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Abstract

Despite ample evidence for transdiagnostic interventions in clinical populations and in universal prevention approaches, there
are only a few controlled trials examining their role for indicated prevention. This study is the first randomized controlled
trial to assess the effectiveness of a brief, 8-session group version of the Unified Protocol for Transdiagnostic Treatment of
Emotional Disorders in Adolescents (UP-A), called PROCARE-I (Preventive Transdiagnostic Intervention for Adolescents at
Risk for Emotional Disorders-Indicated), delivered online, and including a booster session, in reducing symptoms of anxiety
and depression in adolescents compared to an active control condition. Sixty-four adolescents (53% identifying as female) with
elevated levels of anxiety and/or depression were randomly assigned to either the 8-week PROCARE-I or the active control
condition. Self-report, parent, and clinician measures were collected before and after the interventions, at the 6-month follow-
up, and 1 month after the booster session. After the intervention, participants in the PROCARE-I group showed improved
scores on 9 of the 13 primary and secondary outcome measures, including reduction of anxiety and mood symptomatology,
level of risk of developing emotional disorders, resilience, as well as increase of psychological flexibility, and emotional regu-
lation. In contrast, those in the control group showed improvements in only 2 of the 13 outcome measures. After the booster
session, significant differences were found between the PROCARE-I and control condition on measures of overall anxiety and
depression symptoms, emotional risk, resilience, and quality of life. Low dropout rates and limited incidence of emotional
disorders were observed at follow-ups. The interventions were well-accepted, with high satisfaction rates.
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Introduction et al., 2015). An increased number of adolescents suffer-
ing from symptoms of anxiety or depression that are just
Anxiety and depression are common, chronic, and impair-  below the clinical threshold has been observed in the wake

ing disorders with a first onset often occurring during  of the COVID-19 pandemic and its aftermath (e.g., Racine
adolescence and affecting close to a quarter of all adults et al., 2021). Both clinical and subclinical levels of anxi-
during their lifetime (Canals-Sans et al., 2018; Polanczyk ety or depression, with a high tendency for co-occurrence,
are negatively related to social and family functioning, are
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have elevated symptoms of anxiety and/or depression,
but the symptoms do not qualify for a clinical diagnosis.
Addressing elevated symptoms at an early age is crucial to
improve functioning and well-being, and potentially prevent-
ing new cases of a clinical disorder (Beardslee et al., 2013).
Therefore, indicated prevention may be the key to mitigating
adolescents’ high levels of emotional problems before full
symptoms evolve (van Starrenburg et al., 2017).

Meta-analytic and review data of indicated prevention
programs for emotional problems have shown them to be
more promising than universal prevention, i.e., interven-
tions targeting the general population (Bennett et al., 2015;
Hugh-Jones et al., 2021; Lawrence et al., 2017; Teubert
& Pinquart, 2011). It has also been argued that indicated
prevention programs may have the potential to be effective,
given the greater potential scope of the change in symptoms
(Dodge, 2020; Jiménez-Vazquez et al., in press). However,
most of the studies have found relatively small or modest
effects in the short term, with many findings dissipating over
the long term, which suggests the need for booster sessions
to maintain the effects of such indicated programs over time
(Rasing et al., 2017; Stockings et al., 2016).

To date, most indicated preventive interventions have focused
on either anxiety or depression, despite the high comorbidity
of these conditions (Yapan et al., 2022). Interest in transdiag-
nostic approaches not only for clinical conditions but for the
prevention of emotional problems in adolescents has increased
in recent years (Vivas-Fernandez, Garcia-Lopez & Jimenez-
Vazquez, in press). Transdiagnostic approaches address emo-
tion regulation to reduce emotional symptomatology in anxiety
and depression through cognitive behavioral therapy (CBT)
strategies (Peris-Baquero et al., 2022). However, data from a
meta-analytic review of both depression and anxiety preven-
tion based on CBT for at-risk adolescents suggests that current
randomized control trials (RCT) of such indicated prevention
programs are scarce and suffer from methodological limita-
tions, with only 16% of the studies including any active control
condition (ACC) at all (Bennett et al., 2015; van Doorn et al.,
2021). As the use of waitlist control conditions (WLCs) in RCT
may overestimate treatment effects and thus artificially inflate
the effect sizes of therapies, the inclusion of ACC in RCT is
recommended (Faltinsen et al., 2019; Furukawa et al., 2014).

A transdiagnostic treatment with a strong evidence base is
the Unified Protocol for Transdiagnostic Treatment of Emo-
tional Disorders in Adolescents (UP-A; Ehrenreich-May
et al., 2018). UP-A has the potential to meet all requirements
for indicated prevention and has already been proven effec-
tive as an intervention treatment program for adolescents
with clinical emotional disorders in several studies (for a
review, please see Ehrenreich-May & Kennedy, 2021). It
has been tested for universal prevention in an open trial and
compared to a wait-list control group (Garcia-Escalera et al.,
2019, 2020), for selective prevention in a RCT compared to

an active control group at 6-month (Vivas-Fernandez et al.,
2023) and 12-month follow-up (Vivas-Fernandez et al., in
press), as well as for indicated preventive purposes in an
initial cluster randomized wait-list-controlled trial (Schmitt
et al., 2022). However, this intervention has not been tested
in adolescents with elevated anxiety and/or depression com-
pared to an active control condition, an abbreviated 8-week
adaptation of Utalk preventive intervention (La Greca et al.,
2016). Further, there is an absence of information about the
potential benefits of including booster sessions.

There is a critical need for adapting evidence-based inter-
ventions for clinically disturbed adolescents to reach out to
those at high risk and examine its efficacy in an RCT, using
ACC. To cover this gap, under Prf. Ehrenreich-May’s permis-
sion and supervision, UP-A was adapted as PROCARE-I to
be used in a group and telepsychology format with a reduced
number of sessions along with a booster session conducted
6 months after the intervention. This study is aimed at evaluat-
ing the efficacy of an abbreviated, indicated transdiagnostic
preventive intervention for anxiety and depression symptoma-
tology in adolescents, named PROCARE-I, compared to an
ACC based on emotional psychoeducation. The RCT is to
measure the impact of interventions on improving the quality
of life of young people, resilience, and psychological flexibil-
ity by increasing emotional literacy, self-awareness, self-regu-
lation, motivation, empathy, and social skills. It was hypothe-
sized that PROCARE-I would be more effective than the ACC
using between-group comparisons across time assessments.
In addition, within-group comparisons PROCARE-I would
demonstrate greater improvements in emotion regulation, psy-
chological flexibility, quality of life, and a decrease in anxiety
and depressive symptomatology and level of emotional risk,
with small to medium effect sizes.

Methods
Design

The present study follows a two-arm double-blind RCT
(Arm 1 = Active control condition; Arm 2=PROCARE-I) in
Spanish adolescent population. To test the efficacy and effi-
ciency of PROCARE-I, we followed the Consolidated Stand-
ards of Reporting Trials (CONSORT: http://www.consort-
statement.org) and the SPIRIT guidelines (Standard Protocol
Items: Recommendations for Intervention Trials). The study
was registered at the ClinicalTrial.gov database: Clinical-
Trials.gov Identifier: NCT05252026. Assessment periods
included a baseline, a post-test, a 6-month follow-up, and a
1-month follow-up after the booster session (7 months after
core intervention) (see Fig. 1). Both groups received a group
and online intervention using telepsychology (Google Meet)
because of social distancing measures due to the COVID-19
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PRE-TREATMENT EVALUATION

309 completed questionnaires
M Age=14.57 (1.74)

Boys =96 (31.06%)

Girls = 211 (68.29%)
Non-binary = 2 (0.65%)

Recruitment

Excluded (n =241)
- With normal scores (n =17)

\4

Randomization
(n=68)

l

v

- With selective scores (n =132)

- With clinical scores (n = 49)

- In psychological or psychiatric treatment (n = 11)
- Decline to participate (n =24)

- No response (n = 8)

Assignment to experimental group

post-treatment evaluation

ACC Group n =31 Intervention PROCARE-I Group n =37
M age =13.55 (1.54) M age =14.01 (1.53)
Boys = 14 (45%) Boys = 17 (46%)
Girls = 17 (55%) Girls = 20 (54%)
Analyzed (n = 28) POST-TREATMENT Analyzed (n =36)
Drop-outs (7 = 3; 9.6%) EVALUATION Drop-outs (1 = 1; 2.7%)
FOLLOW-UP v
Analyzed (n = 28) EVALUATION Analyzed (n = 28)
Lost to follow-up (n = 0) (6 Month) Lost to follow-up (n = 0)

Follow-ups

Booster session

1 MONTH
FOLLOW-UP

Analyzed (n = 28; = 100%)
Lost to 1-month Follow-up after
booster (7 = 0)

AFTER BOOSTER
SESION
EVALUATION
(6 Month)

Analyzed (n = 36; = 100%)
Lost to 1-month Follow-up after
booster (n =0)

Fig. 1 Consort flow diagram

pandemic. PROCARE-I received the institutional review
board (IRB) approval, and all evaluations were conducted
in an online format through a secure platform. This research
was authorized by the bioethics committee of the University
of Jaen (ID: GEN-3461-aab8-41a3-85¢2-ca28-5102-cdda-
8d53). The trial was planned according to internationally
adopted guidelines (ICH-E6, E8, and E9), being also con-
sidered other guidelines, e.g., from the European Medicine
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Agency (EMA). PROCARE-I adhered to current data pro-
tection legislation (Regulation (EU) 2016/679).

Participants
The screening included 309 adolescents between 12 and

18 years of age (M =14.57; SD=1.74). Specifically, 211
self-reported their gender as female (68.29%), 96 as male
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(31.06%), and 2 as non-binary (0.65%). Out of 309 partici-
pants, 100 evidenced emotional symptomatology and were
eligible to enter the trial. The selected sample of this study
consisted of 64 youths (53% female and 47% male) who
decided to enroll in the RCT, ranging from 12 to 18 years
old (M=13.69; SD=1.56). As can be seen in Table 1, age,
gender, and nationality distribution were homogeneous for
both conditions and there was no relation of interdependence
between the experimental conditions and any of the sociode-
mographic variables tested (p > 0.05).

The inclusion criteria were: 1) informed consent by the
legal guardian and the adolescent; 2) technological means
to attend the online sessions; 3) measurements above the
limit on the emotional problems scale of the Spanish ver-
sion of self-reported Strength and Difficulties Question-
naire (SDQ) for adolescents or for parents-reported version
(Barriuso-Lapresa et al., 2014; Ortufio-Sierra et al., 2014);
4) scores above the normative data for overall symptomatol-
ogy or any of the subscales (depression, panic, social phobia,
separation, generalized anxiety and obsessive compulsive
disorder) measured with the Revised Children’s Anxiety
and Depression Scale (RCADS-30; Piqueras et al., 2017);
5) absence of a diagnosis of anxiety and/or mood disorders
on the basis of the semi-structured interview of the Anxi-
ety and Related Disorders Interview Schedule for DSM-5
(ADIS-5-C/P; Albano & Silverman, in press) administered
to the child and the parents; 6) not receiving psychological/
psychiatric treatment, 7) no presence of acute suicidality;
and 8) no presence of autism spectrum disorder diagnosis.
Participants were randomly allocated to either ACC (N=31)
or PROCARE-I (N=37) (See Fig. 1).

Measures

The assessment of primary and secondary outcomes
included the following self-reported measures via a survey

Table 1 Sociodemographic variables and attendance

ACCn=28 Procare-In=36 Statistical test

M (SD) M (SD)

Age 13.46 (1.55) 13.86 (1.57) Z=-1.13; p=.26

Gender x2 (1)=.004;
p=.95

Female 15 (53.6%) 19 (52.8%)

Male 13 (46.4%) 17 (47.2%)

Nationality x2 (1)=.651;
p=.42

Spanish 24 (85%) 28 (77.8%)

Not Spanish 4 (15%) 8 (22.2%)

Attendance 7.68 (0.72)  7.58 (0.65) Z=-1.07,p=.282

(0-8)

ACC Active control condition, M =Mean, SD = Standard Deviation

supported by Limesurvey©. The clinical diagnostic inter-
view was administered online via videoconference.

Primary outcome measures The Strengths and Difficulties
Questionnaire (SDQ, Goodman, 1997) (www.sdqinfo.org) is
a 25-item questionnaire to assess emotional and behavioral
problems, hyperactivity/inattention, peer relationship prob-
lems, and prosocial behavior in children and adolescents. It
has been translated into several languages, including Span-
ish, and has a broad cross-cultural validity. It has a 3-point
Likert scale from 0 to 2 ("not true", "somewhat true" and
"certainly true"). Both the self-report and the parent ver-
sion had shown adequate psychometric properties and cut-
off scores for screening purposes (Barriuso-Lapresa et al.,
2014; Ortuiio-Sierra et al., 2014). Due to the nature of our
study, the 5-item emotional subscale of the parent and self-
report SDQ were administered. In this study, the reliability
(Cronbach’s alpha; o) was 0.82 and 0.78 for self-reported
and parent versions, respectively.

The Revised Child Anxiety and Depression Scale, 30-item
version, RCADS-30 (Sandin et al., 2010) consists of 30 items
with a Likert-type scale from 0 to 3 ("never", "sometimes",
"often" and "always"). It assesses anxiety and depression
symptoms in children and adolescents through different sub-
scales: panic disorder (PD), social phobia (SP), separation
anxiety disorder (SAD), generalized anxiety disorder (GAD),
obsessive—compulsive disorder (OCD), and major depres-
sive disorder (MDD). The RCADS-30 has excellent psycho-
metric properties and cut-off points for Spanish populations
(Piqueras et al., 2017). In our study, the RCADS-30 total
score was found to have excellent mean reliability (a=0.90).
Acceptable to good reliability was also found for the sub-
scales, with values ranging from 0.65 to 0.78.

The Anxiety Disorders Interview Schedule for DSM-5 —
Child and Parent Versions (ADIS-5-C/P; Albano & Silver-
man, in press) assesses anxiety disorders in 6- to 17-year-
olds and is organized according to the anxiety disorders
listed in the 5th Edition of the Diagnostic and Statistical
Manual of Mental Disorders (DSM-5; American Psycholog-
ical Association, 2013). The ADIS-5-C/P consists of com-
parable but separate child and parent interviews. Although
designed specifically to diagnose anxiety disorders, the
children's version (ADIS-5-C) also assesses affective disor-
ders and ADHD and includes screening for other conditions
(substance abuse, schizophrenia, eating disorders, somato-
form disorders, etc.). The parent version (ADIS-5-P) also
assesses conduct disorders and includes screening for other
conditions (such as enuresis, pervasive developmental dis-
orders, and learning disorders). This interview was used to
diagnose or rule out a diagnosis at baseline. The presence
of any disorder was considered based on information pro-
vided by both adolescents and parents. A composite severity
score (CSR) was also obtained by the clinician on a scale
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from O to 8, clinically significant at 4 points and above. A
Spanish translation was administered after obtaining Oxford
University Press’ approval for the ADIS-5- C/P to be used
for research purposes. The interviews were administered,
through Google Meet, separately to the adolescent and the
parents, taking an average duration of 90 min.

Secondary outcome measures The 10-Item Connor-David-
son Resilience Scale (CD-RISC-10; Campbell-Sills & Stein,
2007) is a self-report shortened version of the original Con-
nor & Davidson, (2003) scale. It assesses resilience through
10 items with a 5-point Likert-type response format. The
internal consistency of the Spanish version is «=0.85 and
is considered a reliable and valid instrument to measure this
construct (Notario-Pacheco et al., 2011). In this study, we
found excellent reliability (x=0.92).

The KIDSCREEN-10 Index (Ravens-Sieberer et al.,
2001). A questionnaire developed from the KID-
SCREEN-27 which assesses the overall health-related
quality of life of children and adolescents concerning
physical, mental, and social health status. This instru-
ment contains 10 items with a Likert-type response format
ranging from O to 5 (“not at all”, “a little”, “moderately”,
“a lot” and “very much”). The psychometric properties
are adequate (Ravens-Sieberer et al., 2010). In this study,
Cronbach’s alpha value was 0.85.

The Willingness & Action Measure for Children and
Adolescents (WAM-C/A; Greco et al., 2004; Larson,
2008) is a measure of psychological flexibility assess-
ing the willingness to accept and be in contact with emo-
tions, thoughts, feelings, or emotional experiences which
generate discomfort (acceptance subscale), as well as
the tendency to act in line with important life values and
goals (action subscale). It has 14 items with a Likert-type
response format scored from O to 4 ("not true at all", "a lit-
tle true", "quite true", "true" and "very true"). The Spanish
adaptation of Cobos-Séanchez et al., (2020) has shown a
Cronbach's alpha of 0.87 for the total score. In this study,
Cronbach’s alpha value was 0.72.

The Difficulties in Emotion Regulation Scale (DERS;
Gratz & Roemer, 2004). The Spanish adaptation was
applied, which has shown adequate psychometric prop-
erties in Spanish adolescents (Hervas & y Jédar, 2008).
It assesses emotional regulation through 36 items with a
Likert-type response format ranging from 0 to 4 (“Almost
never”, “sometimes”, “half the time”, “most of the time”,
“almost always”) grouped into six dimensions: (1) non-
acceptance of emotional responses, (2) difficulties in
directing behavior towards goals when upset, (3) diffi-
culties in controlling impulsive behaviors when upset,
(4) effective emotional regulation strategies, (5) lack of
emotional awareness and emotional clarity. In this study,
Cronbach’s alpha value was 0.82.

@ Springer

Other measures The Client Satisfaction Questionnaire
(CSQ-8, Larsen et al., 1979). The CSQ-8 is a self-report
questionnaire assessing the general level of satisfaction with
the service received. It is comprised of eight items which are
scored on a scale, ranging from 1 to 4. The total score varies
from 8 to 32, where a higher score indicates greater satisfac-
tion with the service received. Good psychometric properties
for the Spanish-speaking population have also been found
by Vazquez et al., (2019). In this study, Cronbach’s alpha
value was 0.82.

Procedure

This trial was divided into several phases: screening, pre-test
assessment, and allocation to treatment conditions, 8-ses-
sions of a 60-min length intervention, a post-test assess-
ment, a 6-month-follow-up followed by a 60-min booster
session, and a 1-month follow-up after the booster session.
The sample was recruited through secondary education cent-
ers, social media, and mass press, as well as local, regional,
and national administrations of the Spanish state organiza-
tion related to education and youth. Informed consent was
obtained from legal guardians and the adolescents them-
selves. The SDQ, CD-RISC, and RCADS-30 were adminis-
tered online and used for screening purposes. The presence
of a clinical diagnosis was determined using ADIS-5-C/P to
rule out the diagnosis. All participants received written or
oral feedback on the results.

Those adolescents who met the previously described
inclusion and exclusion criteria were assigned to PRO-
CARE-I and ACC groups. All participants were randomly
assigned to one of the conditions and had no knowledge
of which intervention they were receiving. Assessors were
also blind to treatment allocation. Adolescents with scores
indicative of the presence of emotional risk but the absence
of emotional symptomatology (i.e., selective scores) were
offered the possibility to participate in a selective prevention
program. In addition, adolescents with a clinical disorder
were referred to public mental health services. To encour-
age maximum fidelity to the protocol, online training was
used to train therapists in both PROCARE-I and ACC. The
high standards supervision of the UP-A techniques was per-
formed under the supervision of Prof. Jill Ehrenreich-May.
All therapists passed all treatment competency checks fol-
lowing training. Additional measures of protocol adherence
and treatment integrity were developed during the RCT for
both treatment conditions. Fidelity sheets were filled in by
therapists after each session and were supervised by the
University of Miami’s team as independent evaluators to
maintain the maximum possible fidelity to treatment content
and manual directions.

Before the first session, 12 adolescents enrolled in the
ACC declined to enter the trial claiming that it would
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interfere with academic assignments and perception of lack
of usefulness. As for the PROCARE-I condition, another 12
adolescents were unable to commit to a treatment schedule.

An intention-to-treat (ITT) analysis revealed no signifi-
cant differences (p > 0.05) between the sample assigned to
the initial treatment (N=100) and the one which benefited
from experimental treatment conditions (N =68). As a result,
adolescents were allocated to either the control condition
(n=31) or the PROCARE-I (n=37) group. During trial,
three and one adolescents dropped out of the ACC and PRO-
CARE-I conditions, respectively. As a result, 28 (90.4% of
the sample retained) and 36 (97.3% of the sample retained)
adolescents completed the control and PROCARE-I condi-
tions, respectively.

During the post-treatment and follow-up assessment peri-
ods, all parents and adolescents were reassessed. Follow-
ing the recommendations of the EU Clinical Trial Directive
(2001/20/EC) and Regulation (536/2014), compensation to
research participants was not a benefit and was not listed in
the benefits section of the protocol. Recruitment techniques
(e.g., advertising) did not focus on compensation as a means
of enticing potential participants. Those participants who
enrolled in the RCT and post-test assessment did not receive
any compensation. Only adolescents and parents participat-
ing in the booster session and follow-up assessments were
eligible to be compensated for their time.

Experimental conditions

The two experimental conditions (PROCARE-I and ACC)
included a 15-min initial informational and individual session
with the adolescent and their family (session 0). The follow-
ing sessions were group-based (6—8 adolescents) and run by
a therapist and a co-therapist certified by the University of
Miami and held via Google Meet. Both conditions included
a booster session (60-min-length) six months after the inter-
vention to maintain the effects of interventions over time.
Details of each treatment strand are provided below:

The PROCARE-I intervention was an abbreviated adapta-
tion of the Unified Protocol for Transdiagnostic Treatment of
Emotional Disorders in Adolescents (UP-A, Ehrenreich-May
et al., 2018). The UP-A uses evidence-based CBT strate-
gies for the treatment of emotional disorders such as emo-
tion education, cognitive reappraisal, behavioral activation,
and a range of exposure techniques; along with others such
as motivation enhancement and mindfulness techniques.
It aims to promote change through improvements in emo-
tional reactivity and regulation skills, enhancing tolerance to
distress associated with negative emotions and reducing or
eliminating maladaptive emotional behaviors that reinforce
the intensity of emotional distress in the long term. The fol-
lowing modules were delivered: education about emotions
and emotional behaviors, introduction to emotion-focused

behavioral experiments, awareness of physical sensations,
flexible thinking, emotional awareness, and situation-based
exposures to emotion. PROCARE-I did not include UP-A’s
parent-directed materials but parents were informed of ado-
lescent’s session contents at end of each session.

The ACC active control condition was an abbreviated
8-week adaptation of the 12-week UTalk preventive inter-
vention for adolescents who are at risk for problems with
social anxiety and/or depression developed by La Greca
et al., (2016). UTalk is based on emotional psychoeduca-
tion in a group format, emphasizing discussion of thoughts,
feelings, and behavior as parts of emotion, and providing
support around generally distressing events. No explicit
coping strategies for dealing with strong emotions or CBT
strategies beyond psychoeducation were provided as part
of this program. ACC was a youth-focused intervention but
parents were informed of adolescent’s session contents at
end of each session.

Data analysis

Data were coded and analyzed with the statistical pack-
age IBM SPSS Statistics 28.0 (IBM Corp Released, 2021).
First, analyses were carried out to ensure the equivalence
of the experimental conditions in the pretest. Comparisons
between sociodemographic variables between control and
PROCARE-I were calculated using Z (Mann Whitney's U
for nonparametric comparisons with a quantitative variable;
x2 (Chi-square) for comparisons with a nominal variable).
As no differences were found according to any of the soci-
odemographic variables (p > 0.05), subsequent analyses
were performed without controlling for gender, age, or any
other variables. Between-group analyses were examined
using the Student's t-test and the Mann Whitney’s U test
(for nonparametric comparisons) at the pretest, post-test,
6-month follow-up, and 1-month after the booster session.
Within-group comparisons were calculated for each condi-
tion. Descriptive analyses (means and standard deviations)
of the different experimental groups were carried out to
examine differences between pre-test and post-tests using
either ANOVA for paired samples or the Friedman test for
nonparametric comparisons. Finally, should significant com-
parisons between pre-test and post-test (post-interventions,
follow-up, and post-booster sessions) be evident, either
Student's t-test paired-samples or the Wilcoxon signed-
rank test (for nonparametric comparisons) were computed.
Effect sizes were analyzed using Cohen’s d (typified mean
difference) (Cohen, 1988) and Pearson’s r (Coolican, 2009).
For parametric comparisons, Cohen’s d: small (al)=0.2,
medium (a2)=0.5, large (a3)=0.8 was used; for nonpara-
metric comparisons Pearson’ r: small (b1)=0.1, medium
(b2)=0.3, large (b3)=0.5.

@ Springer



15490

Current Psychology (2024) 43:15484-15498

Results
Between-group analyses

No statistically significant differences between the con-
ditions were found regarding age, gender, ethnicity nor
attendance to sessions (Table 1). As can be seen in Table 2,
results revealed no statistically significant differences
among the conditions at the baseline or pretest.

At the post-test (Table 2), statistically significant dif-
ferences were observed in the psychological flexibility
between ACC and PROCARE-I, with a medium effect
size. At follow-up, significant differences in favor of
PROCARE-I were found in the self-reported level of emo-
tional risk and emotion regulation, with low effect sizes. At
1-month following the booster session, data showed signifi-
cant statistical differences on primary outcome measures,
revealing that PROCARE-I was significantly superior to
ACC in the reduction of overall mood and anxiety symp-
tomatology, specific panic and separation anxiety symp-
tomatology and decrease of the level of emotional risk as
reported by both adolescents and parents, with medium
effect sizes. Further, PROCARE-I increased significantly
secondary measures such as quality of life, resilience and
psychological flexibility compared to ACC, with low to
medium effect sizes.

Within-group analyses

For the ACC condition, significant differences on pri-
mary outcome measures at post-test were limited to the
level of emotional risk measured by parents and obses-
sive—compulsive symptomatology, with medium effect
sizes (Table 3). Compared to the pretest, at the 6-month
follow-up participants evidenced a decrease in panic
symptomatology, obsessive—compulsive symptomatol-
ogy, overall anxiety and mood symptomatology and level
of emotional risk measured by parents. In addition, an
increase in levels of resilience and emotion regulation
were found. Effect sizes were medium with the excep-
tion of obsessive—compulsive symptomatology, which
was high. These differences were maintained at follow-up
following booster, except for overall anxiety and mood
symptomatology. Finally, emotional regulation reached
unique significance between post and follow-ups, with
medium effect sizes.

As far as the PROCARE-I condition is concerned, com-
parisons between the pretest and post-test or follow-ups
revealed significant differences for most of the primary and
secondary outcome measures (see Table 4). Youth in the
PROCARE-I condition evidenced statistically significant
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improvement after intervention in overall anxiety and mood
symptomatology and a specific decrease in generalized anx-
iety, obsessive—compulsive and depressive symptomatol-
ogy, with low and medium effect sizes. In addition, there
was evident a significant reduction in the level of emotional
risk reported by parents and adolescents, with medium and
large effect sizes. Gains were also observed in secondary
outcome measures at post-test: an increase in the level of
resilience, emotion regulation, and psychological flexibility,
with medium effect sizes. Compared to the pretest, at the
6-month follow-up, participants also evidenced improve-
ments in their panic and separation anxiety symptomatology
in addition to gains at the post-test. Most of the effect sizes
at the 6-month follow-up were large. Further, comparisons
between the pretest and 1-month follow-up after the booster
session revealed a significant unique decrease in social anxi-
ety symptomatology and an increase of effect sizes in all
treatment outcome measures, mostly in the large range. Sta-
tistical testing of secondary outcomes revealed significant
differences in the levels of resilience, psychological flex-
ibility, and emotion regulation between pretreatment and
follow-ups with medium to large effect sizes. Only separa-
tion anxiety symptomatology and emotion regulation were
significant between the post-test and 6-month follow-up,
with medium and high effect sizes, respectively. There was
a positive effect of the booster session when compared to
the post-test on primary outcome measures: statistically sig-
nificant improvement in emotional risk as reported by both
adolescents and parents, in overall anxiety and mood symp-
tomatology, and a specific decrease in generalized anxiety,
panic, separation anxiety, and depressive symptomatology,
ranging from low to large effect sizes. Additional gains were
also observed on secondary treatment measures: an increase
in levels of resilience and emotion regulation, with large
effect sizes. Finally, a specific effect of the booster session
was observed in the decrease of overall anxiety and mood
symptomatology and level of emotional risk as reported by
parents as well as an increase of levels of resilience, mostly
with medium effects sizes.

At 6-month follow-up after the intervention, 3 participants
in the ACC (10.7%) and 2 in PROCARE-I (5.6%) evidenced
a clinical emotional disorder. Specifically, one girl was diag-
nosed with MDD, another with social phobia, and a third one
with social phobia and comorbid MDD in the control condi-
tion. At PROCARE-I, two girls developed a social anxiety
disorder. There were no differences between conditions in
preventing the onset of clinical disorders (p > 0.05).

Attendance, feasibility, fidelity, and acceptability
rates

The attendance of participants to sessions (range: 0—8) was
high for the ACC (M =7.68; SD=0.72) and PROCARE-I
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Post- b

booster

(post-b) test

Follow-UP
(F-U)

ment (Post)
Mean (SD)

Pre-treatment

(Pre)

Mean (SD)

Mean (SD)

Mean (SD)

Post > Post-b
.001%#** (.59

Post>F-U

Pre > Post-b

Pre > Post Pre>F-U
0071 % 0071

L0087

37.01%%*

94.11 (22.19) 82.33(20.53) 71.97 (22.30) 71.64 (22.73) X2, (3)

DERS

.001%* (.54

(092 ;3) b3) b3)

(71y3)

RCADS (Total) Revised Children’s Anxiety and Depression Scale Total score, RCADS (GAD) RCADS Generalized Anxiety Disorder subscale, RCADS (SoP) RCADS Social Phobia subscale,

(046 ,,)
RCADS (PD) RCADS Panic Disorder subscale, RCADS (MDD) RCADS Major Depressive Disorder subscale, RCADS (SAD) RCADS Separation Anxiety Disorder subscale, RCADS (OCD)

RCADS Obsessive Compulsive Disorder subscale, Emotional subscale Self-Report SDQ: The Strengths and Difficulties Questionnaire (Adolescents); Emotional subscale Parent SDQ: The

Strengths and Difficulties Questionnaire (Parents); CD-RISC: 10-Item Connor-Davidson Resilience; KIDSCREEN: KIDSCREEN-10 Index; WAM: Willingness & Action Measure for Children

and Adolescents

=5

0.8. Pearson’s r (non-parametric): small (b1)=.1, medium (b2)=.3, large (b3)

=0.5, large (a3)=

0.2, medium (a2)

*p<.05; ##p < 01; *#¥#p < .001. Effect size: Cohen’s d: small (al)

(M=17.58; SD=0.65), with no statistical differences between
conditions, (Z=-107, p=0.28). Participation of adolescents
was also high (0-16) in ACC (M =10.78; SD=4.00) and
PROCARE-I (M=10.11; SD=3.44) with no statistical
differences between conditions, Z=-0.88, p=0.37. Fidel-
ity of therapists to manualized interventions data revealed
that 98.7% and 97.8% were fully compliant with the check-
list for ACC and PROCARE-I, respectively. Participant’s
satisfaction levels, as measured by the Client Satisfaction
Questionnaire (CSQ-8, range 0-32), were medium—high
for ACC (M =24.7; SD=3.74) and PROCARE-I partici-
pants (M =25.34; SD=4.19), with no statistical differences
between conditions (p =0.40).

Discussion

This paper presents the results of an RCT that examined the
efficacy of PROCARE-I, an abbreviated group-based adap-
tation of UP-A, delivered via telepsychology with a 60-min
booster session for indicated prevention, as compared to
an emotion education and support condition. The results
showed that PROCARE-I, as an indicated preventive trans-
diagnostic intervention, significantly reduced adolescents’
anxiety and depression symptoms and the risk of devel-
oping anxiety and/or depressive disorders in adolescents
while improving resilience, psychological flexibility, and
emotional regulation at both the post-test and the 6-month
follow-up. These data suggest that the PROCARE-I preven-
tive intervention is not only effective in reducing emotional
symptomatology and emotional risk, but it also impacts on
another transdiagnostic variables, such as resilience, emo-
tion regulation, and psychological flexibility, with medium
to high effect sizes.

Compared to the ACC, PROCARE-I showed significant
improvements in primary measures assessing overall anxiety
and depressive symptomatology, panic, separation anxiety,
and emotional risk reported by both adolescents and parents,
as well as in the secondary measures of resilience, quality
of life, and psychological flexibility, one month after the
booster session. The presence of between-group differences
at follow-up following the booster session is consistent with
recent study conducted by Schmitt et al., (2022) with a at
3-month follow-up but contrast with other studies reveal-
ing no differences over the long term (Hugh-Jones et al.,
2021; Rasing et al., 2017; Stockings et al., 2016; Teubert &
Pinquart, 2011).

Differences in these particular variables in the PRO-
CARE-I rather than ACC suggest transdiagnostic measures
may be more sensitive to capture treatment changes in evi-
dence-based transdiagnostic protocols. These findings are
in line with other transdiagnostic interventions showing an
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increase in client cognitive flexibility (Milgram et al., 2022;
Morris & Mansell, 2018, Sighvatsson et al., 2020). This sug-
gests that the PROCARE-I intervention may exert preventive
effects on anxiety or depression symptomatology through
improved emotion management and psychological flex-
ibility. However, at post-treatment, the differences between
both interventions were only significant for psychological
flexibility, which was maintained after the booster session.
Indeed, the booster session contributed to maintaining long-
term effects, highlighting the relevant role of the booster ses-
sion for the transdiagnostic treatment in the maintenance of
effects over time, which is consistent with reports from other
studies (Loevaas et al., 2020; Rasing et al., 2017; Stockings
et al., 2016).

The acceptability of both interventions was found to be
good with a limited number of dropouts and good partici-
pant satisfaction in both conditions. Thus, participants who
attended a large number of sessions in both conditions and
drop-outs during the intervention were limited to 9.6% and
2.7% for ACC and PROCARE-], respectively. This suggests
that both interventions were well-received by participants, in
line with other transdiagnostic internet-delivered prevention
programs for adolescents (Schmitt et al., 2022).

After the interventions, only 5.6% of adolescents who
enrolled in the PROCARE-I condition developed a full anxi-
ety or mood disorder, consistent with studies suggesting that
indicated preventive interventions can contribute to the pre-
vention of the development of a clinical disorder (Rasing
et al., 2017). PROCARE-I showed to be more successful in
preventing the onset of anxiety and/or depression disorders,
although not statistically significant. It may be plausible
that the inclusion of an ACC may have contributed to this
finding. Future studies should examine the effect of other
control conditions (e.g., waiting-list, placebo, etc.) to moni-
tor the potential effect of the ACC. Another explanation is
that booster sessions may have reduced the likelihood of the
onset of clinical disorders in both conditions, as authors have
argued that booster sessions could maintain the effects of
interventions over time (Rasing et al., 2017; Stockings et al.,
2016). One of the strengths of this study is the inclusion of
an ACC and use of a multi-informant approach (parents and
children), and the administration of diagnostic assessments
for clinical diagnoses.

Some limitations should be noted. First, the limited
sample size may have limited the ability to detect sig-
nificant differences between the conditions at post-test.
Second, the study did not examine differences between
completers and non-completers due to low drop-out
rates. Third, future studies should analyze potential
mediators or moderators of the treatment. Fourth, the
study found that participants reported high satisfaction
levels, but some participants expressed a preference
for attending sessions in person, indicating a need to

examine the effectiveness of PROCARE-I in a face-to-
face format. Fifth, the study did not evaluate the cost-
effectiveness of PROCARE-I, and cost-effectiveness
methods should be applied in future studies to deter-
mine the value of conducting indicated interventions.
Finally, the study only assessed the effects at medium
term, so future research should evaluate the potential of
this indicated transdiagnostic preventive intervention in
the longer term.

Despite these limitations, the results of this randomized
controlled trial suggest the efficacy of an acceptable, brief
group-based transdiagnostic intervention delivered using
telepsychology compared to the active control condition
for adolescents at high-risk for developing emotional dis-
orders. Although meta-analytic reviews have found that
differences in indicated interventions are more evident
at post-test and smaller at follow-ups (e.g., Hugh-Jones
et al., 2021; Teubert & Pinquart, 2011), our data reveal
that indicated, brief transdiagnostic programs may pro-
duce significant effects, which persist at follow-up and
after a booster session.

Conclusions

The results of this study reveal that PROCARE-I, an adapted
8-week UP-A intervention delivered via telepsychology in a
group format, was not sufficient to reduce emotional symp-
toms until a booster session was implemented. The data
revealed in the post-booster proved that participants in the
PROCARE-I condition showed significant improvements in
resilience, quality of life, psychological flexibility together
with reductions in anxiety, depression and risk of emotional
problems. The intervention was well-accepted, with a low
drop-out rate of less than 3%, and only a small proportion
of participants (less than 6%) developed an emotional disor-
der at follow-up. If the 8-week treatment is the only option
due to time or financial constraints, future research lines
should examine if a more personalized intervention may be
the key to achieve significant outcomes at postest. Provid-
ing adolescents additional tailor-made sessions which aim
at their specific risk factors may be a promising path to
explore. In summary, ensuring that adolescents benefit from
a booster session, 8-week PROCARE-I may be an effective
online indicated primary prevention approach for high-risk
adolescents.
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