number that will
be allocated after the participant gives consent to partici-
pate in the study. The ID linking the participant’s identity
or personal details will be stored in a password-encrypted
file located at Peking University Sixth Hospital in written
and computerised formats. All electronic information
will be backed up regularly to avoid loss. Only researchers
affiliated with the research will have access to clinic data.

Data analysis

All the data are entered and checked for statistical anal-
ysis. All outcome measures will be analysed based on the
intention-to-treat principle. Prior to analysis, a master’s-
level statistician will examine the database. Missing
data patterns will be evaluated using Little’s Missing
Completely at Random (MCAR).”" If the test indicates
no significant patterns of missing data, we will perform
multiple imputations (five imputations) on the original
dataset to address missing values.

Baseline comparisons between groups for sociodemo-
graphic variables will be conducted to ensure compara-
bility. For continuous variables (eg, age), independent
t-tests will be used, while categorical variables (eg,
gender) will be examined using %* tests. Additionally,
baseline comparisons for all primary and secondary
outcome measures will be performed using appro-
priate statistical tests (eg, independent t-tests or non-
parametric tests where necessary). Variables showing
significant baseline differences will be included as covari-
ates in the subsequent analyses to control for their poten-
tial influence. Mixed linear models will be employed to
analyse between-group differences across time points
for all outcome measures, both primary and secondary
outcomes will be included in the analysis. Fixed effects
will include time (T1, T2, T3, T4 and T5), group and
their interaction, while interindividual differences will be
modelled as random effects. To quantify the magnitude
of between-group differences, Cohen’s d effect sizes will
be calculated at each time point. The effect size will be
derived by dividing the mean difference between groups
by the pooled SD.
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Table 2 Evaluations applied at different time points

Baseline Week 4 Week 8 Post-treatment 3month follow-up

Measures (T1) (T2) (T3) (T4) (T5)
Informed consent [ |
Diagnostic interview ]
CGI-S | [ | | | |
Emotional symptoms

DSRSC o o { { ®

SCARED * * * * *
Emotion regulation

ERQ-CCA () () ) ] o

CERQ-Ck () o o ) o

ERC L g * L 2 L 2 L 4
Cognitive patterns

CATS () o ) o ([
Executive function

BRIEF * L 2 4

ROCF [ | | |

SCWT | | |

TMT ] [ ] [ ]
Resilience

CD-RISC-10 o o o ) [ ]
Quality of life and social functioning

PedsQL 4.0 GCS * * L 2 L 2 4

CGAS [ | | | | |
Family functioning

s-EMBU-C () () o ) [

PSI-SF [ | | | | |

FAD * * * * *

B = clinician-rated measure; ® = adolescent self-report measure; = parent-rated measure; * = measure completed by both parent and

adolescent.

BRIEF, Behaviour Rating Scale of Executive Function; CATS, Children’s Automatic Thoughts Scale; CD-RISC-10, 10-item Connor-Davidson
Resilience Scale; CERQ-Ck, Cognitive Emotion Regulation Questionnaire for children; CGAS, Children's Global Assessment Scale; CGI-S,
Clinical Global Impression-Severity scale; DSRSC, Depression Self-Rating Scale for Children; ERC, Emotion Regulation Checklist; ERQ-CCA,
Chinese adaptation of Emotion Regulation Questionnaire for Children and Adolescents; FAD, Family Assessment Device; PedsQL 4.0 GCS,
Pediatric Quality of Life Inventory 4.0 Generic Core Scale; PSI-SF, Parenting Stress Index-Short Form; ROCF, Rey-Osterrieth Complex Figure
Test; SCARED, Screen for Child Anxiety-Related Emotional Disorders-Child and Parent Reports; SCWT, Stroop Colour and Word Test; s-
EMBU-C, The short Chinese Egna Minnen av Barndoms Uppfostra; TMT, Trail Marking Test.

Ethics and dissemination
This trial has been approved by the Ethics and Clinical
Research Committees of Peking University Sixth Hospital
((2022) Ethics review number (71)) and will be performed
in accordance with the Declaration of Helsinki with the
Medical Research Involving Human Subjects Act (WMO).
All adolescent participants and their parents will have
been properly informed about the study characteristics
and objectives previously to study inclusion. They will also
be informed about the voluntary nature of participation

and the ability to leave anytime with the guarantee that
they will still receive treatment in the clinic.

Patient and public involvement

We recruit participants through online recruitment and
distribution of the brochure in outpatient clinics and
conduct trials with sufficient information on the study
design. We will obtain written informed consent from all
the adolescent participants as well as their parents before
group allocation. The results will be disseminated in a
peer-reviewed journal and a conference presentation.
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SPIRIT guidelines

This ;)rotocol report uses the SPIRIT reporting guide-
lines.”” The SPIRIT checklist is provided as supplemen-
tary material.

DISCUSSION

The present study is the first RCT using the UP-A in
Chinese adolescents with emotional disorders with multi-
dimensional assessment. This study has several aims. First,
it is an RCT protocol to provide foundation for further
verification of the efficacy of the Chinese version of UP-A.
Second, the study aims to analyse the efficacy of the UP-A
on multidimensional evaluations, including emotional
disorder severity, emotional symptoms, emotion regula-
tion, cognitive patterns, executive function, resilience,
quality of life and social functioning. Finally, the study
aims to investigate the amelioration of family functioning
with the UP-A.

This study has the following strengths, including the
use of a diagnostically heterogeneous sample, which
may closely resemble adolescents encountered in clin-
ical settings. Additionally, the protocol has been tailored
for Chinese adolescents, it is possible that the use of the
treatment in group format (a more cost-effective format
than individual therapy) can help to disseminate and
increase the access to this intervention for adolescents,
which can also provide adolescents with more opportuni-
ties to gain peer supports. Besides, the extended parent
module which contained 12 sessions can more effectively
address family functioning. Furthermore, considering
that the participants are a transdiagnostic group and the
presence of other comorbidities, the primary outcome of
this study is rated by physicians to ensure that the severity
of different diseases can be assessed at the same time, and
the blinded evaluators, along with the multidimensional
assessments including objective assessments will allow a
better and more comprehensively evaluation of patients
and their families. Finally, as far as we are aware, this is the
first RCT testing the UP-A for Chinese adolescent with
emotional disorders. Positive outcomes from this study
may contribute to the wider adoption of such transdiag-
nostic approaches in our country.

This protocol follows evidence-based clinical practice
guidelines. The National Institute for Health and Care
Excellence (NICE) and the American Academy of Child
and Adolescent Psychiatry (AACAP) guidelines identify
Cognitive Behavioural Therapy (CBT) as the first-line
treatment for emotional disorders in youth, while the
WHO guidelines emphasise the necessity of parental skills
training in treating adolescent emotional disorders.”"’
These align with the core components and therapeutic
framework of the UP-A. This protocol will evaluate the
efficacy of UP-A in the Chinese cultural context, aiming
to provide a standardised and scalable treatment protocol
for Chinese adolescents with emotional disorders.

The current study should be interpreted in the context
of the following limitations. First, given our limited

resources, we employee a TAU control rather than a
specific active comparison. Future studies with a posi-
tive control group are recommended. Additionally, we
utilised a relatively short follow-up period of 3 months.
Future studies should employ extended follow-up periods
of 12-24 months to evaluate long-term outcomes. We
recommend a standardised follow-up protocol combining
clinical assessments and digital monitoring, with strate-
gies to minimise attrition rates.

In summary, this study will conduct an RCT comparing
the UP-A against a TAU control in China for adolescents
with emotional disorders. Multidimensional assessment,
along with a 3 month follow-up, will be employed to study
the efficacy of the protocol. Despite these limitations,
positive results from this study will contribute to the liter-
ature supporting the use of transdiagnostic approaches
and offer a promising strategy for addressing emotional
disorders among Chinese adolescent.
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