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Abstract

Background Although the prevalence of psychological problems in transitional-age youth (i.e, youth aged 15 to 25;
TAY) is high, TAY are much less likely to receive age-appropriate treatments for their psychological problems com-
pared to younger adolescents or older adults. Hence, effective interventions for TAY seem warranted. ACT your way is
a transdiagnostic treatment, specifically developed for TAY, based on the principles of Acceptance and Commitment
Therapy (ACT). ACT your way is not directed primarily at symptom reduction, but mainly aims to change the underly-
ing mechanism of psychopathology, namely increasing TAY's psychological flexibility. Meta-analyses show that ACT

is an effective treatment for adults with diverse types of psychopathology. Less is known about the effectiveness of
ACT for TAY. Therefore, the goal of this study is to examine the effectiveness and cost-effectiveness of ACT your way. In
addition, we will investigate for whom and under what circumstances (i.e., moderators) and how (i.e., mediators) the
intervention is (most) effective.

Method The study is designed as a multi-centre, randomized controlled trial. In total, 140 TAY diagnosed with any
psychological disorder will be randomly assigned to either the ACT your way or treatment as usual (TAU) condition.
In total, six assessments will be conducted: at baseline, after 3, 6 and 9 sessions, at post-intervention and at 6-month
follow-up, using multiple informants (TAY, parents/caregivers, therapists). Assessments will include diagnostic inter-
views and questionnaires. The primary outcomes are psychological flexibility and number of DSM-5 diagnoses; the
secondary outcomes are the presence of the primary DSM-5 diagnosis, psychopathology, personality problems,
global, individual and societal functioning, quality of life, stress, treatment satisfaction, treatment drop-out and thera-
peutic alliance. We will also assess costs and various moderators (i.e., demographic characteristics, type and severity
of problems, psychopathology of parents/caregivers, treatment expectancy and previous treatments) and mediators
(i.e., psychological flexibility, emotion regulation, self-compassion, autonomy, perfectionism, self-esteem and group
cohesion).

Discussion To our knowledge, this is the first study investigating the (cost-)effectiveness of ACT compared to TAU in
clinically referred TAY with various types of psychopathology, using a rigorous design.
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Trial registration The research project is registered in the Dutch Trial Register (Trial NL9642).
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The developmental period of middle adolescence to early
adulthood is a crucial period characterized by significant
variability and change. During this period, youths make
many important life choices and develop various habits
that could affect their later (mental) health [1]. Moreover,
in this life stage, youths face numerous developmental
and psychosocial challenges, such as finishing their edu-
cation, choosing a career, building new (romantic) rela-
tionships and becoming self-reliant. Also, psychological
restructuring takes place that is often associated with
identity crisis, risk behaviour and emotional instability
[2]. Due to these significant and often stressful changes,
transitional-age youth (i.e., youth aged 15 to 25; TAY)
are at great risk of developing new psychological prob-
lems or persisting to experience psychological problems
they developed during childhood [2, 3]. To illustrate,
in 2021, eighteen percent of the Dutch adolescents and
young adults indicated to be mentally unhealthy (e.g.,
stressed, anxious or depressed) [4]. Moreover, results
from the global burden of disease study show that the
burden of psychological disorders peaks between mid-
dle adolescence and young adulthood [5]. These elevated
prevalence rates of psychological disorders in TAY are
problematic, as many psychological disorders persist
into adulthood, cause comorbid disorders [6-8] and
are strongly related to other health and developmen-
tal concerns in youths (e.g., lower educational and work
achievements, troubles with law, social isolation, suicide,
substance abuse and violence) [6, 9]. Hence, the transi-
tional-age period is a particularly important period for
intervening effectively.

Although the prevalence of psychological problems in
TAY is high, TAY are much less likely to receive treat-
ment for their psychological problems compared to
younger adolescents or older adults [10, 11]. Moreo-
ver, when TAY receive treatment for their psychological
problems, they are significantly more likely to drop-out
compared to older adults [12]. Also, in many countries,
the collaboration between youth (i.e., below the age of
18) and adult (i.e., 18 years or older) mental health care
facilities is not optimal, resulting in no or poor transi-
tions from youth- to adult care after adolescents turn 18.
These poorly executed transitions threaten the continuity
of psychological care for TAY in this already challenging
and critical developmental period [13, 14]. Additionally,
when TAY are referred for treatment, they often receive
evidence-based interventions developed for either youth

(i.e., below the age of 18) or adults (i.e., 18 years or older)
[15, 16]. These evidence-based interventions do not meet
TAY'’s needs and are often not developmentally sensitive.
Therefore, effective interventions specifically developed
for TAY seem warranted.

There are several important aspects that could be con-
sidered when developing a suitable treatment for TAY.
First, in a qualitative study, TAY indicated that an impor-
tant barrier for active participation in mental health care
was having a therapist who acts as an authority figure,
has little interest in the TAY’s perspective and does not
stimulate the TAY to participate in the decision making
[17]. Hence, when developing interventions for TAY, it is
important to consider the TAY’s perspective and stimu-
late TAY to participate in framing the therapy. Second,
during the transitional-age period, TAY need to form
an identity and become self-reliant autonomous figures
[2]. Therefore, a strong focus on identity and autonomy
development within interventions for TAY seem war-
ranted. Third, as the transitional-age period is a period
of significant variability and change, TAY’s psycho-
logical problems are often complex and changeable. For
instance, during the course of treatment new stressors,
associated with various developmental challenges (e.g.,
finishing education, moving out of their parental home or
ending a romantic relationship), often arise. These stress-
ors could potentially cause the development of new or
comorbid problems and alter TAY’s therapy needs [18].
Most current evidence-based interventions only focus on
treating symptoms of one specific disorder, making these
interventions less suitable for TAY with changing symp-
tom profiles and comorbid problems. For these TAY,
interventions targeting transdiagnostic mechanisms that
underly the symptoms of multiple disorders might be
more suitable. Such transdiagnostic interventions have a
better fit with the complex and changeable psychological
problems most TAY experience. Moreover, transdiagnos-
tic interventions have potential benefits over traditional
interventions as various psychological symptoms can be
treated within one intervention, possibly contributing to
the efficiency and (cost-)effectiveness of care [19]. Fourth,
most current evidence-based interventions focus on the
reduction of symptoms, making these interventions less
suitable for TAY with recurrent of chronic psychologi-
cal problems. For these TAY, interventions that focus on
increasing quality of life or learning skills that help to
build resilience might be more applicable.
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ACT your way is a transdiagnostic intervention spe-
cially developed for TAY. Within ACT your way, thera-
pists and TAY contribute equally to framing therapy
goals and actions, possibly stimulating TAY to actively
participate within the intervention. Furthermore, due to
its strong focus on identity and autonomy development,
the intervention fits well with the developmental needs of
this age group. Moreover, the intervention is not aimed
primarily at symptom reduction, but mainly at increas-
ing quality of life and changing the underlying mecha-
nisms of psychopathology. This makes the intervention
also suitable for TAY with changing symptom profiles,
comorbidity, and chronic or recurrent psychological
problems.

ACT your way is based on the principles of Acceptance
and Commitment Therapy (ACT). The main purpose of
ACT is to increase psychological flexibility, a transdiag-
nostic mechanism which can be defined as an individual’s
acceptance of negative feelings, thoughts and physical
sensations, and the ability to choose an adaptive (and
more effective) response [20]. More specifically, psycho-
logical flexibility contains six core processes: acceptance
(i.e., learning to accept unpleasant emotions, thoughts
and situations, instead of avoiding or fighting against
them), defusion (i.e., changing the unwanted functions
of thoughts, instead of changing their form, frequency or
sensitivity), contact with the present moment (i.e., learn-
ing to focus on the here-and-now, instead of ruminating
about the past or worrying about the future), self as con-
text (i.e. developing a flexible view of the self, where con-
tent about the self can be observed and accepted), values
(i.e., determining what is most important for oneself),
and committed action (i.e., changing behaviour in the
direction of ones values) [20]. In ACT, these six core pro-
cesses are stimulated using psychoeducation, mindful-
ness exercises, metaphors and experiential exercises [20].

There are several meta-analyses showing that ACT is
equally effective compared to well established evidence-
based treatments (e.g., cognitive behavioral therapy;
CBT) and superior to inactive control conditions (e.g.,
placebo or waitlist) and treatment as usual (TAU) in
adults with depression, anxiety, pain, substance use and
other types of psychopathology [21-24]. Moreover, in
the United States, ACT is registered as evidence-based
treatment for adults with chronic pain and depression
[25]. Until now, less is known about the effectiveness of
ACT for adolescents and young adults [26, 27]. Few stud-
ies investigated the effectiveness of ACT in adolescents
and/or young adults with different types of problems,
such as anorexia nervosa [28, 29], obsessive—compulsive
anxiety [30], pain [31, 32], depressive symptoms [33, 34],
autism spectrum disorder [35], social and school adapta-
tion [36], social anxiety [37], posttraumatic stress [38],
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learning disabilities and anxiety [39], academic procras-
tination [40], trichotillomania [41], aggression [42] and
antisocial behaviour [43]. These studies show promising
effects. In addition, the effectiveness of the ACT your
way intervention has recently been examined in a pilot
study with 23 TAY with recurrent or chronic depression,
who previously received CBT [44]. At posttreatment,
76.2% of the TAY did not meet the criteria for a depres-
sive disorder anymore. Moreover, participants reported
significant improvements in depressive symptoms, qual-
ity of life, perceived competence, and comorbid internal-
izing problems. In addition, the treatment drop-out was
remarkably less (20.6%) compared to treatment drop-out
in a CBT trial for the same target group of 12 to 21 year
olds (ranging from 41 to 57%) [45]. Hence, results in
terms of the effectiveness of ACT your way specifically,
also seem promising. However, many of the abovemen-
tioned studies lack an adequate sample size, do not use
a control group or randomisation, or are case studies.
Furthermore, no research has been done in TAY with a
wide range of psychological disorders, including comor-
bid, chronic and/or recurrent diagnoses. In addition, the
cost-effectiveness of ACT in TAY has never been studied
before.

Therefore, the first aim of this study is to evaluate the
effectiveness of ACT your way in TAY with a wide range
of psychological disorders. In this study, ACT your way
will be compared to TAU. We expect that, compared to
TAU, ACT your way shows more improvements in our
primary (i.e., psychological flexibility and the number
of DSM-5 diagnoses) and secondary outcomes (i.e., the
presence of the primary DSM-5 diagnosis, psychopa-
thology, personality problems, global functioning, indi-
vidual and societal functioning, quality of life, stress) at
the short term (immediately after the intervention), but
also at the long term (after six months). Furthermore, we
expect more treatment satisfaction, less treatment drop-
out and better treatment alliance (i.e., also secondary
outcomes) of TAY since ACT your way is more attuned
to their needs. The second aim is to examine the cost-
effectiveness of ACT your way. We expect that ACT your
way is more cost-effective than TAU, because, compared
to carrying out multiple diagnosis-specific interventions,
ACT your way can treat various problems at once [18].

The third aim is to investigate for whom and under
what circumstances ACT you way works best by test-
ing possible moderators (i.e., demographic charac-
teristics [age, gender, education level and ethnicity of
TAY], type and severity of problems, psychopathology
of parents/caregivers, treatment expectancy and previ-
ous treatments). Moderators are baseline characteristics
that interact with the type of treatment (i.e., ACT your
way or TAU) to affect outcome. As most prior studies
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investigating the effects of ACT do not compare ACT to
active treatments, the knowledge on treatment modera-
tors is scarce. Based on existing findings, we expect that
TAY with severer problems (i.e., higher baseline levels
of psychopathology and/or more comorbid problems)
will benefit more from ACT your way than from TAU
[46—49]. Due to contrasting (e.g., [47, 50]) or insufficient
findings in earlier research, no hypotheses are formulated
regarding the moderating roles of demographic char-
acteristics (age, gender, education level and ethnicity of
TAY), type of problems, psychopathology of parents/car-
egivers, treatment expectancy and the number of previ-
ous treatments.

The fourth aim is to examine through which mecha-
nisms ACT your way works by testing possible mediators
(i.e., psychological flexibility, emotion regulation, self-
compassion, autonomy, perfectionism, self-esteem and
group-cohesion). Based on studies investigating media-
tors of the effectiveness of ACT, we hypothesize that
ACT your way will increase TAY’s psychological flexibil-
ity [51, 52], emotion regulation [53, 54] and self-compas-
sion [55, 56] which, in turn, will affect the primary (e.g.,
number of DSM-diagnoses) and secondary outcomes
(e.g., quality of life). To our knowledge, there are no stud-
ies investigating if the effects of ACT are mediated by the
clients’ autonomy, perfectionism, self-esteem and group
cohesion. Notwithstanding, there are studies showing
that ACT can decrease the clients’ perfectionism [57,
58] and increase the clients’ self-esteem [40, 44, 59, 60],
and that individuals with higher levels of perfectionism
and lower levels self-esteem more often experience psy-
chological problems than individuals with lower levels of
perfectionism and higher levels of self-esteem [61, 62].
Hence, we also expect that ACT your way will decrease
TAY’s perfectionism and will increase TAYs self-esteem,
which, in turn, will improve the primary (e.g., number of
DSM-diagnoses) and secondary outcomes (e.g., quality
of life). Due to insufficient findings in earlier research, no
hypotheses are formulated regarding the mediating roles
of autonomy and group cohesion.

Method

The study will be reported in accordance with the CON-
SORT 2010 statement [63]. The research project is
approved by the Medical Research Ethics Committee
NedMec (NL78679.041.21) and registered in the Dutch
Trial Register (Trial NL9642).

Participants

In total, 140 TAY with any psychological disorder (e.g.,
anxiety disorder, obsessive—compulsive disorder (OCD),
trauma, depressive disorder, persistent depressive dis-
order, oppositional defiant disorder (ODD), conduct

Page 4 of 16

disorder (CD), personality disorder, autism spectrum
disorder or any combination of these) will be included
in the study. Also their parents/caregivers and therapists
will be asked to participate. Participants will be recruited
between March 2022 and March 2024.

Inclusion and exclusion criteria

Inclusion criteria for the TAY are (1) having a psycho-
logical disorder, (2) being 15 to 25 years old, (3) being
referred to one of the participating mental healthcare
institutions. Exclusion criteria are (1) having insufficient
knowledge of the Dutch language, (2) acute suicide risk,
(3) currently meeting the criteria for a DSM-5 substance
abuse, psychotic and/or bipolar disorder, (4) having an
estimated IQ below 80, (5) unstable medication (i.e., the
medication should be set before the start of the interven-
tion and should remain stable during the intervention),
(6) absence of TAY’s or parental permission (for adoles-
cents below the age of 16).

Sample size calculation

We calculated the sample size for a two-level multilevel
analysis, using the Optimal Design program [64]. In
accordance with our planned analyses, the first level rep-
resents the TAY and the second level represents the ther-
apists. As most of the therapists either give the ACT your
way or the TAU intervention, we calculated the sample
size as for a cluster RCT in which the therapists repre-
sent the clusters. Within our sample size calculation, we
used a cluster size (i.e., the expected number of thera-
pists) of 70, as we expect that in both conditions approxi-
mately 35 therapists will be carrying out either the ACT
your way or TAU intervention. In addition, we used an
ICC of 0.05 as this is the average ICC reported in meta-
analyses of therapist effects in psychological interven-
tion research [65]. Furthermore, the effect size is based
on a meta-analysis in which 39 RCT’s were included that
investigated the efficacy of ACT, including 1,821 adults
with various mental disorders [21]. We based the effect-
size on this meta-analysis as, to our knowledge, this is the
most recent meta-analysis examining the effects of ACT
transdiagnostically. When ACT was compared to TAU a
medium effect was found (Hedges g=0.64), when ACT
was compared to CBT a small effect was found (Hedges
g=0.32). In this study ACT will be compared to TAU,
presuming a medium effect around 0.64. However, since
we want to be conservative and expect that, at least with
some of the participants, CBT will be used in TAU as
well, an effect size of 0.50 was included in the sample size
calculation. Hence, with a cluster size of 70, an effect size
of 0.50, an ICC of 0.05, an a of 0.05 and a power of 0.8, a
sample size of 140 (i.e., on average two TAY per therapist,
and 70 TAY per condition) is assumed.
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Study design and procedure

The study is designed as a multi-center, randomized con-
trolled trial (RCT). Data will be collected in 14 Dutch
and Belgian mental healthcare institutions. Within each
institution, TAY meeting the inclusion/exclusion crite-
ria, their parents/caregivers and their therapists will be
asked to participate in the study. Parents/caregivers of
adolescents younger than 16 will be directly involved in
the study. TAY aged 16 and older will be asked first for
permission to contact their parents/caregivers. If they
agree, their parents/caregivers will be asked to partici-
pate in the study as well. Before enrolling in the study,
written informed consent from TAY and parents/caregiv-
ers/legal representatives (for adolescents younger than
16) will be obtained. If parents/caregivers and therapists
agree to participate, they will be asked for their own writ-
ten informed consent as well.

In total, six multiple informant (TAY, parents/caregiv-
ers, therapist) assessments will be conducted: at baseline
(TO0), after 3 sessions (T1), after 6 sessions (T2), after 9
sessions (T3), at post-intervention (T4) and at 6-month
follow-up (T5). Assessments will include diagnostic
interviews (at TO, T4 and T5) and questionnaires (at TO
to T5). The assessments will be conducted by research
assistants working at the participating institutions (e.g.,
master students and psychologists). Research assistants
will be trained in administering the diagnostic interview
and questionnaires. The TAY will receive a 30 euro gift
card as a reward (5 euros per assessment). After the base-
line assessment (T0), TAY will be randomly assigned to
either the ACT your way or TAU condition using a com-
puter generated block design. At each institution, five
participants will be randomly allocated to the ACT your
way condition and five participants will be randomly allo-
cated to the TAU condition (blocksize=10). See Fig. 1
for an overview of the study design.

Study conditions

ACT your way

ACT your way consists of 12 weekly sessions, that can be
carried out both individually as in groups. The therapists
at the clinical institutions decide if they carry out ACT
your way individually or in a group. There is a guide for
therapists [66], a workbook for TAY [67] and a website
with additional videos, mindfulness exercises and infor-
mation for TAY. Each session lasts either 120 (group ther-
apy) or 60 (individual therapy) minutes and has a fixed
format in which psychoeducation, mindfulness exercises,
metaphors and experiential exercises are carried out. The
12 sessions are divided into four blocks, each comprising
of three sessions. The first block focusses on values (i.e.,
desires regarding development, identity, and autonomy).
The second block focusses on the six core processes of
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psychological inflexibility (i.e., experiential avoidance,
cognitive fusion, dominance of conceptualized past and
feared future, attached to the conceptualised self, lack of
values, and inaction). The third block focuses on acquir-
ing skills based on the six core processes of psychologi-
cal flexibility (i.e., acceptance, cognitive defusion, contact
with the present moment, self as context, values, and
committed action). With these skills, TAY can con-
sciously choose behaviours that fit their chosen values.
The fourth block focusses on continuing and strengthen-
ing TAY’s psychological flexibility and preparing the TAY
for possible relapses in the future. In this study, ACT
your way will be carried out in a face-to-face format by
therapists working at the participating mental healthcare
institutions. The therapists will be trained in using ACT
your way (i.e., a two day training in the basics of ACT and
a two day training in ACT your way specifically). Moreo-
ver, during the course of the study, the therapists will be
supervised by an ACT expert.

Treatment as usual

TAU can also be carried out both individually as in
groups and will consist of a broad range of different psy-
chological interventions, such as CBT, parent counselling,
emotion regulation training, running therapy, or psycho-
dynamic therapy. Therapists of the participating mental
health care institutions decide what intervention(s) are
most suitable to be carried out as TAU. We expect that in
most cases, similar to ACT your way, TAU will also con-
sist of weekly sessions. However, in the few cases that this
is not possible, it is also acceptable to have bi-weekly ses-
sions within TAU. If TAU is carried out bi-weekly, the T1,
T2, T3 and T4 will take place after 2, 4, 6 and 8 sessions,
respectively. We choose this option as then both in the
ACT your way as TAU condition, the assessments will
take place approximately around the same time.

Measures
See Table 1 for an overview of all measures used in the
study.

Primary outcomes

Psychological flexibility will be measured with the
Acceptance and Fusion Questionnaire for Youth (AFQ-
Y) [68, 69] at TO, T2, T4 and T5. The AFQ-Y contains
17 items that are rated on a 5-point Likert scale ranging
from 0="not at all true” to 4="very true”. The psycho-
metric properties of the AFQ-Y are demonstrated both
in adolescent and adult samples [68, 70]. During T1 and
T3, a short version (8 items) of the AFQ-Y will be admin-
istered (i.e., the AFQ-Y-8), which also has adequate psy-
chometric properties [68, 69].
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Checking
inclusion/exclusion
criteria

¥

Informed consent

v

TO assesment
Interview (TAY), questionnaires (TAY, parents/caregivers, therapist)

v

Randomization

TAU

Y

A

ACT your way

v v

Session 1,2, 3 Session 1, 2, 3*

T1 assesment
Questionnaires (TAY and therapist)

v v

Session 4, 5, 6*

Session 4, 5,6

T2 assesment
Questionnaires (TAY and therapist)

v v

Session 7, 8, 9*

Session 7, 8,9

T3 assesment
Questionnaires (TAY and therapist)

v v

Session 10, 11, 12*

Session 10, 11, 12

T4 assesment
Interview (TAY), questionnaires (TAY, parents/caregivers, therapist)

T5 assesment
Interview (TAY), questionnaires (TAY and parents/caregivers)

Fig. 1 Overview of study design. *Only if TAU is carried out weekly. If TAU is carried out bi-weekly, the T1, T2, T3 and T4 take place after 2,4, 6 and 8

sessions, respectively

The number of DSM-5 diagnoses will be measured The SCID-5-Junior is a semi-structured diagnostic inter-
with the Structured Clinical Interview for DSM-5 Dis-  view that assesses a wide range of DSM-5 disorders in
orders—Junior (SCID-5-Junior) [71] at TO, T4 and T5. children and adolescents. Preliminary results of studies
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Table 1 Overview of study measures
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Variable Domain Instrument Items Source Assessment
Y P T To T1 T2 T3 T4 T5
Primary outcomes Psychological flexibility AFQ-Y (FV) 17 X X X X X
AFQ-Y (SV) 8 X X X
Number of DSM-5 diagnoses SCID-5 Junior - X X X X
Secondary outcomes  Presence of the primary DSM-5 diagnosis  SCID-5 Junior - X X X X
Psychopathology YSR 69 X X X X
CBCL 74 X X X X
BFS 12 X X X X X X X
Personality problems SIPP-SF 60 X X X X X
Global Functioning CGAS 1 X X X X
ORS 4 X X X X X X X
Individual and societal functioning 1SIQ 10 X X X X
Quality of life EuroQol 6 X X X X X X
Stress PSS (FV) 10 X X X X X
PSS (SV) 5 X X X
Treatment satisfaction SSS 4 X X
Drop-out Drop-out questionnaire 5 X X
Therapeutic alliance TASC 12 X X X X X X
Moderators Demographic characteristics - X X X X X X
Type of problems SCID-5 junior - X X X X
Severity of problems SCID-5 junior - X X X X
Psychopathology of parents/caregivers ~ ASR 69 X X X X
Treatment expectancy PETS 7 X X
Previous treatments VEHI 8 X X
Mediators Psychological flexibility AFQ-Y (FV) 17 X X X X X
AFQ-Y (SV) 8 X X X
Emotion regulation ERSQ 27 X X X X X
ERSQ (SV) 9 X X X
FEEL-KJ 30 X X X X X
Self-compassion SCS-SF 12 X X X X X
Autonomy AAQ 18 X X X X X
Perfectionism FMPS 26 X X X X X
Self-esteem RSES 10 X X X X X
Group cohesion GCQ-S 12 X X X X
Other characteristics ~ Treatment integrity Observation -
Content of TAU TPC 3 X X X X X
Life events LES 23 X X X X
Costs Cost diary 79 X X X X

Abbreviations: FV Full-length version, P Parents/caregivers, SV Short version, T Therapist, T0 Baseline assessment, T7-3 mediator assessments, T4 Post-assessment, T5
6-month follow-up assessment, Y Transitional age youths

investigating the psychometric properties of the SCID-5
junior show adequate parent—child agreements (except
for externalising problems and insomnia) and an ade-
quate convergent validity (especially in clinical samples)
[71]. The SCID-5-junior will be conducted by trained
research assistants working at the participating institu-
tions. All research assistants will video/audio tape two
SCID-5-junior interviews. The recorded SCID-5-junior

interviews will be rated by an independent researcher to
calculate the inter-rater reliability.

Secondary outcomes

The presence of the primary DSM-5 diagnosis will also be

measured with the SCID-5-Junior [71] at TO, T4 and T5.
Psychopathology will be assessed by means of two

informants: TAY will fill out the Youth Self Report (YSR)
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[72] at TO, T4 and T5 and parents/caregivers will fill out
the Child Behavior Checklist about their child (CBCL)
[73] at TO, T4 and T5. Some questions are slightly
adjusted to make them more developmentally sensitive
for young adults above the age of 18 (e.g., “I cut classes
or skip school” will be adjusted to “I cut classes or skip
school/work”). The YSR contains 69 items and the CBCL
contains 74 items that are rated on a 3-point Likert scale
ranging from 0="“not true” to 2="very true or often true’.
The psychometric properties of the YSR and CBCL are
adequate [72, 73].

A short questionnaire measuring psychopathology,
which is based on the YSR, the Behavior and Feeling
Survey (BES) [74], will be administered during all six
assessments to register changes in psychopathology dur-
ing the intervention. The BFS contains 12 items that are
rated on a 5-point Likert scale ranging from 0="“not” to
4="always”. The psychometric properties of the BES are
adequate [74].

The Severity Indices of Personality Problems — short
form (SIPP-SF) will be used to measure personality prob-
lems (ie., degree of self-control, identity integration,
responsibility, relational capacities and social concord-
ance) at TO, T2, T4 and T5 (derived from the SIPP-118)
[75]. The SIPP-SF contains 60 questions that are rated on
a 4-point Likert scale ranging from 0="fully disagree” to
3="fully agree”. The psychometric properties of de SIPP-
SF are adequate [76].

Global functioning will be rated by two informants.
Therapists will rate the global functioning of the TAY on
the Children Global Assessment Scale (CGAS) [77, 78] at
TO, T2, T4 and T5. TAY will rate their own global func-
tioning by means of the Outcome Rating Scale (ORS)
[79] at all six assessments. The CGAS is a numeric scale
from 1="needs constant supervision” to 100="“superior
functioning in all areas” that is used by mental health
care workers to rate the general functioning of youth.
The description of the scale has been slightly adjusted to
make it more developmentally sensitive for young adults
above the age of 18 (e.g., “no problems at school” will be
adjusted into “no problems at school/work”). The CGAS
was found to be reliable between raters and across time.
Moreover, it demonstrated both discriminant and con-
current validity [78]. The ORS consists of four numeric
scales ranging from 1 to 10 in which TAY rate how well
they have been doing in four life areas (i.e., individually,
interpersonally, socially and overall). The ORS represents
a balanced trade-off between the reliability and validity of
longer measures [79]. Moreover, the ORS has a moder-
ately high to high internal consistency and can be used as
a screening measure and monitoring tool for subjective
symptoms of psychological distress [80].
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For this study we developed the Individual and Soci-
etal Impact Questionnaire (ISIQ) [81] to measure the
TAY’s individual and societal functioning at TO, T4 and
T5. The questionnaire contains 10 questions about the
following areas: physical health, mental health, personal
hygiene, school and work, friendships, romantic relation-
ships, family, daily activities, independence and leisure
time. For each area the following question will be asked:
“Within the last two weeks, how much difficulty did you
have with.” All questions are answered on a 6-point Lik-
ert scale ranging from 0="“none” to 5="a lot"

To measure quality of life as expressed in quality
adjusted life years (QALYs), the Dutch version of the
EuroQol 5 Dimension Questionnaire (EQ-5D adoles-
cent and parent version) [82] will be administered at TO,
T2 (only for TAY), T4 and T5. The EQ-5D assesses five
dimensions: mobility, self-care, usual activities, pain/dis-
comfort and anxiety/depression. Participants are asked to
indicate whether they/their children experience “none”,
“a little”, or “a lot” of problems in the aforementioned
domains. Furthermore, participants are asked to rate
their/their child’s health on a scale ranging from 1="the
worst imaginable health state” to 100 = “the best imagina-
ble health state”. The psychometric properties of both the
TAY and parent version have been established in earlier
research [83, 84].

Stress will be measured using the Perceived Stress Scale
(PSS-10) [85, 86] at TO, T2, T4 and T5. The PSS contains
10 questions that are rated on a 5-point Likert scale rang-
ing from 0 ="“never” to 4="“very often’. The psychometric
properties of the PSS are acceptable [87]. At T1 and T3
a short version of the PSS will be used, the PSS-4 [85].
Also the PSS-4 was found to have acceptable psychomet-
ric properties [85, 88]. Based on factor analysis we added
one extra question (i.e., the question with the highest fac-
tor loading) to the PSS-4.

Treatment Satisfaction will be assessed with the Ser-
vice Satisfaction Scale (SSS) [89] at T5. The SSS contains
4 items that are rated on a 4-point Likert scale rang-
ing from 0="“disagree” to 3="agree”. The psychometric
properties of the SSS are considered as good [89].

Information about drop-outs will be gathered with a
short drop-out questionnaire containing 5 questions (i.e.,
reason for drop-out, date of drop out, number of sessions
followed, person who initiated to stop the treatment)
reported by the therapist.

The quality of the therapeutic alliance will be measured
with the Therapy Alliance Scale for Adolescents (TASC)
[90] at T1, T2, T3 and T4. Both the TAY and the thera-
pist are used as informants. The TASC contains 12 ques-
tions that are rated on a 4-point Likert scale ranging from
0="this doesn’t suit me” to 3="this suits me very well’.



Keulen et al. BMC Psychiatry (2023) 23:51

The internal consistency of the TASC has been qualified
as good [91].

Moderators

Demographic information of the TAY, parents/caregiv-
ers and therapists will be gathered at TO, T4 and T5 by
asking questions about gender, age, ethnicity, education
level, work experience and income.

Type and severity of problems will also be measured
with the SCID-5 Junior [71], YSR [72] and the CBCL [73]
at TO, T4 and T5.

Psychopathology of parents/caregivers will be measured
with the Adult Self-Report (ASR) [92] at TO, T4 and T5.
The ASR contains 69 items that are rated on a 3-point
Likert scale ranging from 0="“not true” to 2="very true
or often true”. The psychometric properties of the ASR are
considered as good [92].

At TO, treatment expectancy will be measured with
the Parent Expectancies for Therapy Scale (PETS) [93],
which is revised for TAY. The PETS contains 7 items that
are rated on a 6-point Likert scale ranging from 0="fully
disagree” to 5="fully agree”. This questionnaire has also
been used in previous research [94].

Information about previous treatments (including
complementary and self-help treatments) will be gath-
ered with the inventory of History of Treatments (VEHI)
[95] at TO. The VEHI contains 8 questions in which par-
ticipants indicate what previous treatment they received.
This questionnaire has also been used in previous
research [94].

Mediators

Psychological flexibility will also be included as a media-
tor for some of our outcomes (e.g., number of DSM-5
diagnoses). We have chosen to also include psychologi-
cal flexibility as a mediator, as based on earlier studies,
we expect that due to ACT your way, TAY will become
more psychologically flexible, which in turn will lead to
less psychological problems [52].

Emotion regulation will be measured with the Emotion
Regulation Skills Questionnaire — Junior (ERSQ) [96] and
the FEEL-K]J [97, 98] at TO, T2, T4 and T5. The ERSQ
measures a broad set of emotion regulation strategies,
including emotional awareness, integration of physical
sensations and emotions, emotional clarity, understand-
ing of emotions, influencing emotions, accepting emo-
tions, tolerating emotions, willingness to endure difficult
situations to achieve goals and self-support. The ERSQ
contains 27 items that are rated on a 5-point Likert scale
ranging from 0="not at all” to 4="(almost) always’
Research investigating the psychometric properties of
the ERSQ is still ongoing, but preliminary results show
that the internal consistency and construct validity are
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good (Vervoort, personal communication, June 2021). At
T1 and T3 a short version of the ERSQ will be used. The
short version has been developed using factor and reli-
ability analyses. From each subscale, the item with the
highest factor loading and item-total correlation were
selected (i.e., 9 items in total).

The FEEL-K] measures a broad set of emotion regula-
tion strategies that are used in response to anger, sadness
and anxiety. The FEEL-K] contains 90 questions (30 ques-
tions for each emotion) that are rated on a 5-point Lik-
ert scale ranging from 0="almost never” to 4="almost
always”. In the current study, we will ask participants to
answer the 30 questions solely for their most extreme
emotion (i.e., either anger, sadness or anxiety). The FEEL-
KJ has adequate psychometric properties [99].

Self-compassion will be measured with the Self-Com-
passion Scale Short Form (SCS-SF) [100-102] at TO, T2,
T4 and T5. The questionnaire contains 12 items that are
answered on a 7-point Likert scale ranging from 0="“sel-
dom or never” to 7="almost always”. The psychometric
properties of the SCS-SF have been established in earlier
research [100, 101].

The Autonomy Adolescent Questionnaire (AAQ) [103]
will be used to measure autonomy at T0, T2, T4 and T5.
The AAQ divides autonomy into three main categories:
attitudinal, emotional and functional autonomy. The
AAQ contains 18 items that are rated on a 5-point Likert
scale ranging from 0="not all true for me” to 4="totally
true for me”. The factor structure, convergent validity and
divergent validity of the AAQ has been supported in ear-
lier research [103].

Perfectionism will be measured with the Frost Multidi-
mensional Perfectionism Scale (FMPS) [104] at TO, T2,
T4 and T5. The FMPS consists of 35 questions that are
rated on a 5-point Likert scale ranging from 0="“strongly
disagree” to 4="strongly agree”. The reliability and valid-
ity of the FMPS is established in earlier studies [104]. In
the current study, we only use the subscales: personal
standards, organization, concern over mistakes and
doubt about actions, containing 26 questions in total. To
reduce the burden for TAY, we excluded the subscales:
parent expectations and parental criticism as we believe
that how TAY view their parents’ expectations and criti-
cism will not be targeted within the intervention.

Self-esteem will be measured with the Rosenberg Self-
Esteem Scale (RSES) [105, 106] at TO, T2, T4 and T5. The
RSES contains 10 questions that are rated on a 4-point
Likert scale ranging from 0 ="“totally agree” to 3="totally
disagree’. Earlier research demonstrated the validity and
test- retest reliability of the Dutch RSES [105].

For TAY who receive ACT your way or TAU in a group,
group cohesion will be measured with the Group Climate
Questionnaire-Short (GCQ-S) [107] at T1, T2, T3 and
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T4. The GCQ-S was revised for TAY. The questionnaire
contains three subscales (i.e., Engagement, Conflict and
Avoidance) and 12 items that are answered on a 7-point
scale ranging from “totally disagree” to “totally agree’
The reliability and validity of the GCQ-S has been dem-
onstrated as good [108, 109].

Other characteristics

Treatment integrity will be established by video/audio
recording two randomly chosen ACT your way sessions
per client (in the case of individual therapy) or group (in
the case of group therapy). The sessions will be rated by
an independent researcher with a checklist that has been
developed in an earlier study [44]. The checklist is based
on ACT literature and input from various ACT experts.
The checklist can be used to assess which of the six core
processes of ACT (i.e., acceptance, defusion, contact with
the present moment, self as context, values and commit-
ted action) and ACT techniques (i.e., psychoeducation,
mindfulness exercises, metaphors and experiential exer-
cises) are carried out per session and if the goal of the
session is obtained.

The content of TAU will be measured with a short ver-
sion of the Therapy Procedure Checklist (TPC) [110]
at T1, T2, T3 and T4. For each client, therapists fill out
how many sessions took place after the previous assess-
ment moment. Then, for each session, therapists indicate
which techniques they used in the session (e.g., CBT or
psychoeducation), if the session was individual or in a
group and if the session was online or offline (for TAU
only).

The Life Event Scale (LES) [111] will be used to gather
information about several life events at TO, T4 and T5.
The LES contains 23 questions about various life events
(e.g., drug abuse, bereavement, maltreatment and suicide
attempts). For each life event, participants are asked to
indicate when the event took place (i.e., “last week’, “last
year’, “more than one year ago”) and to what extent the
event made them upset (i.e., ranging from 0="“not” tot
3="very”). The LES has been used in previous research
[94].

Costs will be measured with a cost diary based on the
Trimbos Institute and Institute of Medical Technology
Assessment Questionnaire on Costs Associated with
Psychiatric Illness (TiC-P) [112] and PRODISQ [113].
With the cost diary, we will register direct healthcare
costs (e.g., visits to healthcare professionals or alternative
care), direct non-healthcare costs (e.g., formal and infor-
mal care), indirect costs (e.g., productivity losses caused
by absence and reduced productivity and school) and out
of pocket costs (e.g., transport or parking costs). The cost
diary has been used in previous research (e.g., [114]).
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Data analysis

Both intent-to-treat and per-protocol analyses will be
executed. Possible baseline differences in demographic
characteristics, diagnostic characteristics and psycholog-
ical flexibility between participants in the ACT your way
and TAU condition will be checked by performing t-test
(continuous variables) and chi-square analyses (categori-
cal variables). Variables that differ between both condi-
tions will be entered as covariates in all analyses.

Effectiveness

The effect of the intervention on the primary (i.e., psy-
chological flexibility and number of DSM-5 diagnoses)
and secondary outcomes (i.e., presence of the primary
DSM-5 diagnosis, psychopathology, personality prob-
lems, global functioning, individual and societal func-
tioning, quality of life, stress, treatment satisfaction,
drop-out and therapeutic alliance) will be evaluated using
a two-level multilevel analysis in Mplus [115]. Specifi-
cally, we will investigate, if condition (i.e., ACT or TAU)
predicts the post-intervention (T4) and 6-month follow-
up (T5) levels of our primary and secondary outcomes,
while controlling for the baseline levels of the concerning
outcomes. We will perform a two-level multilevel analy-
sis as we expect that TAY will be nested within thera-
pists. Hence, the first level will represent the TAY and
the second level will represent the therapists. We do not
expect variance at the measurement level, as the analy-
ses will be performed separately for the post-intervention
and 6-month follow-up assessments. Although we expect
that therapists will be nested within institutions, we will
not include a third level as the number of institutions in
our study is too small (i.e., 14 institutions). Instead, in all
analyses, we will add dummies representing the mental
healthcare institutions.

Cost-effectiveness

Cost-effectiveness analysis will be conducted by com-
paring costs and effects between the ACT your way and
TAU condition. The economic evaluation will be exe-
cuted in accordance with the international guidelines
[116]. The cost-effectiveness analyses will be done sepa-
rately from the perspective of mental health and society
over a period of 6 months. The effects of societal costs
will be expressed in years to live, corrected for quality of
life (QALYs). The costs of ACT you way versus TAU will
be expressed in incremental costs per QALY and incre-
mental costs per TAY with the number of diagnoses.

Moderation and mediation

To examine if intervention effects are moderated by
demographic characteristics (i.e., gender, age, educa-
tion level and ethnicity), type and severity of problems,
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psychopathology of parents/caregivers, treatment expec-
tancy and previous treatments, interaction terms will be
added to the multilevel model [115].

To investigate if the intervention effects on the primary
and secondary outcomes are mediated by psychologi-
cal flexibility (only for outcomes other than psychologi-
cal flexibility), emotional regulation, self-compassion,
autonomy, perfectionism, self-esteem and group-cohe-
sion at T1, T2 and/or T3, we will perform path-analyses
in Mplus [115]. In the analyses we will use a bootstrap
procedure and control for the dependency in our data
with the “type is complex” and “ML robust estimator”
commands.

Treatment modality

To explore if there are differences in (cost-)effectiveness
between both treatment modalities (i.e., group format
and individual format), we will perform some additional
analyses. Specially, we will compare TAY who received
ACT your way in a group with TAY who received ACT
your way individually. Moreover, to rule out treatment
modality effects, we will compare TAY who received
ACT your way in a group with TAY who received TAU in
a group and TAY who received ACT your way individu-
ally with TAY who received TAU individually.

Discussion

The current study protocol describes the design of a
multi-center RCT in which we will evaluate the effective-
ness and cost-effectiveness of ACT your way compared
to TAU. The study will be conducted within a relatively
large sample of TAY with diverse psychological disorders.
Besides studying the (cost-)effectiveness, we will also
investigate for whom and under what circumstances (i.e.,
moderation analyses) and how (i.e., mediation analyses)
ACT your way is (most) effective.

The presented study design has some potential chal-
lenges that could turn into limitations if not handled
properly. Hence, for each potential challenge, a solution
to overcome this challenge will be discussed. First, in the
current study, ACT your way will be carried out both in
an individual as in a group format, making it more diffi-
cult to isolate intervention effects from treatment modal-
ity effects. We decided to carry out ACT your way both
individually as in groups, as both treatment modalities
have their own potential advantages. For instance, group
interventions might provide more opportunities for nor-
malization, positive peer modeling and social support,
whereas within individual interventions, therapists can
more easily adapt exercises and subjects to the specific
wishes and needs of each client. To isolate intervention
from treatment modality effects, we will perform addi-
tional analyses in which we explore possible differences
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between both treatment modalities (see Method section).
Second, the TAU condition might be heterogeneous in
content and duration, which makes it challenging to com-
pare the effects of ACT your way with the effects of TAU.
To address this challenge, we will ask all therapists in the
TAU condition to write down the content and duration
of each session. Subsequently, we will investigate if there
are differences in duration between ACT your way and
TAU. If there are differences, the duration of treatment
will be added as covariate in all analyses. Third, recruiting
a sample of 140 TAY in 24 months could be challenging.
To reach this sample size, we will cooperate with four-
teen mental health care institutions in the Netherlands
and Belgium. Moreover, to promote participation, we
will give TAY a 30 euro giftcard as a reward and only use
online questionnaires that TAY, parents/caregivers and
therapists can easily fill out at home. Last, non-response
and/or drop-out can also be a potential challenge. To
minimize non-response, we built a website, including
a system that automatically sends research assistants
weekly updates via mail, that helps research assistants
to monitor the assessment progress. At the website and
in the weekly updates, research assistants can easily see
which questionnaires are filled out or not and which ones
are planned. With the help of this website and automatic
mailing system, researchers can directly react to non-
response and increase the response rate of the study. To
minimize measurement drop-out, we will motivate TAY
to continue participating by sending them thank you
emails and newsletters and handing out a 5 euro gift card
after each assessment. Moreover, when participants drop
out of treatment, we will still ask them to fill out the post-
intervention and follow-up assessments. Furthermore, to
avoid potential bias due to drop-out, all analyses will be
carried out according to the intention to treat principle.
Notwithstanding the potential challenges, the study has
some important strengths. First, this study will be carried
out in a transdiagnostic sample of clinically referred TAY.
By recruiting a diverse sample of TAY with various forms
of psychopathology (e.g., anxiety disorder, OCD, trauma,
depressive disorder, ODD, CD), the results of the study
will be generalizable to a large population of clinically
referred TAY. Second, the study will be executed within
fourteen mental health care institutions in the Nether-
lands and Belgium. By conducting the study under these
real life conditions, the study will have a large ecological
validity and will allow us to make conclusions about the
real-world (cost-)effectiveness of ACT your way for TAY.
Third, in contrast to many earlier studies examining the
effects of ACT in youth, we will use a rigorous research
design. More specifically, we will conduct an RCT, com-
pare the effects of ACT your way with an active control
condition, investigate both short and long term effects
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of ACT and use a multi-informant (i.e., TAY, parents/
caregivers and therapists) and multi-method (i.e.,, ques-
tionnaires and diagnostic interviews) approach. When
appropriately conducted, RCT’s are seen as the golden
standard for intervention research [63] making it is pos-
sible to make more grounded conclusions about the
(cost-)effectiveness of ACT your way. Moreover, by using
an active control condition we are able to say something
about the (cost-)effectiveness of ACT compared to rou-
tine care. This is more useful than comparing ACT to a
waitlist or medication only condition. Furthermore, due
to the six month follow-up measure, we can also exam-
ine the long term effects of ACT, including possible
sleeper effects or recurrence of psychological problems.
In addition, using a multi-informant and multi-method
approach will decrease the risk for common method bias
[117].

Besides the strengths, the study also has some impor-
tant implications for clinical practice. First, ACT your
way is specifically developed for TAY. Developing inter-
ventions specifically for TAY and studying the effects of
such interventions is clinically important as, compared
to other age groups (i.e., younger adolescents and older
adults), TAY experience more psychological problems
and are less likely to receive age-appropriate treatments.
Developing and investigating the effects of interventions
for TAY can contribute to improving the continuity of
mental health care from adolescence to young adulthood.
Second, ACT your way is a transdiagnostic intervention.
Examining the effects of transdiagnostic interventions
is clinically relevant as they have potential benefits over
traditional interventions. Particularly, within transdiag-
nostic interventions, various psychological symptoms
can be treated within one intervention which potentially
contributes to the efficiency and (cost-) effectiveness of
mental health care. Moreover, transdiagnostic interven-
tions seem specifically relevant for TAY, as comorbid
problems, shifting symptom profiles and changing ther-
apy needs are often present during this developmental
phase [18, 19]. Third, to our knowledge, this will be the
first study investigating the cost-effectiveness of ACT in
TAY. Although there are few studies that investigated the
cost-effectiveness of ACT in adult samples (e.g., [118]),
no cost-effectiveness studies have been conducted in
youth. Cost-effectiveness studies are important to inform
policy makers about the specific costs and benefits of
certain interventions. Last, besides studying the (cost-)
effectiveness of ACT, we will also investigate potential
moderators and mediators. Studying moderation effects
can inform clinical practice for whom and under what
circumstances ACT your way is most effective. Moreo-
ver, if ACT your way is effective, then it is scientifically
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and clinically relevant to understand through which
mechanisms ACT your way works (mediation analyses).
Moreover, by investigating these mechanisms, we can
test the theory behind ACT.
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