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At the beginning of 2025, we invite you to focus on some of the mental health challenges
that lie ahead. Our attention is focused on youth, particularly those between the ages
of 12 and 25 (Insel & Fenton, 2005), a period often referred to as the "new adolescence”
(Sawyer et al., 2018). While there is evidence on an earlier onset of puberty and on
continued growth well into the 20s, there is also knowledge on a delayed timing of

role transitions, including the completion of education and parenthood which let to the
new conceptualization of this period as the new adolescence (Sawyer et al., 2018). It is
also essential to recognize that despite advances in psychotherapy, in neuroscience and
psychopharmacological approaches, there are no quick solutions to stop or slow down
the global increase of mental health problems in youth. In recent years, this increase
has been particularly evident among children and adolescents, driven by factors such as
uncertainty, crises, and conflicts in our world.

However, we all wish childhood and adolescence to be a period of positive devel-
opment that is, at times, maybe feeling shaky but happy, with most young people
overcoming perceived challenges and growing out of any problems. While this is still the
case for the majority of children, adolescents and young adults, we cannot ignore the
fact that the peak age of onset of mental disorders in the general population is around
5.5 and 15.5 years for anxiety disorders, 14.5 years for obsessive-compulsive disorder,
15.5 years for eating disorders, 19.5 years for substance use disorders, 20.5 years for
schizophrenia/psychotic disorders and personality disorders, and 20.5 years for mood
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disorders (Solmi et al., 2022). In other words, by the age of 24 years, 75% of all mental
disorders an individual might experience in his life had already occurred for the first
time (Kessler et al., 2001).

Why should the period of adolescence be expanded to ‘new adolescence’? This idea
is not a TikTok move or of any other social media, but an evidence-based strategy to
address the challenges of today’s world of children, adolescents and young adults and
besides this, not to let windows of opportunity go unused that allow early intervention
and prevention improving mental health. Therefore, youth is not only a critical period
but a period of meaningful development that allows long-term changes in an individual’s
functioning. Does that get you excited? We fully understand that for you—the active
members of this community —enthusiasm alone is not enough, but independently of
your specialization in child, adolescent, or adult mental health, you probably agree that
reliable data is needed to show that this period is not only critical for emotional, social,
cognitive and occupational development (Thompson et al., 2023), but that it can be
influenced in a meaningful way.

Let’s start with the term “window of opportunity” which is a sensitive period in
the child’ and adolescent’s development of neurobiological systems such as systems
related to threat, reward, social cognition and stress and generally the formation of
multiple complex neural systems enabling an individual to live through, and therefore
perceive and process a given situation in the context of multiple, at best, coping-oriented
experiences and neurobiological systems.

Research shows that in addition to data on the importance of youth for the devel-
opment of mental disorders (Solmi et al., 2022), we also have data on the sensitivity
of the underlying biological systems up to the age of 25 years (Uhlhaas et al., 2023).
Although this is good news, it is not enough for us as psychologists because we all
know that youth is a time of more complex interplay of different factors. Besides the
impact of changes in parent-child and peer interactions, the adolescent’s living context
(degree of urbanization, economic background, access to education) but also the levels
of stigmatization of mental health problems within adolescent’s environment and limited
access to mental health support all impact on an adolescent’s mental wellbeing (Orben
et al., 2020; Speyer et al., 2022; van der Wal et al., 2021). It’s up to us to highlight the
importance of this developmental window and mobilize ourselves, our colleagues, and
policymakers to support and improve mental health in this critical period of youth.

While some aspects of today's 12-25-year-olds’ daily lives are new to us, we must
acknowledge that a person’s integration into society has long been recognized as a
developmental period (Erikson, 1959). Let’s face it. The idea that adolescence doesn’t
neatly end at the age of 18 has been around for decades and is sometimes consistent
with our own “lived experience”. Yet, despite this, mental health systems, diagnostics
and research efforts worldwide have been slow to fully reflect this understanding and
consider it consistently in diagnostics, treatment and prevention.
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We do not want to waste precious time in the early year of 2025, and we therefore call
on you to contribute to the idea of making the most of these windows of opportunity in
your daily research and clinical work, which means:

« Broaden the age range of your research: Include experts who are skilled in
adapting questionnaires, clinical interviews, and interventions for this age group. Even
if "youth" ranges from 12 to 25, it’s important to recognize that instruments need to be
adapted because cognitive and emotional development limit the assessment of youth.

« Broaden your treatment approach: When treating children, adolescents and young
adults with or at risk for mental health problems, use your expertise in developmental
psychopathology to anticipate future needs. Ask yourself: What will this child’s
mental health look like at the age of 16? Where should we intervene to support their
well-being at the age of 22? How might the family system be able to adapt to the child
or young person’s needs and promote positive change?

« Educate parents: Help parents to better understand their evolving role in the modern
world and provide parental training to help them model resilience, cope with daily
challenges, and promote mental well-being in their children.

« Advocate for mental health policies: Advocate for policies that view youth mental
health as a critical window of opportunity, which should be recognized and promoted
wherever and whenever possible.

+ Include youth in your research: Youth with lived experience or youth in the same
age range as your research samples can provide valuable feedback and help to advance
the understanding of mental health problems in youth.

We thank you for your patience if you find our enthusiasm is too strong at the beginning
of this year. However, we have long been committed to contributing to the youth mental
health paradigm and would like to do so more this year in our new role as editor-in-chief
and editors of CPE. We look forward to your contributions and to the exchange with you
on this topic.

We thank the publishers and the reviewers for their excellent contribution to open
science and look forward to the upcoming CPE volumes with the same enthusiasm. We
thank you for your critical commitment and for including a developmental psychology
perspective in your research and clinical work.
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Abstract

Background: Achieving positive outcomes in comparative RCTs examining psychotherapy
interventions may be moderated by other factors than treatments alone, namely allegiance and
treatment quality (bona fide, adherence). Using the study sample of a recent comprehensive review
on humanistic interventions by the German Scientific Board of Psychotherapy, we assumed that
higher allegiance towards non-humanistic approaches and lower treatment quality in the
humanistic intervention arm would result in worse outcomes for the humanistic groups.

Method: We included studies in which a humanistic psychotherapy (sub-)approach was compared
to another type of psychotherapy. Data was extracted independently by the authors. A priori
defined meta-regression analyses were performed with allegiance and treatment quality as main
moderators and study quality (risk of bias), type of active control, humanistic psychotherapy and
target population (children/adolescents; adults) as exploratory.

Results: The majority of studies showed non-allegiance towards humanistic intervention arms;
only about half of the humanistic interventions were bona fide treatments demonstrating high
percentages of potential biases in these comparative intervention studies. However, allegiance and
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bona fide were significant moderators only for two (allegiance) resp. one (bona fide) of five
outcome comparison. Type of active control (cognitive behavioural therapy) and disorder group
(anxiety disorders) emerged as further moderators.

Conclusion: We found no clear evidence for allegiance or treatment quality impacting upon
treatment outcome in this re-examination. Allegiance and treatment quality were not as relevant
for outcomes in this meta-analysis of RCTs as expected.

Keywords

RCT, allegiance, bona fide, study quality, adherence, humanistic psychotherapy

Highlights

+ Analysed studies displayed substantial heterogeneity concerning allegiance and
treatment quality.

+ Only 10% of the studies showed allegiance in favour of HPT.

« Allegiance and bona fide were significant moderators in 2 (alleg.)/1 (bona fide) of 5
comparisons.

« Allegiance and treatment quality were not as relevant for outcomes as expected in our
examination.

Humanistic psychotherapy (HPT) has been characterized as a psychotherapeutic ap-
proach focusing on “the conditions or stances by which people can come to intimately
know themselves and, to the extent possible, to fulfill their aspirations” (Schneider &
Leitner, 2002, p. 949). International literature lists HPT as one of the major psychotherapy
approaches next to cognitive-behavioural, psychodynamic and systemic psychotherapy
(e.g., Lambert, 2013). Like other psychotherapy approaches HPT is a broad and diverse
psychotherapeutic approach embracing various subapproaches, for example client / per-
son-centered psychotherapy (Rogers, 1961), constructivist psychotherapy (Neimeyer,
1995), emotion-focused psychotherapy (Greenberg et al., 1998), existential meaning mak-
ing psychotherapy (Schneider & Krug, 2010), focusing-oriented psychotherapy (Gendlin,
1981), gestalt psychotherapy (Perls et al., 1994) and transpersonal psychotherapy (Wilber
et al., 1986; selection suggested by Angus et al., 2015). Schneider and Léangle (2012, p. 428)
summarized the common assumptions of HPT as follows: “Humanism is concerned with
such existential themes as meaning, mortality, freedom, limitation, values, creativity,
and spirituality as these arise in personal, interpersonal, social, and cultural contexts. In
psychotherapy, humanism places special emphasis on the personal, interpersonal, and
contextual dimensions of therapy and on clients’ reflections on their relationship with
self, others, and the larger psychosocial world”. Accordingly, all HPT subapproaches
share the following principles: Endorsement of the centrality of an empathic and prizing
therapeutic relationship and a focus on the promotion of client experiencing in the
therapy process (Elliott et al., 2013). Nevertheless, significant differences between these
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subapproaches exist, e.g., in their preferred methods for building a therapeutic alliance,
treatment indications, case conceptualizations or concepts for individual treatment plan-
ning (e.g., Elliott et al., 2021; GSBP, 2018).

A significant attempt to aggregate empirical results in the context of HPT is reflected
in the meta-analysis by Elliott et al. (2013) who analysed 191 HPT-studies (through 2008)
involving person-centered, supportive or nondirective, and other HPT subapproaches.
Regarding pre-post effects of HPT (n = 191 studies with n = 14,235 clients), Elliott et al.
(2013, p. 10) reported a weighted pre-post effect size of d = 0.93 with stable pre-follow
up effects up to d = 1.11 when pooling effects of all subapproaches of HPT. Their
comparison of HPT to other therapy approaches indicated no differences in pre-post
results (weighted effect size d = 0.01; 95% CI [-0.05, 0.07]. However, the comparison
group “other therapies” in this meta-analysis is not well described. Comparing HPT to
cognitive-behavioural therapy (CBT) only, HPT was described as slightly inferior to CBT
(d=-0.13, 95% CI [-0.21, -0.06]; Elliott et al., 2013, p. 10).

There are currently a number of psychotherapy approaches available for practitioners
to deliver clinical services around Europe. In Germany, however, HPT is not part of the
list accredited psychotherapists can choose from and be reimbursed for their services.

To become part of this list, psychotherapy approaches have to undergo two independent
evaluations in Germany: (1) a scientific evaluation conducted by the German Scientific
Board of Psychotherapy (GSBP [Wissenschaftlicher Beirat Psychotherapie]); and — if they
are evaluated positively by the GSBP - (2) subsequent assessment concerning cost-utility
aspects (conducted by another, independent board). A recent evaluation of HPT by the
GSBP on request of the Work Group Humanistic Psychotherapy (Arbeitsgemeinschaft
Humanistische Psychotherapie, 2012) resulted in the conclusion that the approach is not
evidence-based according to the Board’s criteria.

Potential Reasons for These Discrepant Results: Allegiance and
Treatment Quality

The discrepancy between the review result of the GSBP and other international reviews
on HPT (e.g, by Elliott et al., 2013; Elliott et al., 2021) can be explained through the
different methodological approaches, e.g. using meta-analyses and pooling effects for a
certain disorder (Elliott et al., 2013; Elliott et al., 2021) vs. defining a required minimum
of evidence (at least three RCTs with sufficient internal and external validity) for a
certain number of diagnostic groups (currently: 4 out of 12) in the GSBP approach.
Moreover, the discrepant definition of what constitutes HPT as defined by the German
Work Group Humanistic Psychotherapy from the international definition, e.g. as defined
in the reviews by Elliot is likely to be relevant here. The assignment of subapproaches
to HPT is different across author groups and also within type of publications. Elliott

et al. (2021) use the term HPT to embrace 10 subapproaches (person-centered therapy,
emotion-focused therapy, motivational interviewing, gestalt, existential, psychodrama,
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focusing-oriented, expressive and body-oriented as well as “supportive / nondirective”),
while in Elliott et al. (2013) the respective analyses included 9 subapproaches, omitting
motivational interviewing. On the basis of current discussions in psychotherapy research
(e.g., Wampold, 2015), we hypothesized in addition that two key reasons may have an
impact on the effectiveness on HPT subapproaches (Schiinemann et al., 2019):

1) Researchers’ allegiance that may be associated with a decrease of the (possible) ef-
fects of the non-preferred treatment condition (Munder et al., 2011), in case of the review
of the GSBP a decrease of the effects of subapproaches of HPT. Leykin and DeRubeis
(2009, p. 55) define “Allegiance, in the context of treatment outcome research, ...[as] a
belief in the superiority of a treatment. It usually also entails a belief in the superior
validity of the theory of change that is associated with the treatment”. Often, this belief is
associated with therapy outcomes and may reflect a risk of bias. A meta-analysis on the
allegiance bias hypothesis demonstrated a moderate association between allegiance and
treatment outcome moderated by methodological quality (Munder et al., 2011), indicating
that allegiance as well as methodological quality may need to be taken into account for
treatment comparisons (Munder et al., 2011). In the context of the HPT evaluation of the
GSBP, researchers’ allegiance may have had an effect because many studies in the pool
used a study design in which a humanistic subapproach was designed as control group in
comparison to other psychotherapeutic approaches (e.g., CBT).

2) We further assumed that treatment quality of HPT studies in the GSBP evaluation
may have an impact on outcomes. In this context, the two aspects of bona fide psycho-
therapy and adherence can be differentiated. Whereas bona fide represents conceptual
quality of a treatment, adherence is rather concerned with process quality. For the present
study, bona fide psychotherapy will be defined as follows: mentioning or describing
an established psychological approach, psychological treatment principles, a treatment
manual or active treatment ingredients (Benish et al., 2008) as well as the requirement
that the intervention is implemented by a trained therapist (Wampold et al., 1997).
Further, we use a definition of adherence in accordance with Munder et al’s (2013)
definition of treatment integrity: “[...] conceptualized broadly including adherence to
specific treatment procedures (e.g., the importance of exposure in psychotherapy for
post-traumatic stress disorder), common factors (e.g., therapeutic alliance), and therapist
effects (i.e., differences in the effects due to individual therapists)” (Munder et al.,

2013, p. 8). Concerning treatment quality, Wampold (2015) summarizes that trainers’
competence has only a small (d = 0.14) and adherence to protocol an almost negligible
effect (d = 0.04) on treatment outcome. The (non-) effect of adherence to protocol may
be explained with associated decreased patient-therapist alliance, increased likelihood
of resistance to treatment and a lack of flexibility by the therapist. We hypothesized
that the GSBP-evaluation included studies implementing HPT subapproaches (often as
control group) in potentially fuzzy and poor quality so that significant HPT mechanisms
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could not work properly resulting in potentially decreased effects of the respective HPT
subapproach.

Objectives

The aim of this meta-analysis is the re-examination of studies included in the GSBP
evaluation of HPT (GSBP, 2018) (based on the application of the Work Group Humanistic
Psychotherapy and the additional searches conducted by the GSBP) to examine poten-
tial moderating effects of allegiance and treatment quality (bona fide psychotherapy

and adherence) on the comparative effectiveness of HPT (including both efficacy and
effectiveness studies). We examine whether in the HPT subapproaches vs. others psycho-
therapeutic interventions included in the GSBP evaluation 1) allegiance to a particular
psychotherapeutic intervention and 2) treatment quality (bona fide/adherence) signifi-
cantly moderate effect sizes. We expected higher allegiance towards other psychotherapy
approaches and lower treatment quality to be significant predictors of lower effect sizes
in the HPT condition.

Method
Design, Study Search and Procedure

This study was registered in the PROSPERO International prospective register of system-
atic reviews (CRD42019128983). The present full report relates to the second objective in
this protocol (comparison of humanistic subapproaches versus other psychotherapeutic
interventions).

The study pool which builds the basis of the present analysis is taken over from
the GSBP (2018). For their final sample, the GSBP screened abstracts of n = 481 studies
from which N = 114 went into the final pool of evaluated studies. The abstract screening
procedure was based on 1) a list of studies submitted by the Work Group Humanistic
Psychotherapy (n = 313), and 2) results from an independent literature search conduc-
ted by an independent institution. According to pre-specified PICOS criteria, all study
abstracts were screened; the ones included went into full-text screening review by two
independent reviewers (members of the GSBP) to decide about their further inclusion.

The present systematic review used the identical study pool of the GSBP (N = 114)
in order to compare the results of this systematic review directly with the conclusions
of the GSBP and by this to be able to provide recommendations for future analyses on
psychotherapeutic approaches or methods by the GSBP.

It was necessary to conduct a secondary study screening for eligibility because the
present systematic review needs specific study data beyond the data relevant for the pur-
pose of the GSBP. As result, we used N = 50 studies which compared HPT subapproaches
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to alternative evidence-based psychotherapeutic interventions (see flowchart Figure 1).
The remaining studies were either excluded or relate to inactive control conditions.

Figure 1

PRISMA Flow Diagram Showing the Process for Search and Selection of Studies
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Study characteristics for the present meta-analyses were extracted by one author
(either OS or AJ). Study results, study quality, allegiance and treatment quality were
rated by two of the authors independently (OS & NH or A] & UW or NH & UW).
Inter-rater reliability (Cohen’s Kappa) for adherence (only available for one of the two
rater teams: NH, OS) across all intervention groups (IG and CG) was moderate (Altman,
1999): x = .507 (p < .001); agreement = 76.7%. Inter-rater reliability (intra-class correlation,
ICC) for allegiance (MARS index) was .91 (95% CI [.82, .95]; two-way mixed-effects ICC,
absolute agreement, average for two coders, same rater team).

Discrepancies were first discussed within dyads and if discrepancies could not be
clarified, were discussed among all four authors until a final decision was reached.

Inclusion and Exclusion Criteria

Inclusion criteria were based on those of the GSBP and complemented by the availability
of data we needed for the meta-analysis. Inclusion criteria were: 1) RCTs or non-random-
ized controlled trials with active control group and 2) report of pre- and post-assessments
regardless of follow-up assessments. These criteria were complemented with the follow-
ing exclusion criteria: 1) an active control group was missing (only two or more HPT
subapproach-groups with no additional active control group precluding the examination
of allegiance); 2) a metric outcome measure or post mean were lacking or 3) an indication
of data manipulation could be found. For more details see Schiinemann et al. (2019) or
Supplementary Materials (Additional inclusion and exclusion criteria).

Data Collection

We extracted information on participant characteristics, study characteristics, interven-
tion characteristics, primary and secondary outcomes, risk of bias, allegiance, treatment
quality (bona fide and adherence). Guidelines of the Cochrane Collaboration were used
to estimate and substitute missing data for outcomes, e.g., calculating standard errors
from exactly reported t-values. The primary effectiveness outcome was symptom severi-
ty at the end of treatment measured on a metric symptom specific scale. Outcomes on
self-rating scales (e.g., BDI) were given priority over observer-rated scales (e.g., HDRS).
As symptom reduction is not necessarily the primary target of change across different
psychotherapy approaches, we extracted data for different outcome domains to analyse
moderator effects specific to different outcome domains. Secondary outcomes were inter-
personal outcomes (e.g., DAS), general assessment of functioning (e.g., GAF) and quality
of life (e.g., WHO QOL). The primary outcome was extracted for short-term (end of
intervention) and follow-up if available (6 months after end of intervention or the one
closest to 6 months). As primary negative outcome drop-out until end of intervention
was extracted.
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Assessment of Main and Exploratory Moderators: Study Quality,
Allegiance and Treatment Quality

Allegiance was assessed according to the multilevel allegiance rating-scale (MARS) pro-
vided by Steinert et al. (2017). This instrument combines information about 1) research-
ers’ allegiance either respective treatment development or contribution to an etiological
understanding of the treated disorder; 2) therapists’ allegiance; 3) trainers’ allegiance and
4) supervisors’ allegiance to a total score (0-4; Steinert et al., 2017).

Treatment quality with bona fide psychotherapy and adherence were rated using the
definition by Wampold et al. (1997) and Benish et al. (2008) according to the following
items: using/citing an established psychotherapy manual; used intervention is based
on psychological principles; author mentions HPT (subapproach)/CG on own his/her
website; author has other relevant HPT (subapproach)/CG publications; intervention
was carried out by trained therapists. To meet the criterion of bona fide two of the
items needed to be fulfilled. In the moderator analyses “bona fide” was compared to
“non or unclear bona fide”. To fulfill the criterion of treatment adherence, treatment
conditions and therapeutic procedure needed to be described in detail and adherence
must have been proved by external raters. In the moderator analyses “non-adherence”
was compared to “adherence”. Study quality of the included studies was rated according
to the second version of Cochrane’s risk of bias tool (RoB 2.0; Higgins et al., 2018)
considering the adaptions by Munder and Barth (2018) for its use in psychotherapy
outcome research. Thus, the methodological quality was assessed via: 1) bias arising
from the randomization process; 2) bias due to missing outcome data; 3) bias in outcome
measurement; and 4) bias in selection of the reported result (Cochrane’s risk of bias tool)
as well as 5) effect of adhering to intervention (see Higgins et al., 2018; Munder & Barth,
2018). For non-randomized controlled trials, the ROBIN-I tool (Sterne, Hernan, et al.,
2016) was used to rate risk of bias. For moderator analyses a “low risk of bias” in each
category was compared to an “unclear or high risk of bias”.

Statistical Analyses

Standardized mean difference for metric measures and odds ratios for rare outcomes
between the intervention groups at end of intervention and follow-up were calculated
using the intention-to-treat sample, if available. For all analyses, a random effects model
with inverse variance weights was applied (DerSimonian & Laird, 2015). Cochran’s
Q-test was used and quantified using the I?-statistic (Higgins et al., 2003) to test statistical
heterogeneity between study results for significance. Visual examination of funnel plots
and Egger’s test (Sterne, Egger, & Smith, 2016) were applied to examine possible publica-
tion bias.

A priori defined subgroup (in case of categorical predictors) or meta-regression
(in case of metric predictors) analyses (univariate) were conducted concerning study
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quality, allegiance, treatment quality, type of non-active control (waitlist vs. all others
including TAU), type of HPT subapproach (client centered vs. all others) and population
(children/adolescents vs. adults). Differences between subgroups were tested formally
(Bucher et al., 1997; Deeks et al., 2001; Song et al., 2003). A posteriori (explorative) meta-
regression analyses (univariate) were performed in case of considerable heterogeneity
between studies for number of sessions, length of intervention, percentage of women,
affective disorder, anxiety disorder, post-traumatic stress disorder (PTSD), F 54, study
design (no RCT) and comparator (CBT). All analyses were conducted using the metafor
package in R (Viechtbauer, 2010).

Results

Descriptive and Additional Results

Because of space limitations additional information and results are documented in

the Supplementary Materials. Individual characteristics of all studies are shown in the
Supplementary Materials (Supplementary Table 1). All ratings for Cochrane’s risk of bias
and ROBIN-I tool (study quality) as well as for allegiance and treatment quality for each
study can be found in the Supplementary Materials (Supplementary Table 2). Further,
the overall main effect sizes are presented in Supplementary Table 3. In order to avoid
misunderstandings when interpreting the results of the overall effects a more detailed
explanation of the main effects can also be found in Appendix C — Supplementary
Information (see Preliminary Results: Overall main effect sizes of HPT). The forest plot
for the primary outcome is displayed in Figure 2.

Main Results: Univariate Moderator Effects — The Role of
Allegiance and Treatment Quality

We will first report on moderation effects (pre-specified moderators followed by explora-
tory moderators) for post-intervention outcomes and then move to reporting the results
for the same moderators at follow up.

The results for the moderator analyses for the symptom severity (primary outcome)
are presented in Table 1A. No significant moderating effects on the primary comparative
effectiveness outcome symptom severity at end of intervention could be shown for the
pre-specified moderators study quality, allegiance or treatment quality.

Exploratory subgroup analyses indicated that the difference between HPT and other
psychotherapies regarding symptom severity increased significantly favouring other psy-
chotherapies when CBT was used as comparator and in studies examining anxiety disor-
ders. Sensitivity analysis for this comparison showed that results were not influenced by
the study design.
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Figure 2

Exemplary Forest Plot of the Comparison HPT Approaches vs. Other Psychotherapy Only for the Primary Outcome
Symptom Severity at End of Intervention
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For the outcome symptom severity at follow-up subgroup analyses indicated that the dif-
ference between HPT in comparison to other psychotherapies was reduced significantly
in studies with no or unclear allegiance against HPT (B = -0.208, p = .044; for examples
for interpretation, please see table note).

Results for secondary outcome domains are shown in Table 1B. For the outcome
interpersonal problems subgroup analyses indicated that the difference between HPT in
comparison to other psychotherapies was reduced significantly in studies with no or
unclear allegiance against HPT. Also, the difference between HPT in comparison to other
psychotherapies was reduced when bona fide HPT was used, in studies with a low risk of
bias due to missing data and in studies not examining anxiety disorders. Yet, somewhat
contradictory, the difference increased in favour of other psychotherapies when the
control group was not adherent to intervention. No significant moderator effects were
detected for the outcomes general functioning and quality of life.

The results for some of the outcome measures should be interpreted with caution
because of the small number of studies (n = 9 for interpersonal problems, n = 12 for
general functioning, n = 8 for quality of life) in comparison to the large number of
moderator analyses.

To test whether primary moderators were sufficiently independent, we examined
their associations post-hoc via Fisher’s Exact Test (FET). Results showed a significant
association between allegiance and bona fide HPT (p = .01, FET). Moreover, bona fide
HPT was significantly associated with adherence HPT (p = .007, FET) as well as with
adherence to the control condition (p = .02, FET). There were no other significant
associations between primary moderators.

Discussion

The purpose of this study was to investigate the effects of allegiance and treatment
quality (bona fide psychotherapy, adherence) for assessing the comparative effectiveness
of psychotherapy. We used data comparing the effects of HPT subapproaches (from a
study pool used in a recent evaluation of the GSBP) to other evidence-based treatments.
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Moderator analyses did not indicate consistent effects of allegiance, treatment quality or
study quality on the comparison between HPT and other forms of psychotherapy across
all outcomes and assessment points. At the end of intervention, we found a moderating
effect in one (interpersonal problems) out of four outcomes (symptom severity, general lev-
el of functioning, quality of life) for allegiance (no or unclear against HPT subapproach)
and treatment quality (non bona fide HPT subapproach, non-adherence to control condi-
tion) and - to a somewhat lesser extent — also for study quality. At follow-up (with
only one outcome domain still available: symptom severity), allegiance significantly
moderated comparative treatment effects: in studies with no allegiance against HPT the
difference between HPT and other forms of psychotherapy was significantly reduced
for symptom severity at follow-up. The beta coefficient for symptom severity at end of
intervention is pointing in the same direction (8 = -0.183) as at follow-up (8 = -0.208) but
is not as pronounced in size.

Exploratory subgroup analyses showed that the difference between subapproaches
of HPT in comparison to other psychotherapies was reduced in studies not examining
anxiety disorders and in studies not using CBT as a comparator.

Allegiance

The high proportion of allegiance against HPT as well as the high number of non-bona
fide treatments in the HPT-treatment arm in the present meta-analysis has also been
reported in other studies (Cuijpers et al., 2012; Elliott et al., 2013; Elliott et al., 2021).
Cuijpers et al. (2012) concluded that non-directive supportive therapy (as a subapproach
of HPT) for depression is equally effective as other psychological treatments after re-
searcher allegiance was controlled. Similarly, Elliott et al. (2013) report a drop in (weigh-
ted) effects when comparing supportive therapies to other psychotherapy approaches. In
addition, researcher allegiance has been demonstrated to have an impact on outcomes in
psychotherapy studies not focusing on HPT alone (Munder et al., 2013).

When focusing on the impact of allegiance, it is important to keep in mind that it
is not useful to interpret it as a purposeful attempt to skew results but rather take it
into account as a human tendency to believe in one’s own ideas and practices in a way
that objectivity is compromised (Lomangino, 2016; Yoder et al., 2019). This perspective is
supported by research that shows that awareness and acceptance of its potential impact
may reduce its effects (Munder et al., 2013). Another option to avoid a bias through alle-
giance are allegiance-controlled trials where the interventions in the different conditions
are planned and supervised by proponents of the respective approaches (Barkham et
al., 2021; Leichsenring et al., 2009). Similarly, more recently, bona fide is also explicitly
considered in trial designs: In their recent RCT comparing person-centered experiential
therapy (PCET as a HPT subapproach) and CBT, Barkham et al. (2021) carefully imple-
mented bona fide treatment arms with a similar level of professional training with the
help of trainers qualified in the respective interventions.
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Adherence

We did not find moderation effects of adherence on comparative effectiveness. A recent
systematic review and meta-analysis of the role of adherence for outcome in child

and adolescent psychotherapy found a small (statistically significant) (interventional,
non-comparative) effect size for adherence of d = 0.096 (95% CI [.058, .124]. Considering
the very small effect size, the authors conclude - despite the statistical significance -

that other factors than adherence are much more relevant to consider for outcome. They
included primary studies if “external or independent observer rated measures of adher-
ence or competence, measures across multiple time points (...)., and interrater agreement
established in the study or use of coders trained to this level (...) ICC) > -0,60 or Kappa >
-0,61 or percent agreement > - 90% or the score is based on agreement by multiple rates”
(Collyer et al., 2020, p. 419). Our criteria to evaluate adherence were less demanding than
in Collyer et al. (2020). When adherence as a construct is significantly linked to outcome,
quite likely its actual impact upon explaining differences in outcomes remains very small
with the presented mean effect size estimation of r < 0.10 (i.e. accounting for less than 1%
of the variance in therapy outcome).

Study Quality

With respect to study quality (risk of bias, assessed via RoB), we found no clear evidence
for moderation effects. These results are in line with the recent studies by Cuijpers,
Quero, et al. (2021) as well as Hoppen and Morina (2020). In this context it has to be kept
in mind that study quality is quite likely not fully independent from allegiance: Munder
et al. (2011) found that allegiance is more strongly related to outcome in studies with
lower methodological quality. The inclusion criteria of the GSBP define relatively high
methodological standards. These standards may have prevented that allegiance effects
unfold as strongly in our study as maybe in other meta-analyses where inclusion criteria
are less methodologically strict.

Strengths and Limitations

The present study compasses a considerable number of trials, examined important pre-
defined moderators and demonstrates the challenges in evaluating the significance of
allegiance and treatment quality (bona fide and adherence). However, in conducting this
meta-analysis, we also were faced with a number of problems:

Limitations: Allegiance

Allegiance was defined via an aggregate score taking into account researchers’ alle-
giance, therapists’ allegiance, trainers’ allegiance and supervisors’ allegiance was used
(Steinert et al., 2017). This aggregation forecloses to identify which type of allegiance
may be more (or less) relevant for treatment outcome.
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Limitations: Treatment Quality

Following Benish et al. (2008) and Wampold et al. (1997) we used a sophisticated bona
fide rating scheme with five criteria: use of a manual; application of an intervention
based on psychological principles; author(s) indicate(s) affiliation with the examined
intervention (sub)approach on own website; author has other publications concerning
the examined intervention (sub)approach; therapists received a training (Benish et al.,
2008; Wampold et al., 1997). We decided to use a liberal categorization with only two of
the above aspects necessary in order to categorize the intervention as an overall bona
fide treatment. Despite these seemingly clear criteria, the assessment of bona fide turned
out to be challenging because of often insufficient information.

Further difficulties arose concerning the manual criterion. Many studies reported
the use of a manual, also in the HPT condition. However, referenced manuals differed
considerably in terms of accessibility, comprehensiveness as well as in terms of content
(common manuals vs. review or overview articles). This constitutes a general problem in
psychotherapy research and practice, affecting not only HPT (Willutzki & Andermann,
2019). Therefore, extensive discussions about the manual criterion were necessary, and
decisions on the categorization are sometimes not clear cut. For rating adherence, all
following criteria had to be fulfilled: treatment conditions needed to be described pre-
cisely; the exact (sub)approach must be presented in detail; adherence had to be rated by
external observers. Related to the latter, studies sometimes indicated that adherence was
rated by external observers but the actual result was missing. In these cases, we decided
to rate the criterion of adherence liberally, even if authors did not report their adherence
results.

Further Limitations

The most common diagnostic groups of the systematic review were psychological and
behavioural factors associated with disorders or diseases classified elsewhere (F54). The
GSBP used this category for a wide scope of applications. Thus, there were also studies
included examining subjects with (only) a diagnosis of a somatic illness (e.g., patients
with age-related macular degeneration, Rovner et al., 2014).

While we based our analysis on the 114 studies taken into account by the GSBP
it is important to note that our study pool for the moderator analysis is not identical
to the study pool underlying the differentiated GSBP-evaluation of HPT (GSBP, 2018).
Discrepancies are due to differences between the method paper (GSBP, 2010) and our
study protocol. As an example, the GSBP excluded some of the 114 studies from further
analysis due to insufficient methodological quality. However, studies with low methodo-
logical quality were included in the present meta-analysis as study quality was one of
the moderators by using Cochrane’s risk of bias or ROBIN-I tool. On the other hand,
we had to exclude 19 studies for which either the study design was not appropriate for
the present research question (e.g., HPT subapproach vs. other HPT subapproach or HPT
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subapproach mixed with other psychotherapy approach), or no mean values were given
needed to conduct statistical analyses going beyond the evaluation of the GSBP.

As in many meta-analyses trying to explore heterogeneity among studies via sub-
group analyses we face power problems, particularly because studies are not evenly
distributed between subgroups. It is still useful and necessary to run the respective sub-
group analyses. On the other hand, one could also argue that experiment wise error rates
may assist in arguing that the significant results may have occurred by chance alone in
the absence of any true effects. Further, it has to be kept in mind that no evidence of
the moderators’ impact does not mean that this is evidence of no difference (Cuijpers,
Griffin, & Furukawa, 2021). Finally, most of the Humanistic studies were studies based
on Rogerian psychotherapy and thus results are particularly relevant for this kind of
interventions.

Conclusion

The present results could not demonstrate effects of the examined moderators on treat-
ment outcome. However, we mainly examined studies with high study quality. This is
crucial to consider for generalizing our results and it is necessary to prove whether
results can be replicated for studies with low study quality.
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Abstract

Background: Since Prolonged Grief Disorder’s (PGD) inclusion as a mental health disorder in the
ICD-11 in 2018, much of the peer-reviewed research has focused on its prevalence, assessment, and
co-occurrence with other mental health disorders. There is also emerging research literature on the
association between PGD and physical and somatic health outcomes. In light of this, the objective
of this review was to identify and summarise the extant research on the association between PGD,
and outcomes related to physical health and somatic complaints among bereaved individuals.
Method: A systematic review utilized electronic databases (Web of Science, MEDLINE, Cochrane
Library, PsycINFO) up to October 10, 2023. Included were cohort and cross-sectional studies since
2018 exploring links between ICD-11 PGD and physical/somatic health outcomes. Two researchers
independently identified eligible studies meeting inclusion/exclusion criteria, employing quality
assessment instruments to evaluate methodological rigor.

Results: From the 418 articles that were initially screened, 18 met the inclusion criteria. The
studies reported significant associations between PGD and physical health, somatic symptom
distress, insomnia severity, blood pressure, bodily distress syndrome, chronic physical diseases, and
poor- caregiver health profiles.

Conclusion: Out of the 18 studies eligible for analysis, 13 (72%) established a significantly strong
or moderate association between PGD and physical or somatic illness, highlighting the intricate
nature of this connection. Further research is required to assess the breadth of physical and
somatic health problems associated with PGD and to understand the psychological and biological
mechanisms that underpin these observed relationships.
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Highlights

« Most studies found a strong to moderate link between PGD and physical/somatic
illness.

» PGD impacts caregiver health, somatic distress, insomnia, and comorbid chronic
diseases.

« Findings align with PTSD, with clinically relevant psychological and medical effects.

Physical health is defined by the Centers for Disease Control and Prevention as the
condition of one’s body, with the ability to carry out daily activities without experiencing
pain, discomfort, or limitation (Elgaddal et al., 2022). Somatic problems, on the other
hand, are physical symptoms that are not caused by an identifiable medical condition
(Kolappa et al., 2013). The association between mental health disorders and physical
health or somatic symptoms has been consistently reported in the research literature. For
example, depression has been identified as a risk factor for long-term physical conditions
such as diabetes (Cosgrove et al., 2008; Gonzalez et al., 2008), cancer (Massetti et al., 2017;
Massie, 2004), and cardiac disease (Berg et al., 2018; Chaddha et al., 2016; Dhar & Barton,
2016).

Studies conducted by Haug et al. (2004) and Carlehed et al. (2017) have also explored
how depression relates to physical symptoms in large community samples, revealing
a strong and significant relationship between depression and experiencing functional so-
matic symptoms. Moreover, Gili et al. (2010) reported a higher prevalence of depression
among primary care patients with chronic somatic diseases compared to their physically
healthy counterparts.

One disorder that has consistently been found to be associated with physical and
somatic problems is post-traumatic stress disorder (PTSD). The ICD-11 outlines PTSD as
a mental health condition that can emerge after experiencing a threatening or horrifying
event or a sequence of such events (Barbano et al., 2019) and the associated allostatic
load has been argued to cause physical morbidity (McFarlane, 2010). There has been a
plethora of studies examining the association between PTSD, trauma exposure, physical
illness, and somatization, and various systematic reviews have analyzed and described
the extant research evidence. An early systematic review by Qureshi et al. (2009) found
evidence for a consistent association between PTSD and arthritis, however, mixed results
were observed for conditions such as diabetes, coronary heart disease, and stroke. In
a more comprehensive systematic review of 62 studies, Pacella et al. (2013) reported a
significant association between PTSD and overall poorer physical health outcomes. This
encompassed general health symptoms, medical conditions, and health-related quality
of life. Gupta’s (2013) review further emphasized the link between PTSD and diverse
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medical conditions by highlighting the severity of PTSD symptoms to be significantly
associated with an increased risk of physical conditions such as hypertension and coro-
nary heart disease. Sleep disturbances, such as sleep paralysis, were also prevalent in
PTSD patients, suggesting a multifaceted impact on physical health. Afari et al’s (2014)
systematic review of 71 studies indicated that individuals with reported exposure to trau-
ma were more likely to have functional somatic syndromes, with PTSD also identified

as a contributor to cardiovascular and immune-mediated disorders. Lastly, Ryder et al’s
(2018) meta-analysis underscored a robust association between PTSD and increased risks
of cardiovascular, metabolic, and musculoskeletal disorders. Collectively, these studies
emphasize the intricate connection between PTSD and various physical health outcomes.

Poorer physical and somatic health status also appear to be associated with stressful
life experiences such as bereavement. Parkes (1964) was among the first to show a signif-
icant correlation between bereavement and physical health in older adults by reporting
a 65% increase in medical consultation rates among a sample of widows following
bereavement. Large-sample cross-sectional research from Thimm et al. (2020) also dem-
onstrated that severe grief reactions in elderly individuals were significantly associated
with self-reported physical health problems as well as an increased use of health services.
Additionally, Sillis et al. (2022) and Toblin et al. (2012) have shown that this association
was also present in samples of younger people by reporting significant associations
between grief and somatic complaints among bereaved university students and infantry
soldiers. Moreover, a systematic review by Ennis and Majid (2021) found a significant,
positive relationship between bereavement and adverse physical and physiological health
outcomes, including inflammation, cardiovascular risk, chronic pain, and mortality.

A significant issue in the field of bereavement has been the lack of acknowledgment
of enduring, distressing grief reactions as specific conditions related to grief. There has
been a warranted reluctance to pathologize any form of grief, leading to inconsistencies
in its definitions and measurement. As a result, depression was often diagnosed instead.
However, the inclusion of Prolonged Grief Disorder (PGD) in the 11th Revision of
the International Classification of Diseases (ICD-11: WHO, 2019) and the Diagnostic
and Statistical Manual of Mental Disorders, Fifth Edition, Text Revision (DSM-5-TR)
(American Psychiatric Association, 2022) has facilitated a more standardized approach to
the study of grief.

On the other hand, the published peer-reviewed literature exploring PGD and physi-
cal health problems has also not been systematically examined since PGD was officially
classified as a mental health disorder. To address this, we conducted a systematic review
of the scientific literature to investigate the association between ICD-11 PGD, and out-
comes related to physical health and somatic complaints among bereaved individuals.

By synthesizing existing research, this review aims to provide a clearer understanding
of the impact of PGD on physical and somatic health, which could inform clinical
practices, guide future research, and ultimately contribute to improved care for bereaved
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individuals. This review represents the first comprehensive assessment of the evidence
for associations between ICD-11 PGD, and physical and somatic health outcomes since
PGD’s inclusion in the ICD-11.

Method

The protocol for this systematic review was preregistered at the PROSPERO repository
(CRD42023471080) on 10/10/2023 (for access, see Cunningham et al., 2023S). To ensure
transparency and completeness in the processing and reporting of the results, the PRIS-
MA 2020 guidelines (Page et al., 2021) were adhered to.

Inclusion and Exclusion Criteria

This systematic review incorporated any form of quantitative studies that met the fol-
lowing inclusion criteria:

1. The study reported original, empirical research published in peer-reviewed journals,
that utilized quantitative and validated measures of Prolonged Grief Disorder (PGD)
and physical or somatic illness.

2. Investigated the association between PGD symptoms from standardized assessment
tools and physical and somatic health symptoms.

3. Included a report of quantitative measures of association or group difference such as
correlations, odds ratio, t-test, etc.

The exclusion criteria were:

Non-peer reviewed published research studies.

Research that did not employ a quantitative methodology.

Single-item quantitative scale measurement of PGD or physical or somatic illness.
Non-English language.

Studies prior to 2018.

AN ol A

Search Strategy

Four electronic databases Web of Science, MEDLINE, Cochrane Library, and PsycINFO
up to the 10% of October 2023 were searched using full-text terms to identify studies
reporting an association between PGD, and physical and somatic health symptoms. The
search was limited to research studies published in the English language since 2018
that underwent peer review. Searches were conducted using Boolean operators of the
following search terms:

“prolonged grief disorder” OR “prolonged grief” OR “traumatic
grief” AND “somatic symptoms” OR “physical illness”.
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In addition, reference lists of selected studies were screened for any other relevant study.

Reporting Guidelines

This article was prepared in accordance with the PRISMA (Preferred Reporting Items
for Systematic Reviews and Meta-Analyses) guidelines (Page et al., 2021). Adherence to
PRISMA standards ensures that the research was reported with transparency and rigor,
providing a clear, comprehensive, and reproducible account of the systematic review
process. Following these guidelines enhanced the quality and integrity of our research
findings.

Data Collection, Extraction and Quality Assessment

After identifying studies that met the inclusion/exclusion criteria, the researchers re-
trieved the full-text articles. Two independent reviewers (J.C and C.C) assessed the
articles for eligibility, and any disagreements were resolved by consensus. The reviewers
were not blinded to the journals or authors of the studies. The researchers created a
standardized data extraction sheet to gather information on publication details, study
location, methodological features (such as sample size and study design), exposure and
outcome measures, PGD type, and the scales used for physical and somatic health out-
comes (Supplementary Table 3). The evaluation then focused on the appropriateness of
quality assessment tools to measure the level of bias in each study. The resultant tool was
a modification of the two most relevant instruments. The Joanna Briggs Institute critical
appraisal checklist for analytical cross-sectional studies (JBI) (Joanna Briggs Institute,
2017a) (Supplementary Table 1) was applied to cross-sectional studies, while the JBI criti-
cal appraisal checklist for cohort studies (Joanna Briggs Institute, 2017b) (Supplementary
Table 2) was employed for longitudinal studies. The description of effect sizes were based
on Cohen (1988) descriptions of mean difference (small d = 0.20, medium d = 0.50, and
large d = 0.80) and correlations (small r = .10, medium r = 0.30, and large r = .50).

Results

Details of the search and selection of studies is presented in Figure 1. Out of the initial
screening based on title and abstract, 418 articles were identified, 112 of which were du-
plicates, and once removed, 306 articles remained. There was a high degree of agreement
between the two reviewers (24 and 25 articles) in selecting articles that met the inclusion
criteria (kappa = .62, t = 10.90, p < .001). After full-text screening and discussion, a final
set of 18 articles were selected to take forward to full review.
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Figure 1

PRISMA Flow Diagram Showing the Process for Search and Selection of Studies

Identification

Screening

Included

Results of the reviewed studies are summarized in Table 1, covering information on asso-
ciations between PGD, and physical and somatic health outcomes, mode of bereavement,
sample characteristics, study design, measures, main findings, and risk of bias.

]

Records identified from

Databases (n = 418)

Records assessed for
abstract screening

(n = 306)

Records assessed for
eligibility after the abstract
reading (n = 29)

Records removed before
screening:
Duplicate records removed (n =

112)

Records excluded after abstract
reading (n= 277)

No physical health measure (n =
205)

No measure of PGD (n= 50)
Protocol Study (n = 6)
Systematic review (n = 10)

Study not completed (n = 6)

Studies included in review
after full text screening

(n=138)

A4
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Across the 18 studies eligible for examination, 13 (72%) demonstrated a significantly
strong or moderate association between PGD and physical or somatic illness. This was
displayed across divergent research designs, types of loss and different somatic and phys-
ical health problems. Cross-sectional and longitudinal designs were used in all studies.
Using a cross-sectional design Killikelly et al. (2020) reported a moderate correlation
between PGD (three IPGDS sub-scales) and somatic symptoms, and this is consistent
with Hennemann et al. (2023) who reported that a significant proportion of variance

(R? = 23%) in somatic related distress was attributed to PGD. In contrast, Maccallum

and Bryant (2020) identified a negative association between prolonged grief and physical
health. In prospective longitudinal studies, Comtesse et al. (2020) found no significant
differences in somatization between individuals with PGD and those without it. In
contrast, Sveen et al. (2020) highlighted stronger correlations between prolonged grief
and somatization in bereavement. Vogel et al. (2021) showed no significant differences in
somatoform symptoms pre and post-person-centered therapy, while Kaiser et al. (2022)
found no significant group interaction but observed within-group effects over time.
However, both intervention studies featured small sample sizes and a 4:1 ratio of females
to males, impacting statistical power and generalizability.

The types of loss reported in the studies included in this review were mostly losing
a child, spouse/partner, or parent as well as the losses of patients and family members.
Zhou et al. (2020) and Zhang et al. (2020) examined Chinese parents who had lost an
only child and they reported associations between an increased risk of PGD and chronic
physical diseases. Studies on spousal loss by Lundorff et al. (2020) and Carlsson et al.
(2023) identified spousal grief symptoms as a predictor of physical health problems.
Marcussen et al. (2021) found a strong correlation between prolonged grief and bodily
distress syndrome in a sample who had experienced parental loss. Similarly, Lenger et al.
(2020) and Miller et al. (2020) showed a significant association between prolonged grief
symptoms and poorer physical health in a sample of bereaved caregivers. These findings
suggest that the type of relationship with the deceased may influence the nature and
severity of health outcomes associated with prolonged grief, with different relationships
potentially leading to specific patterns of physical and somatic symptoms.

There were specific health outcomes that were found to be associated with grief.
Yildirim (2023) and de Lang et al. (2023) both reported a significant association between
grief severity and insomnia, although this was not replicated in the Pohlkamp et al.
(2019) study. The diversity of outcome types that have been investigated is reflected in
the study by Palitsky et al. (2023) who found a significant association between PGD and
systolic and diastolic pressure.

Supplementary Tables 1 and 2 show the comprehensive evaluation of bias risk for
each study, conducted through the Joanna Briggs Institute critical appraisal checklist for
analytical cross-sectional and cohort studies. This showed that 40% of cross-sectional
studies exhibited moderate to high levels of bias, in contrast to the higher rate of 75% for
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the longitudinal studies. Significant heterogeneity was also noted. The primary bias in
cross-sectional studies stemmed from the lack of control over confounding variables. Few
studies controlled for participant’s previous physical health status, which is significant
since individuals experiencing loss tend to be older, and older individuals tend to have
more physical health complaints (James et al., 2018; Wu et al., 2022). In contrast, incom-
plete follow-up in cohort studies contributed to the most common element of potential
bias.

Discussion

This is the first systematic review of peer-reviewed published studies assessing the
association between ICD-11 prolonged grief disorder (PGD) and outcomes related to
physical and somatic health among bereaved individuals since PGD was included in
the ICD-11. Among the 18 eligible studies, 13 (72%) reported moderate (Carlsson et al.,
2023; de Lang et al., 2023; Killikelly et al., 2020; Lenger et al., 2020; Lundorff et al.,
2020; Sveen et al., 2020) to strong associations (Hennemann et al., 2023; Marcussen et
al., 2021; Miller et al., 2020; Palitsky et al., 2023; Yildirim, 2023; Zhang et al., 2020; Zhou
et al.,, 2020) between PGD and physical or somatic illness. There were a number of
studies that reported non-significant associations, or failed to report p-values and were
unclear in describing effect sizes (Comtesse et al., 2020; Kaiser et al., 2022; Maccallum &
Bryant, 2020; Pohlkamp et al., 2019; Vogel et al., 2021). It appears that there is reliable
scientific evidence, with a relatively low risk of bias, that the experience of prolonged
grief is associated with poorer physical health and a higher risk of somatization. This
prompts inquiry into the underlying mechanisms connecting these phenomena. Several
theoretical frameworks, including attachment theory, the stress response syndrome, and
the dual-process model, offer potential explanations for these observed associations.
First, attachment theory (Bowlby, 1958, 2018) provides a conceptual basis for under-
standing the substantial and moderate associations observed between PGD and intimate
types of loss. The loss of a child, especially for mothers, has been shown to produce
higher rates of PGD compared to other close loved ones (Buur et al., 2024; Goldstein et
al., 2019). Attachment theory helps explain these findings due to the intense emotional
bonds between parents and children, making such losses especially devastating. More-
over, the significant associations in our review studies by (Zhang et al., 2020; Zhou
et al., 2020), indicate an increased risk of PGD and chronic physical diseases among
Chinese parents who had lost an only child. Attachment anxiety has also been shown
to predict membership into PGD groups over depression and low-symptom groups, dem-
onstrating incremental predictive ability for both prolonged grief and somatic symptoms
(Field et al., 2005; King & Werner, 2012; Maccallum & Bryant, 2018). In light of this,
future research could employ quantitative measurement scales and tools for assessing
attachment styles based on attachment theory. This could explore associations between
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attachment types and physical and somatic health outcomes for individuals meeting
ICD-11 PGD criteria. If an association between attachment styles and physical/somatic
health outcomes were found to be consistent, such findings may help shape practices
and policies, such as identifying profiles of attachment types that pose a high risk of
physical/somatic health outcomes.

Second, Horowitz’s (1986) stress response syndrome (SRS) offers a robust framework
for understanding the significant associations between PGD, insomnia, and excessive
blood pressure. The SRS delineates between psychological and physiological responses
that individuals may undergo following traumatic or highly stressful events. This persis-
tent state of hypervigilance has the potential to magnify the grieving process and con-
tribute to mental health challenges, adversely impacting somatic and physical well-being
(Joiner et al., 1999; Riemann et al., 2010). Regarding insomnia, the SRS would explain
heightened emotional distress during nighttime, exacerbating the challenges of coping
with complicated grief in solitude (Baker et al., 2016; Germain et al., 2005, 2006; Lancel
et al., 2020). Furthermore, elevated blood pressure in prolonged grief sufferers may stem
from persistent emotional distress and difficulties in adapting to loss, triggering complex
stress responses (Mason & Duffy, 2019). In consideration of this evidence, future research
could utilize biological markers and neuroimaging techniques to study hyperarousal in
PGD, insomnia, and elevated blood pressure. Objective sleep monitoring (polysomnogra-
phy or actigraphy) could quantify disruptions in sleep architecture. Results may show
correlations between hyperarousal markers and specific sleep parameters, supporting
interventions such as cognitive-behavioral therapy for insomnia (CBT-I). Advocating for
CBT-I inclusion in treatment plans and workplace policies accommodating insomnia
due to prolonged grief could be significant. Identifying factors moderating prolonged
grief and elevated blood pressure may also inform tailored interventions and prevention
strategies.

A broader perspective on the association between PGD and physical health may also
be gained by examining how chronic stress and inflammation, which elucidate similar
relationships in other mental disorders such as Post-Traumatic Stress Disorder (PTSD)
and Major Depressive Disorder (MDE), apply to PGD. Both PTSD and MDE are linked to
prolonged activation of the stress response, leading to increased inflammation (Ehlert et
al., 2001; Slavich & Irwin, 2014; Wichmann et al., 2017). This inflammatory process con-
tributes to various physical health issues, including cardiovascular disease and metabolic
disorders (Black & Garbutt, 2002; Liu et al., 2017). Given that PGD involves sustained
emotional distress, analogous stress-induced inflammatory pathways may also underlie
the physical health problems observed in PGD. Moreover, PTSD and MDE are associated
with somatic complaints such as chronic pain and gastrointestinal issues (Gupta, 2013;
Thom et al., 2019), which may similarly manifest in PGD as physical symptoms due
to intense grief and emotional turmoil. By exploring these parallels, researchers may
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gain a deeper understanding of the mechanisms through which PGD impacts physical
well-being, thus guiding future research and clinical practice.

Lastly, the dual process model of coping with bereavement (Stroebe & Schut, 1999)
offers a bidirectional insight into the significant associations between PGD and physi-
cal/somatic illness following unnatural loss through loss-oriented and restoration-orien-
ted stressors (Tur et al., 2022). Unnatural or traumatic loss poses unique challenges to
the grieving process, triggering intense emotions such as shock, disbelief, and intrusive
thoughts (Layne et al., 2018; Lobb et al., 2010; Walsh, 2007). These emotions fall under
loss-oriented stressors, as they prompt individuals to face the reality of their abnormal
loss. Simultaneously, coping with the aftermath of unnatural loss involves practical
challenges, such as legal processes, funeral arrangements, and dealing with the societal
aftermath. It is highly plausible that individuals experiencing unnatural loss may oscil-
late between addressing their emotional pain and engaging in such constructive tasks.
For instance, someone grieving the sudden abnormal loss of a loved one in an accident
may alternate between processing the emotional trauma and dealing with the adminis-
trative aspects, such as legal procedures or insurance matters. This consistent fluctuation
may create cognitive dissonance (Festinger, 1957) in those experiencing unnatural loss
which may elucidate the substantially significant associations observed between PGD
and physical and somatic illness through abnormal loss circumstances. For example,
Dickerson and Kemeny (2004) have shown how stressors that involve social-evaluative
threats a key component of cognitive dissonance lead to significant increases in cortisol
levels, which has been shown to suppress the immune system, making individuals more
vulnerable to illness. In the context of PGD, the ongoing internal conflict and chronic
stress may result in a sustained physiological response, thereby weakening immunity
and increasing susceptibility to physical ailments. Additionally, cognitive dissonance has
also been linked to an increased risk of cardiovascular disease. Linden et al. (2007) found
that stress arising from conflicting emotions or behaviours which are key elements of
cognitive dissonance significantly heightens the risk of hypertension and other cardio-
vascular problems. For individuals with PGD, the persistent cognitive dissonance they
experience may intensify their stress, thereby increasing the likelihood of developing
cardiovascular issues. Keeping this in consideration, future research could refine and
adapt existing prolonged grief and coping scales to better align with the nuances of the
dual process model. A dual-process model questionnaire could focus on addressing spe-
cific components of prolonged grief that contribute to cognitive dissonance and potential
physical and somatic health complications. Policymakers could integrate such screening
tools into routine health assessments, while employers and community organizations
could offer more targeted support programs.

The studies under review exhibited both strengths and limitations. They notably
demonstrated consistency in measuring PGD, alongside showcasing geographical and
cultural diversity, which enriched external and ecological validity. However, this cultural
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diversity may explain the assorted findings found across the reviewed studies regarding
the strength of the association between PGD and physical and somatic health outcomes.
Future research could investigate this by examining how cultural factors influence this
relationship, potentially through incorporating culturally sensitive measures in assess-
ments. The majority of studies also presented substantial sample sizes, often supported
by reported power analyses. On the other hand, the bias risk evaluation revealed dif-
ferences in bias levels. Cross-sectional studies tended to have lower bias than longitudi-
nal studies. Moderate bias was noted in cross-sectional studies, while higher bias was
observed in cohort studies. Both designs exhibited relatively low levels of high bias.
Future studies, especially in cohort designs, can benefit from proactive strategies and
experimental designs to mitigate bias and enhance generalizability. However, given the
intrinsic difficulty in manipulating grief as an emotional state in experimental settings,
researchers must approach this challenge with caution and creativity. Methodologically,
it’s noteworthy that the majority of studies relied on self-reported measures that lacked
control for confounding variables, while only 44% utilized longitudinal methodology,
potentially impacting internal validity and result interpretability. Substantial heterogene-
ity was observed among the studies analyzed, with four distinct scales employed to
evaluate physical health and five to measure somatic health outcomes. Moreover, three
studies adopted alternative quantification methods, including the use of monitors, chron-
ic disease assessments, and outpatient visits. This disparity in measurement complicates
direct result comparisons, as it’s unclear if differences stem from variable characteristics
or scale usage. Developing universal physical and somatic health scales could address
this, offering standardized measures across cultures. This would aid cross-cultural com-
parisons and deepen our understanding of physical and somatic health outcomes. The
included studies also exhibited a fairly high mean age of 50 which may not capture

the unique prolonged grief experiences of younger individuals who may have different
coping mechanisms, support structures, and life contexts compared to older adults.

In conclusion, this pioneering review on PGD’s association with physical and somat-
ic illness exhibited numerous strengths such as the consistent measurement of PGD,
substantial sample sizes, and a high level of regional diversity. However, limitations
included disparities in bias levels between transverse and cohort studies, heterogeneity
in attaining the measurement of physical and somatic illness and the use of self-reported
measures that lacked control for confounding variables. The reviewed results revealed a
hierarchy of associations. Most studies demonstrated a significantly strong or moderate
association between PGD and physical or somatic illness. Notable findings include PGD’s
impact on caregiver health decline, somatic symptom distress, insomnia severity, and
comorbid chronic diseases such as osteoarthrosis and elevated blood pressure. These
results are consistent with PTSD findings and highlight the clinically relevant effect
sizes both psychologically and medically. These findings may assist in the differential
diagnosis of PGD by emphasizing the unique combination of psychological and physio-
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logical symptoms, which can help distinguish PGD from other disorders such as PTSD.
Given the significant impact of PGD on physical health, it is important to consider
these physiological symptoms more prominently in the diagnostic process to ensure
comprehensive assessment and appropriate treatment.

An important additional consideration is the impact of behavioural changes associ-
ated with PGD on overall health. PGD has been shown to cause behavioural changes that
contribute to poor physical and mental health. For instance, individuals with complicated
grief may engage in behaviours such as binge drinking, smoking, and a lack of physical
activity (Stroebe et al., 2007). These behaviours can exacerbate chronic illness, which
in turn impacts an individual's mental health and affects their ability to participate
effectively in therapy (Lando, 2006). Understanding these interactions is crucial, as social
withdrawal known as a common response in PGD (Szuhany et al., 2021) can lead to fur-
ther physical and mental health problems. A comprehensive approach to PGD treatment
must consider these behavioural changes and their impact on overall health to enhance
therapeutic outcomes and support holistic recovery.

Future research avenues include integrating quantitative tools based on attachment
theory for intimate losses in routine PGD screenings or employing biological markers
and neuroimaging techniques to study hyperarousal in PGD, insomnia, and elevated
blood pressure. Additionally, the dual process model of coping with bereavement could
be utilized through a standardized questionnaire tailored to measure the framework,
potentially predicting physical or somatic health issues among prolonged grief sufferers.
However, future studies must prioritize methodological rigor, diverse participant sam-
ples, and ethical standards to ensure valid and applicable findings in clinical practice.
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Abstract

Background: Although evidence-based interventions for posttraumatic stress disorder (PTSD) are
highly effective, on average about 20% of patients drop out of treatment. Despite considerable
research investigating PTSD treatment dropout in randomized controlled trials (RCTs), findings in
naturalistic settings remain sparse.

Objective: Therefore, the present study investigated the frequency and predictors of dropout in
trauma-focused interventions for PTSD in routine clinical care.

Method: The sample included n = 195 adults with diagnosed PTSD, receiving trauma-focused,
cognitive behavioral therapy in routine clinical care in three outpatient centers. We conducted a
multiple logistic regression analysis with the following candidate predictors of dropout: patient
variables (e.g., basic sociodemographic status and specific clinical variables) as well as therapist’s
experience level and gender match between therapist and patient.

Results: Results showed a dropout rate of 15.38%. Age (higher dropout probability in younger
patients) and living situation (living with parents predicted lower dropout probability compared to
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Dropout in PTSD Treatment 2

living alone) were significant predictors of dropout. Dropout was not significantly associated with
the therapist’s experience level and gender match.

Conclusions: In conclusion, routinely assessed baseline patient variables are associated with
dropout. Ultimately, this may help to identify patients who need additional attention to keep them
in therapy.

Keywords

treatment dropouts, posttraumatic stress disorder, prediction, psychotherapy, clinical practice, naturalistic
setting

Highlights

« About 15% of patients receiving PTSD treatment in routine clinical care dropped out.
« This rate is lower than found in previous studies.
« Age and living situation were the only variables related to dropout.

Evidence-based interventions for posttraumatic stress disorder (PTSD) have been shown
to be highly effective (e.g., Mavranezouli et al., 2020). However, about 20% of patients
receiving an intervention for PTSD drop out of treatment (e.g., Varker et al., 2021). As
treatment dropout can lead to lower treatment effectiveness and reduced probability of
improvement (Barrett et al., 2008; Varker et al., 2021), PTSD treatment dropout is an
important clinical challenge. On a general level, dropout can be defined as termination
of an initiated treatment before the symptoms that had caused the patient to seek
treatment have been alleviated (Swift et al., 2009; Swift & Greenberg, 2012). Despite
repeated efforts to establish a common standard, there remains a lack of consensus in
the literature regarding the operationalization of dropout, resulting in different variants
being observed (e.g., Barrett et al., 2008; Imel et al., 2013). One criterion that is common
in many different operationalization methods is that dropout is a unilateral decision by
the patient without mutual agreement or discussion of the decision with the therapist
(Swift et al., 2012). In clinical practice, therapist judgement has been discussed for many
years as a preferred operationalization method (Swift & Greenberg, 2012; Wierzbicki &
Pekarik, 1993) that can be combined with an objective measure to ensure reliability and
comparability (Semmlinger & Ehring, 2022).

Previous research has focused on estimating the prevalence of dropout from psy-
chological treatment in randomized controlled trials (RCTs). Across different mental
disorders, a large-scale meta-analysis found a weighted average dropout-rate of 19.7%,
95% CI [18.7, 20.7] (Swift & Greenberg, 2012). The average dropout rate reported from
evidence-based treatments for PTSD is comparable to this general dropout rate. In a
recent meta-analysis investigating dropout from guideline-recommended psychological
treatments for PTSD in RCTs, Varker et al. (2021) reported an average dropout rate of
20.9%, 95% CI [17.2, 24.9]. Similar dropout rates have been estimated by other previous
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meta-analyses that focus on a wider range of treatment orientations and settings (e.g.,
Imel et al., 2013: 18.3%, 95% CI [14.8, 21.8]; Lewis et al., 2020: 16%, 95% CI [14, 18]).
While there is a vast body of research investigating dropout in RCTs, less is known about
dropout rates from treatment for PTSD in routine clinical care. In a systematic review
investigating dropout from outpatient treatment for PTSD in a sample of veterans with
combat-related PTSD, Goetter et al. (2015) estimated a dropout rate of 36%, 95% CI [26.2,
43.9]. A recent meta-analysis including both RCTs and non-RCTs reported a weighted
average dropout rate of 41.5% from trauma-focused CBT for PTSD (Mitchell et al., 2022).
It is worth noting that, due to the focus of their analysis, Mitchell et al. (2022) only
reported the average dropout rate across all studies and did not include information on
the weighted dropout rates for RCTs and non-RCTs separately. Dropout rates for the
included non-RCT studies were 35%, 67.5%, and 72.2% (Mitchell et al., 2022).

For dropout from PTSD treatment a number of predictors have been discussed. First,
baseline PTSD symptom severity might influence dropout, evidence however is mixed.
While Varker et al. (2021) did not find a significant effect, Mitchell et al. (2022) showed
higher clinician-rated baseline PTSD symptom severity scores in patients dropping out
of treatment compared to completers (Hedge’s g = .50, 95% CI [-.95, -.04], p < .05). It is
worth noting that this effect applied only to clinician-rated but not to self-rated PTSD
severity. Zandberg et al. (2016) added to these findings by examining the influence of
the rate of improvement on dropout as a function of symptom severity. The authors
showed that for patients with high baseline severity, high dropout rates were associated
with both very fast and very slow PTSD improvement, in contrast to patients with low
baseline severity, who showed high dropout rates only with fast improvement. The loss
of motivation and reduction in the credibility of treatment caused by slow improvement
of PTSD symptoms might result in a higher risk of dropout in patients with high PTSD
severity (Zandberg et al., 2016).

Second, comorbidity is often discussed as a possible predictor, especially comorbid
depression, generalized anxiety disorder (GAD), alcohol disorder, and borderline person-
ality disorder (BPD) (e.g. Steindl et al., 2003). However, the findings are contradictory
and potential mechanisms are still unknown (e.g., Angelakis & Nixon, 2015; Mitchell et
al., 2022; Snoek et al., 2021). As possible explanations, different studies have discussed
depressed patients’ reduced ability for emotional processing (Angelakis & Nixon, 2015)
or the possible exacerbation of PTSD symptomatology and the increase of psychosocial
impairment as a result of comorbid BPD (Frias & Palma, 2015). Specifically, with regard
to dropout, a handful of studies have reported an effect of co-occurring depression (e.g.,
Zayfert et al., 2005), anxiety (e.g., McDonagh et al., 2005; van Minnen et al., 2002), or
comorbid personality disorder (e.g., McDonagh et al., 2005) on dropout. However, recent
large-scale meta-analyses did not find a significant relationship between comorbidity and
dropout from PTSD treatment (Mitchell et al., 2022; Snoek et al., 2021; Varker et al., 2021).
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Third, other pretreatment clinical variables might be associated with dropout in PTSD
treatments. However, results to date are inconsistent and findings only rely on few
studies. Possible predictors are difficulties in emotional regulation (no effect: Belleau et
al., 2017; Shnaider et al., 2022; effect: Bremer-Hoeve et al., 2023; Gilmore et al., 2020),
anger (no effect: Hinton et al., 2022; van Minnen et al., 2002; mixed results: Rizvi et
al., 2009), impaired social functioning (effect: Zayfert et al., 2005), dissociative symptoms
(no effect: Hagenaars et al., 2010), and childhood trauma (effect: Miles & Thompson,
2016; mixed results: Resick et al., 2014; no effect: van Minnen et al., 2002). In addition,
the patient’s trauma response and maladaptive processing (e.g. avoidance, rumination,
overgeneralization) may be associated with dropout (Alpert et al., 2020; Shayani et al.,
2023). Alpert et al. (2020) found that more negative emotions and ruminative processing
predicted lower dropout, whereas overgeneralization was associated to higher dropout.
In contrast, Shayani et al. (2023) did not find an effect of overgeneralization, ruminative
processing, and negative emotions, but did find that higher levels of avoidance were
associated with higher dropout.

Concerning sociodemographic variables, only for the variable age is there a reason-
able indication that younger age might be predictive for dropout in PTSD treatment
(Garcia et al., 2011; Goetter et al., 2015; Rizvi et al., 2009). However, in two recent
meta-analyses, none of the sociodemographic variables (including age) was found to be a
consistent predictor across studies (Lewis et al., 2020; Varker et al., 2021).

The majority of studies investigating dropout in PTSD treatment have used an RCT
design. Therefore, much less is known about dropout in naturalistic settings. To our
knowledge, there is only one review with a veterans sample (Goetter et al., 2015) and
few studies (Garcia et al., 2011; van Minnen et al., 2002) specifically investigating dropout
in routine clinical care. Transferring results from efficacy studies (RCTs) to naturalistic
therapeutic settings might be problematic (Leichsenring, 2004; Schindler et al., 2011).
Despite the well-known strength of RCTs it has been discussed whether randomization
in RCTs and the strict use of diagnosis specific treatment manuals impose artificial
conditions that do not reflect the complexities of clinical practice. Therefore, naturalistic
studies are required (Leichsenring, 2004).

The aim of the present study was to investigate the frequency and predictors of
dropout in trauma-focused, guideline-recommended interventions for PTSD in routine
clinical care. Due to the lack of research on the prevalence and predictors from PTSD
treatment in naturalistic settings, our analyses followed an exploratory approach.
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Method

Participants

Data was assessed at three university-based outpatient centers providing treatment for
PTSD in Germany, located at LMU Munich (Dataset 1) as well as the University of Miin-
ster and the Otto Selz Institute at the University of Mannheim (Dataset 2). The sample
consisted of 195 adult patients receiving treatment for PTSD. All data was collected

as part of effectiveness studies evaluating trauma-focused cognitive behavioral therapy
(TF-CBT) for PTSD in routine clinical care (previous, different analysis only on Dataset
2: Kriiger-Gottschalk et al., 2024; Schumm et al., 2022, 2023). At pretreatment, all patients
met DSM-5 diagnostic criteria for PTSD assessed via the Clinician-Administered PTSD
Scale for DSM-5 (CAPS-5) (Weathers, Blake, et al., 2013), and were between 18 and 65
years old. Only participants who had already terminated their treatment at the respective
institution and had attended at least one treatment session were included in the study.
Exclusion criteria included current psychotic disorder, current substance dependence, or
current suicidal intent (First, Williams, Karg, & Spitzer, 2016). Sociodemographic and
clinical characteristics of the sample are presented in Table 1.

Treatment

Treatment in all outpatient centers consisted of trauma-focused cognitive behavioral
therapy following the same treatment manual. Due to the naturalistic setting of the
study, no randomization took place and there was no control condition. The treatment
manual is based on empirically tested therapy concepts (especially Ehlers & Clark’s
cognitive therapy approach, Ehlers & Wild, 2022, as well as DBT-PTSD principles, Bohus
et al., 2020) and follows a modularized phase-based approach (see also Ehring, 2019).
It includes three consecutive phases. Phase 1 can be summarized as preparation for
trauma-focused therapy, including providing a theoretical rationale, increasing treatment
motivation, or reducing risky or self-destructive behavior where needed. Phase 2 con-
sisted of the trauma-focused interventions. Therapists could choose between different
trauma-focused interventions, including Prolonged Exposure, cognitive therapy, Imagery
Rescripting, trigger analyses and discrimination training, as well as cognitive interven-
tions targeting dysfunctional assumptions. Phase 3 was the final phase of treatment
and focused on improving quality of life, resuming activities, and relapse prevention.
The treatment plan was intended to take each patient through all three phases, with
the number of sessions required for each phase and the selection of modules within
each phase varying from patient to patient. Depending on the current symptomatology,
deviations from this phase structure had to be made in individual cases.

Treatment sessions were usually provided on a weekly basis, with a regular session
duration of 50 minutes. The overall average treatment length was M = 36.6 sessions
(SD = 23.4). The average treatment length for dropout cases was M = 23.3 sessions
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(SD = 17.5) and M = 39.3 (SD = 23.5) for patient who did not drop out. On average
patients underwent M = 5.0 (SD = 1.3) preparatory sessions. This is higher than typically
reported in RCTs for PTSD, whereas 12 — 16 sessions are more frequently used. In the
German healthcare system patients are permitted to receive up to 80 treatment sessions.
Therefore, the reported number of sessions used in our study is typical of the German
healthcare system. Second, PTSD treatment in RCTs is often provided in 90-100 min
sessions, which means that the treatment dose received in the current study is not that
different to typical RCT settings. The treatments were conducted by either licensed CBT
therapists (39.2%) or psychotherapists in training (60.8%) employed at the outpatient
centers. Supervision by a CBT therapist with expertise in PTSD treatment was regularly
provided, on average at every second session. Given the naturalistic nature of the study,
it was not feasible to implement formal fidelity checks. The majority of the therapists
were female (86.4%).

Measures

The baseline assessment included sociodemographic data, namely age, gender, marital
status, living situation, and education. Clinical variables were assessed using clinical
interviews and psychometric questionnaires. In addition, two therapist variables, i.e.,
experience level and gender match, were coded as potential predictors of dropout. For
each patient, we revised the patient files, analyzing the therapeutic session protocols.

Dropout

Dropout was operationalized using the therapist’s judgement, and the termination had
to be initiated by the patient, without a mutual agreement that termination was the best
choice. Therapists routinely documented this information in patient files on a treatment
termination form. In exceptional cases, where no information was provided, we used an
elaborate file analysis, i.e., analyzing the three last session protocols for each respective
patient, to retrieve the information needed. If no or only ambiguous information could be
obtained, the patient was excluded from the study.

Clinician-Administered PTSD Scale for DSM-5 (CAPS-5)

The CAPS-5 (Weathers, Blake, et al., 2013; German translation by Schnyder, 2013) is a
structured diagnostic interview that assesses posttraumatic stress symptoms in the past
month. Symptoms are rated on a five-point Likert scale ranging from 0 = absent to 4 =
extreme, with a rating of 2 or higher indicating the presence of a symptom (Weathers

et al., 2018). The presence of at least one symptom per cluster “intrusive symptoms” and
“avoidance”, and at least two symptoms per cluster “changes in mood and cognition” and
“hyperarousal” indicated the presence of a PTSD diagnosis. The CAPS-5 is a gold-stand-
ard clinical interview with good reliability and validity (Weathers et al., 2018).
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Structured Clinical Interview for DSM (SCID)

The SCID (First, Williams, Karg, & Spitzer, 2016; Wittchen et al., 1997) was used to assess
the presence of comorbid disorders. The SCID for personality disorders (First, Williams,
Smith Benjamin, & Spitzer, 2016; Fydrich et al., 1997) was administered to assess the pres-
ence of comorbid personality disorders. The SCID is a gold-standard clinical interview to
assess diagnostic criteria according to the DSM. For each disorder, interview questions
along the DSM criteria allow the rating of diagnostic symptoms as present or absent.

PTSD-Checklist for DSM-5 (PCL-5)

The PCL-5 (Weathers, Litz, et al.,, 2013; German version by Kriiger-Gottschalk et al.,
2017) was used to assess posttraumatic symptom severity. The assessment consists of 20
items, corresponding to the DSM-5 PTSD criteria. Distress caused by each symptom is
rated on a five-point Likert scale ranging from 0 = not at all to 4 = extremely. Symptom
severity was obtained as a sum score of all 20 items (range 0 to 80). The German PCL-5
has demonstrated high internal consistency (Cronbach’s o = .95) (Kriiger-Gottschalk et
al., 2017). In the current study, internal consistency was also high (o = .87). Please note
that Cronbach’s alpha for all analyzed questionnaires was calculated on the non-imputed
dataset.

Childhood Trauma Questionnaire (CTQ-28)

Exposure to traumatic childhood experiences was assessed with the CTQ-28 (Bernstein et
al., 2003; German version by Klinitzke et al., 2012). The CTQ-28 is a self-report question-
naire consisting of 28 items, rated on a five-point Likert scale ranging from 1 = never
true to 5 = very often true. A sum score for all items (range 25 to 128) was calculated. The
German CTQ-28 shows overall good psychometric properties. The internal consistency
for the four subscales without physical neglect is high (a = .80), while the physical
neglect subscale shows weak internal consistency (o = .55) (Klinitzke et al., 2012). In the
current study, internal consistency was good (« = .95) for the total CTQ score.

Inventory of Interpersonal Problems (I11P-32)

The IIP-32 was used to assess interpersonal problems (Horowitz et al., 2000; German ver-
sion by Thomas et al., 2011). The self-report questionnaire contains 32 items, assessing
interpersonal behavior that the participant either finds difficult or shows in excess. The
items are rated on a five-point Likert scale ranging from 0 = not at all to 4 = extremely. In
the parent studies, different item versions of the questionnaire were used (IIP-127, IIP-64,
ITP-32). For the main analyses, we used the IIP-32 version and narrowed the long versions
down to the IIP-32. We calculated the IIP-32 total score as the mean of the eight scale
scores (Horowitz et al., 2000). The internal consistency of the German IIP-32 was rated as
satisfactory to good; for the individual scales it ranged from o = .60 to a = .83 (Thomas et
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al., 2011). In the current study the internal consistency for the total ITP-32 was high (a =
.90).

Dissociative Experience Scale (DES)

Dissociative symptoms were assessed with the Dissociative Experience Scale (DES)
(Bernstein & Putnam, 1986; German version by Spitzer et al., 2004, called FDS-20). The
DES is a 20-item self-report questionnaire. Items are rated on a scale ranging from 0%
(never) to 100% (all the time). We used the total mean score to determine the overall
dissociation. The DES showed good psychometric measures and the internal consistency
was a = .93 (Spitzer et al., 2004). In the current study internal consistency was high o =
.93.

Posttraumatic Cognitions Inventory (PTCI) and Interpretation of Symptoms
Inventory (IPSI)

Posttraumatic cognitions were assessed using a combined version of the PTCI (Foa et

al., 1999) and the IPSI (Dunmore et al., 1999) (German versions by Ehlers & Boos, 2000).
The self-report questionnaire assesses negative cognitions and beliefs in response to a
traumatic experience (PTCI) and to posttraumatic symptoms (IPSI). The 48 items are
rated on a seven-point Likert scale ranging from 1 = totally disagree to 7 = totally agree.
We used the total sum score for PTCI and the IPSI mean (Ehlers, 1999). The German PTCI
has demonstrated high internal consistency of o = .95 and good overall psychometric
properties (Miiller et al., 2010). The internal consistency reported for the IPSI was o = .84
(Dunmore et al., 2001). In the current study internal consistency was high for PTCI (o =
.92) and IPSI (o = .92).

Difficulties in Emotion Regulation Scale (DERS)

Emotional dysregulation was assessed with the self-report questionnaire DERS (Gratz

& Roemer, 2004; German version by Ehring et al., 2008). The 36 items are rated on a
five-point Likert scale ranging from 1 = almost never to 5 = almost always. We used

the DERS sum score (range 36 to 180) to determine possible difficulties in emotion
regulation. The German version of the DERS has an excellent internal consistency of o =
.96 (for the sum score) (Kruse et al., 2024). In the current study, internal consistency was
excellent, o = .94.

Procedure

The studies were approved by the local ethics committees at the LMU Munich, University
of Miinster, and the University of Mannheim. All three outpatient centers are specialized
in the treatment of patients with trauma-related disorders. Participants referred to these
centers were screened for eligibility. If eligible, participants received detailed information
about the respective study, and written informed consent was obtained. Due to the
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naturalistic setting, participants were not randomized to different conditions but received
standard care (see treatment). After the baseline assessment had taken place, the treat-
ment was initiated at the next possible date.

All candidate predictor variables were assessed at baseline. The baseline assessment
session consisted of clinical interviews (CAPS-5; SCID) as well as sociodemographic and
clinical questionnaires. As treatment was delivered in a naturalistic setting, a substantial
effort was made to prevent premature termination of treatment as part of the standard
procedure. In the case of excused absence, a new appointment offer was made; in the
case of unexcused absence, patients were called by the therapists to make a new appoint-
ment. If no contact could be made after several attempts, a letter was sent asking the
patient to get in contact within a defined period of time to guarantee continued access to
treatment. If the patient clearly expressed the desire to discontinue treatment, no further
attempts to contact them were made.

Statistical Analyses

All statistical analyses were conducted using R (Version 4.2.0). Datasets from two parent
studies were merged for the current analyses. The dropout rate was calculated as the
proportion of the patients who dropped out to the total number of patients who had star-
ted the treatment. There was a notable amount of missing data in some questionnaires
(M =7%, SD = 4%, max = 27%). The missing data was assumed to be missing at random
(MAR) (Bhaskaran & Smeeth, 2014), and was imputed using the iterative procedure
of conditional multiple imputation technique on an item level, i.e., before calculating
the respective sum score. Conditional multiple imputation was realized by the five-step
procedure proposed by Rubin (1976) and Kropko et al. (2014), using the R Multivariate
Imputation by Chained Equations (mice) package (van Buuren & Groothuis-Oudshoorn,
2011). The number of multiple imputations as well as the number of iterations were
set to five (m = 5, maxit = 5), and we used predictive mean matching (pmm) as the
imputation method for continuous variables and the logistic regression (logreg) as the
imputation method for dichotomous variables. We conducted a sensitivity analysis to
ensure that the results were not affected by multicollinearity due to highly correlated
items in the dataset or by the use of the multiple imputed dataset for our main analysis.
First, we tested the differences in demographics and baseline symptom levels between
patients who dropped out and those who did not. Next, zero-order associations were ex-
amined between dropout and the predictors of interest using point-biserial correlation on
the imputed data. We then conducted a multiple logistic regression analysis (maximum
likelihood estimation; imputed data) to investigate the unique effects of the variables on
dropout after controlling for the effect of the other variables in the model. The level
of significance was set as a = .05. We included the following variables as potential
predictors of dropout (all assessed at the beginning of treatment): age, gender, marital
status, living situation, education, posttraumatic symptom severity (PCL), exposure to
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traumatic childhood experiences (CTQ), interpersonal problems (IIP), overall dissociation
(DES), posttraumatic cognitions in response to the traumatic experience (PTCI) and to
posttraumatic symptoms (IPSI), emotional dysregulation (DERS), number of previous
treatments (outpatient and inpatient), number of comorbid disorders (all comorbid disor-
der), comorbid personality disorder, therapist’s experience level (registered vs. in train-
ing), and gender match.

Although our primary focus was on the effects of each predictor on dropout, we were
interested in how well the logistic regression model would predict dropout. We evaluated
the prediction performance using leave-one-out cross-validation on the imputed datasets.
The following three performance measures were computed (as medians across imputed
datasets): accuracy (i.e., the number of patients who were correctly identified by the
model as dropouts or non-dropouts divided by the total number of patients), sensitivity
(i.e., the number of dropouts correctly identified as dropouts by the model divided by
the number of dropouts), and specificity (i.e., the number of non-dropouts correctly
identified as non-dropouts divided by the number of non-dropouts). In addition, Receiver
Operating Characteristic (ROC) analysis was performed to evaluate the discriminatory
power of the logistic regression model. The area under the ROC curve (AUC) was calcu-
lated to summarize the overall performance of the model, again as median AUC across
the multiple imputed datasets. The AUC typically ranges from 0 to 1, with 1 indicating
the perfect separation and with 0.5 meaning random separation (or poor prediction
performance).

Results

Descriptives and Demographics

The sample consisted of 195 patients, with a mean age of 36.14 years (SD = 13.02 years).
The majority of patients were female (75.9%). Ninety-six patients (56.8%) had at least

one comorbid disorder. The mean baseline PTSD symptom severity (PCL) was M =

46.2 (SD = 14.5), indicating a high severity of PTSD symptoms. Patients in the sample
experienced a variation of traumatic events, including accidental trauma, victimization,
or trauma predominantly related to death threat. There was a significant association
between dropout and age (see Table 1), but not with respect to the other variables
studied. The descriptive statistics for all demographic and clinical measures of the sample
are presented in Table 1.
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Table 1

Descriptive Statistics of the Sample, of Dropouts, and of No Dropout at Baseline

Total Dropout No Dropout
Variable n(%)/M(SD) n(%)/M(SD) n(%)/ M (SD) torx’ (p)
Gender" 0.35 (.56)
Female 148 (75.9%) 21 (70.0%) 127 (77.0%)
Male 47 (24.1%) 9 (30.0%) 38 (23.0%)
Age in years® 36.1 (13.02) 29.97 (10.11)  37.28 (13.21) 3.40 (.001)
Marital status® 0.73 (.70)
Single 112 (59,6%) 19 (65.5%) 93 (58.5%)
Married 58 (30.8%) 7 (24.1%) 51 (32.1%)
Divorced/widowed 18 (9.6%) 3 (10.4%) 15 (9.4%)
Living situation” 3.90 (.27)
Alone 41 (21.9%) 7 (24.1%) 34 (21.4%)
With partner 106 (56.7%) 14 (48.3%) 92 (57.9%)
With parents 23 (12.3%) 2(10.3%) 21 (13.2%)
Other 17 (9.1%) 5 (17.2%) 12 (7.5%)
Highest education level 4.15 (.25)
University degree 35 (18.5%) 3(10.0%) 32(20.1%)
High school’ 35 (18.5%) 9 (30.0%) 26 (16.4%)
Secondary school® 102 (54.0%) 16 (53.3%) 86 (54.1%)
Other 17 (9.0%) 2(6.7%) 15 (9.4%)
Previous treatment’ 0.63 (.43)
yes 106 (58.6%) 14 (50.0%) 92 (60.1%)
no 75 (41.4%) 14 (50.0%) 61 (39.9%)
Comorbid PD' <.001 (1.0)
yes 15 (8.6%) 2 (6.9%) 13 (8.9%)
no 160 (91.4%) 27 (93.1%) 133 (91.1%)
Number of CD? 0.98 (1.1) 0.89 (0.91) 0.99 (1.13) 0.54 (.60)
Gender match" 0.02 (.89)
Match 107 (73.3%) 19 (70.4%) 88 (73.9%)
No match 39 (26.7%) 8 (29.6%) 31 (26.1%)
Approval therapisti 0.02 (.89)
Licensed 56 (39.2%) 11 (42.3%) 45 (38.5%)
Non-licensed 87 (60.8%) 15 (57.7%) 72 (61.5%)
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Total Dropout No Dropout
Variable n(%)/M(SD) n(%)/M(SD) n(%)/M(SD) tor x* (p)
Clinical measures”
PCL-5 46.2 (14.5) 47.0 (12.2) 46.1 (15.1) -0.33 (.74)
CTQ-28 55.2 (22.9) 49.6 (15.9) 56.2 (24.2) 1.46 (.15)
1IP-32 6(0.6) 6(0.5) 1.7 (0.7) 0.54 (.59)
DES 0(1.8) 2(1.5) 2.0 (1.9) -0.55 (.58)
PTCI 131.7 (36.3) 135.3 (33.2) 131.0 (37.6) -0.59 (.55)
IPSI 5 (1.5) 0(1.2) 3.5(1.5) -1.77 (.08)
DERS 103.8 (27.4) 103.3 (23.9) 103.9 (28.1) 0.11 (.91)

*n=195,"n=187,°n =188, n =189, °n = 181, 'n = 175, 8n = 167, "n = 146, 'n = 143.

"High school: 12-13 years of schooling, according to the German school system; *Secondary school: 9-10 years
of schooling, according to the German school system; with partner = with partner and/or child(ren) in own
apartment; with parents = with parents/one parent; previous treatment = previous psychological treatment
(inpatient and/or outpatient); comorbid PD = comorbid personality disorder; number of CD = number of
comorbid disorders; M, SD, and ¢ values for the clinical measures were calculated on the imputed dataset;
significant effects are displayed in bold.

Dropout in Trauma Focused-Treatment for PTSD

A total of 30 out of 195 patients (15.38%) were classified as dropouts according to our
criteria.

Analysis of Dropout Prediction

Association Between Dropout and Predictor Variables

Point-biserial correlations were calculated on the imputed dataset to examine the zero-
order associations between dropout and the predictor variables. Results revealed a signif-
icant positive correlation between dropout and age (r = -.19, p = .02) but not between
dropout and any other variable. See Supplementary Materials, Table S.1 for a complete
correlation matrix of all variables studied.

Prediction of Dropout

To examine the unique influence of the variables of interest on dropout (0 = no dropout,
1 = dropout), a multiple logistic regression was performed on the imputed data. The
results indicated that age (B = - 0.07, p = .04) and living situation (p = -2.16, p = .04) were
significant predictors of dropout (see Table 2). Results showed that younger individuals
were more likely to drop out of treatment, with an OR of 0.94. Patients who lived with
their parents were at lower risk of dropout compared to those who lived alone (OR =
0.12).
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Table 2

Results of the Logistic Regression Analysis

Variable B SE t OR LL UL P
Intercept -0.46 2.13 -0.22 0.63 0.01 47.31 .82
Gender (Ref. = female) 0.87 0.65 1.34 2.39 0.67 8.59 18
Age -0.07 0.03 -2.12 0.94 0.88 1.00 .04
Marital status (Ref. = single)
Married -0.33 0.67 -0.49 0.72 0.19 2.73 .63
Divorced/widowed 0.35 0.91 0.39 1.42 0.23 8.79 .70
Living situation (Ref. = alone)
With partner -0.11 0.68 -0.17 0.89 0.23 3.42 .87
With parents -2.16 1.02 -2.11 0.12 0.02 0.88 .04
Other 0.05 0.83 0.06 1.05 0.20 5.41 .95
Highest education level (Ref. = uni. degree)
High school 1.12 0.83 1.35 3.07 0.59 15.90 18
Secondary school 0.45 0.79 0.57 1.57 0.33 7.43 .57
Other 0.99 1.10 0.90 2.68 0.31 23.41 .37
Previous treatment (Ref. = no) -0.39 0.54 -0.73 0.68 0.23 1.97 47
Comorbid PD (Ref. = yes) 0.92 0.93 0.99 2.52 0.39 16.30 .33
Number of CD 0.03 0.31 0.08 1.03 0.52 2.02 93
Gender match (Ref. = match) -0.20 0.62 -0.33 0.82 0.24 2.80 .74
Approval therapist (Ref. = licensed) -0.02 0.51 -0.05 0.98 0.36 2.66 .96
Clinical measures
PCL-5 -0.01 0.02 -0.34 0.99 0.95 1.04 .73
CTQ-28 -0.01 0.01 -0.81 0.99 0.96 1.02 41
1IP-32 0.02 0.58 0.04 1.02 0.32 3.26 97
DES -0.04 0.19 -0.22 0.96 0.66 1.40 .83
PTCI 0.01 0.01 0.66 1.01 0.99 1.03 51
IPSI 0.47 0.27 1.72 1.60 0.93 2.76 .09
DERS -0.02 0.02 -1.12 0.98 0.95 1.01 .26

Note. Ref. = reference category; with partner = with partner and/or child(ren) in own apartment; with parents =
with parents/one parent; uni. degree = university degree; previous treatment = previous psychological treat-

ment (inpatient and/or outpatient); comorbid PD = comorbid personality disorder; number of CD = number of
comorbid disorders; OR = Odds ratio; lower and upper CI refer to the corresponding 95% confidence intervals of

the OR,; significant effects are displayed in bold.

Prediction Performance

Using leave-one-out cross-validation on the imputed datasets, we evaluated the predic-
tion performance of the logistic regression model in distinguishing between people who
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dropped out vs. those who did not dropout from the treatment. The model showed an
accuracy of 80.5%. This accuracy score should be interpreted carefully as the data was
not balanced between dropout (15.38%) and no dropout (84.62%). Indeed, the specificity
was excellent (95.2%) although the sensitivity was poor (3.3%), meaning that the model is
not good at identifying dropouts. ROC analysis showed an AUC value of 0.58, indicating
the marginal discriminatory power of the logistic regression model.

Discussion

The first aim of the present study was to investigate the frequency of dropout in trauma-
focused, guideline-recommended interventions for PTSD in routine clinical care. 15.38%
of patients unilaterally decided to prematurely terminate a started PTSD treatment. The
dropout rate found in our study was considerably lower than previous estimates in
routine clinical care. This applies for a sample of veterans (e.g., 36%, Goetter et al., 2015),
as well as for a joint consideration of trauma-focused treatments for PTSD in RCTs and
non-RCTs (e.g., 41.5%, Mitchell et al., 2022). The present findings are further accentuated
by the fact that the estimated dropout rate is comparable or even slightly lower than
mean dropout rates reported in meta-analyses of highly standardized RCTs, e.g., 16%
for a wide range of PTSD treatments (Lewis et al., 2020) and 20.9% from guideline-recom-
mended PTSD treatment (Varker et al., 2021). This finding on the low dropout rate is
of particular importance as in clinical practice it is a major therapeutic goal to develop
not only effective but also acceptable and feasible treatments. A number of possible
explanations for the low dropout rate in our study are conceivable. First treatment
was delivered in university-based outpatient centers which provide a well-structured
treatment approach along with close supervision, while also allowing for some flexibility
in treatment provision. Thus, it could be argued that the present setting combines the
strengths of both, RCTs and a naturalistic setting. Note, however, that in RCTs across
disorders higher dropout rates were found in university-based institutions (Swift &
Greenberg, 2012). Second, therapists in training might invest more time and effort to
tailor treatment to their patients’ needs than it is usually observed in regular care. Third,
the manualized TF-CBT provided as a treatment may have been a particularly suitable
form of treatment for the PTSD patients who participated in the current study. Conceiva-
ble explanations include the modularized phase-based approach with high flexibility in
the selected modules per phase and flexibility in the sessions provided per module and
phase. It is further conceivable that the specialization of the outpatient centers in PTSD
treatment has an additional effect. Forth, we used well defined criteria to operationalize
dropout (therapist decision combined with patient-initiated dropout).

The second aim of the study was to investigate predictors of dropout in trauma-fo-
cused, guideline-recommended interventions for PTSD in routine clinical care. A multi-
ple logistic regression revealed age and living situation to be significant predictors, with
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higher risk of dropout in younger individuals and lower risk of dropout in patients who
lived with their parents as opposed to living alone. The finding of younger age being
predictive for dropout adds to previous findings on predictors of dropout in the general
and PTSD-specific literature (Goetter et al., 2015; Swift & Greenberg, 2012), with only
few studies not replicating these findings (e.g., Varker et al., 2021). Note, that all patients
in the study were adults (between 18 and 65 years). Possible explanations include the
fact that young patients may have more competing time demands (Goetter et al., 2015),
treatment may not sufficiently match their needs, or young patients may face a lack of
stability in their living environments (de Soet et al., 2024). In addition, it is conceivable
that young adults have not yet experienced that PTSD symptoms in most cases do not
simply disappear on their own over time (Morina et al., 2014).

To our knowledge, no previous study has investigated the influence of living situation
on premature termination of treatment. Note that although patients living with their
parents probably tend to be younger, the significant findings on lower risk of dropout in
patients who lived with their parents compared to living alone had a unique effect, i.e.,
when controlling for the influence of age. To explain our findings, it appears important
to address the influence of parental support on treatment outcomes. In their review of
dropout in adolescents, de Soet et al. (2024) showed that parental approval, participation,
and support were associated with lower risk of dropout. Therefore, young patients living
with their parents might perceive more parental support and thus dropout becomes less
likely than if these patients were living alone. However, more research is needed to
understand the influence of living situation on premature termination of treatment.

We also examined the possible role of several clinical variables as predictors of
dropout. Results showed that baseline symptom levels and associated clinical variables
were overall not predictive of dropout. This is in line with earlier findings (mostly based
on data collected using RCT designs) showing that e.g., symptom severity (Varker et al.,
2021) or comorbidity (Mitchell et al., 2022; Snoek et al., 2021; Varker et al., 2021) were
not predictive of dropout. A notable exception is a study by Mitchell et al. (2022), which
did find higher PTSD symptom severity at baseline predicted dropout; however, this was
only the case for clinician-rated PTSD severity and not for self-rated PTSD scores. Thus,
the role of baseline PTSD symptom severity on dropout needs to be examined in further
research focused on a possible role of methodological variables.

With regard to the impact of therapist characteristics on dropout our findings in-
dicate that neither the experience level nor the gender match of the therapist has a
significant influence on the dropout rate. This contradicts previous findings on treatment
dropout across disorders. There is substantial evidence for the so-called therapist effect,
which states that differences between therapist influence dropout rates (Deisenhofer
et al., 2024; Saxon et al., 2017; Zimmermann et al., 2017). In addition, research has
indicated an effect of therapist experience level on dropout (Roos & Werbart, 2013; Swift
& Greenberg, 2012). For PTSD treatment in particular, evidence is sparse, with initial
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evidence for a therapist effect on dropout (Sayer et al., 2022). In the present study
possible influences of therapist characteristics might have been minimized by the fact
that patients were treated in a highly specialized service with close supervision, and
the fact that most therapist were at an early-career stage. Therefore, the variability of
therapist characteristics may have been rather low in the current study. In line with
this reasoning, Deisenhofer et al. (2024) found that the therapist effect on dropout was
significantly reduced by such institution effects.

Although it was not the primary focus of the current study, we additionally tested
how well the logistic regression model would predict dropout. Taking the given imbal-
ance between dropout and no dropout into account, the model comprising different
pretreatment variables was not successful in predicting whether a patient who just
started treatment would dropout during the course of treatment. Our results are in line
with Véhringer et al. (2020) who reported poor results on the discriminative power
of pretreatment variables to distinguish between dropouts and completers. However,
Bremer-Hoeve et al. (2023) were able to predict dropout in PTSD treatment using ma-
chine learning techniques.

In sum, only very few variables assessed in the current study were significant predic-
tors of dropout, and the overall model could not predict dropout to a practically useful
level. This is broadly in line with the majority of earlier findings. Thus, therapists and
researchers should be cautious about making confident predictions about retention based
on baseline data.

Limitations

This study has a number of important strengths. One major strength is the naturalistic
setting of the study, which allows for flexibility and variance in the trauma-focused,
guideline-recommended treatment provided. In addition, the naturalistic setting contrib-
utes significantly to an increase in external validity and generalizability of the results

to clinical practice. Nevertheless, there are a number of noteworthy limitations. First,
the number of participants included in the analysis was limited, potentially leading to
reduced statistical power. Even though we combined data from three outpatient centers,
we had to exclude a substantial number of participants. This was due to the strict
inclusion criteria regarding PTSD diagnosis and missing data for the assessment of
dropout despite extensive file analysis. Second, treatments were not standardized but
allowed for some flexibility based on a manual delineating key treatment principle. On
the one hand, this can be regarded as a strength of the study as it is typical for routine
clinical practice, where manuals are usually less strictly applied than in RCT research.
On the other hand, however, we cannot rule out the possibility that the variability in the
composition and timing of the use of different treatment modules may have obscured
effects of certain variables in predicting dropout, as therapists may have counter-acted
these variables in treatment. Third, results could be limited by the method used to
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operationalize dropout. Forth, the uncontrolled study design allows a more naturalistic
investigation of dropout. However, in contrast to an RCT design the internal validity of
effects of different variables on dropout is low. Specifically, it remains unclear whether
confounding variables that were not controlled may have influenced on the occurrence
of dropout. Last, although we examined a wide range of variables, potentially important
aspects are missing in our dataset. These include type of trauma experienced, treatment
characteristics (e.g., session frequency), and patterns of change during treatment (e.g.,
rate of improvement).

Conclusion and Future Directions

In conclusion, this study provides important knowledge about the dropout rate and
predictors of dropout in trauma-focused, guideline-recommended interventions for PTSD
in routine clinical care. Results show that the dropout rate in this naturalistic study

was comparable to dropout rates found in RCTs. In addition, two baseline predictors

of dropout were identified, suggesting that young adults with PTSD may need close,
supportive care, especially when they are no longer living with their parents. Therapists
can act as supportive guides, build and strengthen hope (Swift & Greenberg, 2012), and
be aware of urgent crises and the social needs of their young patients.

Possibly most importantly, however, our findings replicate earlier results showing
that identifying patients at risk of dropping out of treatment early-on by baseline varia-
bles is challenging and currently not possible at a practically useful level. A number
of implications can be drawn from this finding. First, from an applied perspective,
these findings contradict widespread clinical beliefs about trauma-focused interventions
being less acceptable to patients with high symptom severities, high comorbidity, or
complex symptom presentations (e.g., emotion dysregulation, dissociation, interpersonal
difficulties). Neither earlier research nor our current findings suggest that patients with
these particularly severe and/or complex presentations are more likely to drop out of
treatment. However, larger samples may provide more power and enable us to examine
even a broader scope of potential predictor variables with modern machine learning ap-
proaches (see Taubitz et al., 2022). Second, the cumulated findings may suggest that it is
necessary to look beyond pretreatment factors when predicting dropout and to addition-
ally include variables investigating processes occurring in the course of treatment. For
example, Zandberg et al. (2016) found that the rates of symptom change had a significant
influence on dropout in patients with comorbid PTSD and alcohol dependence. Patients
with low baseline symptom severity showed low risk for dropout in slow improvement
and higher risk in fast improvement. When baseline symptom severity was high, the
effect was u-shaped, with high risk of dropout in both slow and fast improvement
(Zandberg et al., 2016). Third, further research should focus on investigating additional
variables characterizing the treatment process, in particular the frequency of sessions
provided. In a large-scale meta-analysis Hoppen et al. (2023) showed lower dropout
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rates for trauma-focused treatments delivered in high intensity. These findings are in
line with Levinson et al’s (2022) meta-analytical findings on dropout from PE provided
in an outpatient setting. Finally, as earlier evidence has been inconsistent, we followed
an exploratory research approach. Therefore, further studies are needed to test specific
hypotheses based on theory. In addition, it appears recommendable to systematically
assess subjective reasons from the patients’ perspective (Vohringer et al., 2020).

Expanding research into dropout from PTSD treatment in these ways appears highly
relevant since dropout continues to be an important clinical challenge preventing a con-
siderable subgroup of treatment-seeking PTSD sufferers from receiving effective treat-
ment. A better understanding of predictors of — and ultimately causal factors involved
in — dropout may ultimately help to develop preventive strategies to reduce dropout and
keep patients with severe symptoms in effective treatment.
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Abstract

Background: Prolonged grief disorder (PGD) is a new and significant addition to the ICD-11
WHO disease classification system and the DSM 5-TR. As a new disorder, it stands to improve
diagnostic precision, enhance communication among health professionals and patients, provide
better access to care and lead to effective treatments and intervention. However, it remains to be
determined if the new diagnostic criteria for PGD are applicable to different cultural groups.
Method: Here we sought to adapt the International Prolonged Grief Disorder Scale for refugees
and displaced people. We conducted two focus groups with clinicians and health care workers and
six cognitive interviews with bereaved Arabic-speaking refugees.

Results: This formative research resulted in an addendum (comprised of three new scales) to the
IPGDS aimed to aid with treatment planning: the 42 item Addendum for Refugees and Displaced
people (IPGDS-ARD). Here we present the steps for scale augmentation based on cultural
considerations, a detailed description of clinical utility, feasibility and content validity established
at each step, and an analysis of the percent of change in content at each step.

Conclusion: We conclude that the presented method of scale augmentation is a feasible and
efficient approach that led to a culturally relevant, clinically useful addendum to an existing PGD
questionnaire.

This is an open access article distributed under the terms of the Creative Commons
@ ® Attribution 4.0 International License, CC BY 4.0, which permits unrestricted use,
BY distribution, and reproduction, provided the original work is properly cited.
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Highlights
« This study is one of the first formative research studies on culturally relevant items
for treatment planning with bereaved refugees.
+ The additional scales developed seek to unpick the complex experiences of ambiguous
loss, adjustment to host country and grief.
« With this work we present a detailed description of qualitative research methods for
scale augmentation for bereaved refugees.

Researchers and clinicians are increasingly confronted with a difficult and exciting ques-
tion: to what extent does cultural background contribute to the presentation, chronicity,
and treatment of mental health disorders? The WHO’s ICD-11 and the DSM-TR 5 now
include cultural caveats in their definitions of mental disorders (Boelen et al., 2020;
Killikelly & Maercker, 2017; Prigerson et al., 2021). For example, the new diagnostic defi-
nition of prolonged grief disorder (PGD) can only be diagnosed if symptoms persist for

a longer period of time or are more intense than would be expected in the individuals’
culture and context (Maercker et al., 2013). This novel addition to diagnostics catalyzes
important discussions about the role of culture in mental disorder presentation and treat-
ment. However, there are several challenges that have so far been overlooked. It is not
clear how to establish the cultural norms of an individual or culture and whether these
have been violated by disorder. For example, in the case of grief, cultural norms prescribe
a mourning period and if grieving persists beyond the culturally expected mourning
period that cultural norm has been violated. Clinicians, researchers, and health care
workers on the frontline of mental health assessment are perplexed by the proposition
that culture can quickly and easily be assessed in a diagnostic setting (Stelzer et al.,
2020). The new disorder definition of PGD provides a unique opportunity to explore the
assessment of a mental health disorder with its emphasis on culture and global applica-
bility (First et al., 2015). Core symptoms of PGD include longing for and preoccupation
with the deceased, significant emotional distress and significant functional impairment
that persist beyond half a year after the death of a loved one (Killikelly & Maercker,
2017). Symptoms can differ in duration and expression according to the culture, religion,
social status or gender of the bereaved (Rosenblatt, 2008). Therefore, although six months
seem to be a good approximation of a grieving process, this duration is not exclusively
limited. Indeed, the main distinction in diagnostic criteria between the newly proposed
ICD-11 and DSM 5-TR PGD is the time criteria: the ICD-11 purports that symptoms

must persist for more than six months, and the DSM suggests more than 12 months.

To date, when questions about the duration of symptoms arise, clinicians are advised to
use cultural norms in diagnostic decision making (O’Connor et al., 2015). Currently there
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is only one PGD assessment questionnaire that includes an item examining the role of
culture. The International ICD-11 Prolonged Grief Disorder Scale (IPGDS) was developed
based on key ICD-11 items from the Prolonged Grief Disorder-13 (PG-13; (Prigerson &
Maciejewski, 2008) and the Structured Clinical Interview for Complicated Grief (SCI-CG;
Bui et al., 2015; Killikelly et al., 2020). This questionnaire was developed in two parts.
Part one examines the specific diagnostic items of the ICD-11 (13 items) and includes one
item related to the cultural caveat (Item 14 My grief would be considered worse [e.g., more
intense, severe and/or of longer duration] than for others from my community or culture).
Part one of this scale may be used to establish a preliminary diagnosis of PGD according
to established diagnostic features. Part two of the scale is a catalogue of possible grief
symptoms that may have a stronger cultural fit depending on the individual assessed,
(for example Item 4: I had a strong loud emotional outburst after the loss) (Killikelly &
Maercker, 2023). Part two provides the patient and clinician a more in-depth assessment
tool that may help with treatment planning, therapeutic rapport and further symptom
delineation but is not used for diagnostics.

This two-part assessment framework is modeled on the Harvard Trauma Question-
naire (Mollica et al., 1992). The HTQ was developed in several parts and contains a
combination of checklist and open-ended questions about traumatic events and emotion-
al symptoms that are unique to a particular place and context. The HTQ is intended to
be used in clinician interviews and not as a self-report. We have built on this framework
by including a standard scale of well-known PGD symptoms alongside a supplementary
assessment of additional symptoms that may be culturally relevant and particularly
relevant for treatment planning. In addition, we provide a new simplified framework
for how to adapt the IPGDS to different cultural groups. Presently, the IPGDS has been
used and adapted to assess PGD and wider symptoms of grief in German-speaking,
Chinese, Japanese, Syrian bereaved and a group of Arabic speaking migrants (Killikelly
& Maercker, 2023). The standard scale and the adapted cultural supplement have been
psychometrically validated in German-speaking and Chinese bereaved and preliminary
validated in a group of Swiss and Canadian migrants from a variety of backgrounds
(Killikelly et al., 2020). The cultural supplement was found to be valid and reliable for use
in each of these groups and in each case items were augmented with specific culturally
relevant items. For example, Chinese participants requested and strongly endorsed Item
1 of the cultural supplement ‘T experience strong physical problems since the loss (e.g.,
headache, problems with appetite)’.

Humanitarian migrants comprise refugees, asylum seekers or displaced people with a
population rising to more than 70 million around the world (UNHCR, 2017). This group
is affected by several challenges that have a negative impact on mental health including
a high rate of traumatic events (Bhugra & Becker, 1999). The most common disorders
are posttraumatic stress disorder (PTSD), depression and anxiety disorder (Fazel et al.,
2005). Concerning PGD, Killikelly et al. (2018) found that refugees are significantly more
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affected than the normal population. For example up to 54% of refugees may experience
symptoms of PGD while less than 10% of the general population (Lechner-Meichsner

et al., 2024; Rosner et al., 2021). Research has shown that ethnic minorities, refugees

and immigrants are more likely to be misdiagnosed with mental health disorders than
patients from the main culture (Baarnhielm et al., 2015). Indeed, patients and clinicians’
differences such as culture, gender, language, religion and ages can lead to a misunder-
standing of the illness (Lewis-Fernandez & Kirmayer, 2019). Currently there is an urgent
need for a measure of PGD that is relevant and acceptable for refugees and displaced
people. The main aim of this study is to culturally refine and develop a PGD addendum
for refugees and displaced people that considers the distinctive experiences of refugees.
This addendum may be used to supplement to the standard ICD-11 PGD diagnostic items
(IPGDS standard scale) in the effort to improve therapeutic rapport, identify missing
symptoms or features and improve treatment and care planning with refugees. As a
proof of concept, we have explored symptoms and experiences of grief in a small group
of Arabic-speaking refugees.

Augmentation of the IPGDS for Arabic-Speaking Refugees

According to Boateng et al. (2018) there are three phases to scale augmentation (item
development, scale development, scale evaluation) including nine steps to create and
validate a scale. This project has developed a simplified method that focuses on the two
steps of the “item development” phase (identification of domain and item generation,
content validity), and on the first step of the “scale development” phase, which consists
in the pre-testing of questions to distill the most relevant and important information for
cultural relevance (see Figure 1).

Two focus groups (FGs) were conducted: the first focused on item generation and
adapting the content of the questionnaire and a second focused on determining the
feasibility and clinical utility of the questionnaire. The following research questions were
addressed in the focus groups:

1. What content (specific items) from the existing IPGD scale is missing / needs to be
added for bereaved Arabic-speaking refugees?

2. Is the IPGDS feasible for use with Arabic-speaking refugees in different clinical
settings? Is the IPGDS for refugees clinically useful?

The World Health Organization (WHO) Procedure of translation and adaptation of in-
struments was followed to translate the IPGDS for refugees in Arabic (World Health
Organization, 2019). To establish the preliminary content validity of the questionnaire
in Arabic, six cognitive interviews (Cls) were conducted with bereaved Arabic-speaking
refugees (5 Syrian, 1 Iraqi) to evaluate the possible sources of errors in the questionnaire
and acceptability of the items (Beatty & Willis, 2007). The following research question
was examined in the CI’s:
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3. Is the content of the IPGDS for Arabic-speaking refugees valid and acceptable?

Figure 1

Iterative Process of Cultural Augmentation and Testing

Step 1 Step 2
4 N ( - ‘ ( \
. Item adaptation + Feasibility . Content
and development and clinical validity
« Method: Focus group utility + Method:
with 6 health care + Method: Cognitive
workers Focus group interviews with
« Outcomes: changes to with 4 clinic 6 bereaved
specific items experts Arabic-
« Outcomes: speaking
changes to refugees
assessment « Outcomes:
process changes to
- / content and
translation
— ~—
Method
Procedure

Ethical approval was obtained from the UZH Faculty of Arts and Social Sciences (Grant
No. 19.10.4.)

Measure: IPGDS

This scale comprises 13 previously used items integrating the PG-13 (Prigerson &
Maciejewski, 2008) and the SCI-CG (Bui et al., 2015). The participants indicated how
often they felt preoccupation, yearning and symptoms of emotional distress over the past
month because of loss of a loved one, using a 5-point scale: 1 = almost never (less than
once a month), 2 = rarely (monthly), 3 = sometimes (weekly), 4 = often (daily), and 5 =
always (several times a day). An impairment item as well as screening items (for the
length of time since bereavement and the violation of socio-cultural norms) were also
included. As mentioned above Item 14 assesses the cultural caveat. The original version
of the cultural supplement consisted of 19 items developed from key informant inter-
views with health care workers and bereaved individuals from Europe and China (Stelzer
et al., 2020). Psychometric analysis confirmed the internal consistency, concurrent and
criterion validity. In this current study we aim to develop a new cultural supplement,
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now referred to as the addendum, from focus groups and interviews with bereaved
refugees and migrants.

Step 1: Item Generation and Augmentation of IPGDS for Refugees Using a
Focus Group

The first FG was organized to generate new possible questionnaire items and discuss
the adaptation of the IPGDS for Arabic-speaking refugees. Five professional health care
workers were invited to discuss the questions of the IPGDS for refugees in general

and evaluate items’ relevance for the bereaved Arabic-speaking refugees in particular.
This first meeting took place in December 2019 at the University of Ziirich. The meet-
ing lasted 2 hours and was facilitated by CK, Post Doctoral Researcher and Clinical
psychologist with support from Master’s students AR and AA. The purpose of the
meeting was explained and the experts were asked to share their personal experiences
of working clinically with bereaved refugees, to assess what should be added or could be
missing from the standard IPGDS questionnaire, and to share their feedback/comments.
The meeting was audio recorded to collect the data and transcribed with MAXQDA
(version 2020). In line with the first step of scale adaptation “identification of domain
and item generation”, a draft catalogue of possible grief symptoms was collected based
on the FG recommendations and with input from existing literature (Hassan et al., 2016;
Kokou-Kpolou et al., 2017; Vromans et al., 2012). These included 57 new possible items
were added to the 14 standard items of the International Prolonged Grief Disorder scale
(IPGDS) (Killikelly et al., 2020).

Step 2: Feasibility and Acceptability of the IPGDS for Refugees Using a Second
Focus Group

The second phase of the scale development aimed to assess the feasibility and clinical
utility of the questionnaire. For this purpose, a second FG was organized with four other
professional health care workers who evaluated the items to determine if the scales
would be feasible for use in the clinic setting and if they would be clinically useful. The
second FG took place at local psychosomatic clinic at the University Hospital Zurich in
December 2019. This focus group lasted one hour. It was facilitated by CK and supported
by AR and AA. The purpose of the focus group was explained, participants were asked to
provide feedback on the scales, particularly considering the treatment of refugee patients
who were suffering from grief.

Step 3: Preliminary Content Validity of IPGDS in Refugees Using Cognitive
Interviewing

Cognitive interviews (CIs) can be used to clarify how items could be understood or
how participants will answer to specific questions (Drennan, 2003). The main goal is to
investigate how a participant arrives at an answer instead of the answer itself. There
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are two different alternatives or paradigms to conduct CIs, the “think-aloud” method and
“probing”, which both aim to gather information that can’t be seen in the questionnaire
(Beatty & Willis, 2007). In the “think-aloud” method, the interviewer asks the participant
to answer the questions by explicitly thinking out loud. It means that the interviewer
asks the questions to the participant and looks at how they arrive at their answer. The
other method, “verbal probing”, consists of asking the participant the questions and
then to elaborate on their answer. Probes can be used to ask about comprehension or
interpretation of the questions, to paraphrase the questions, to ask about confidence
judgment, to recall things, and to ask about very specific things as well as more general
thoughts (Beatty & Willis, 2007). Both “thinking-aloud” and “verbal probing” methods are
often used together in CIs as was done in the current study ((Willis & Artino, 2013).

Following the forward and back translation of the questions (WHO procedure), five
CIs were conducted to pre-test the IPGDS for refugees. The interviews started with a
presentation of the interviewer (AR Master’s student) and the translator. A qualified
clinical psychologist was always on hand (CK) in case participants became distressed.
Participants were also provided with a list of local resources and psychological services.
All five interviews lasted between 60 and 90 minutes. The interviewer explained the
purpose of the study and of the interview and gave instructions on how to answer the
questions according to the “think-aloud” method. The interviewer used probes to go
deeper when insufficient information was given. After five interviews the IPGDS was
adapted. A final CI with a sixth person was then conducted to pre-test this new version
of the questionnaire. At the end of the interviews, participants received 30 Swiss francs
for their participation.

Recruitment and Participants

Focus Group and Cognitive Interviews

The recruitment of professional health care workers for the FGs took place in November
and December 2019. Clinicians were mostly recruited from health clinics that specialize
in the treatment of migrant and refugee communities, private practices and NGOs in the
German-speaking part of Switzerland. The main criteria were “having experience work-
ing with refugees/migrants/asylum seekers for at least one year and having professional
experience with grief”. The first FG consisted of six health care workers and the second
of four clinicians, all of whom specialized in the treatment of trauma and grief in refugee
populations.

The recruitment of participants for the CIs started in early January and lasted until
the end of February 2020. Participants were first recruited through NGOs, language
schools, associations, and refugee housing. The snowballing method was used for further
recruitment. Inclusion criteria included speaking Arabic, the ability to provide written
informed consent and having lost a loved one at least six months prior to the interview.
People with severe mental health disorders (e.g., a diagnosis of major depression or
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current diagnosis of schizophrenia), imminent risk of suicide, or currently receiving
treatment from a psychiatric in-patient unit were excluded from the study. Five partici-
pants were from Syria and one from Iraq (Table 1).

Table 1

Demographic Information of Cognitive Interview Participants

Category P1 P2 P3 P4 P5 Pe6

Gender Female Female Male Male Male Female

Age 28 48 23 48 46 70

Ethnicity Syrian Syrian Syrian/Kurd ~ Syrian/Kurd  Syrian Iraq

Residency status Residency Asylum Seeker Waiting to Temporary Residency Asylum Seeker
have the Visa
refugee status

Cause of migration Study War refugee  Political Political Political War refugee
refugee refugee refugee

War refugee ~ War refugee

Relation to the deceased  Close friend Parent Cousin Parent Brother Parent
Friends

Cause of the death Homicide Natural cause Homicides Natural cause Homicide Natural cause

Missing person No No No Yes No Yes

Analyses

The FG and CI data was audio recorded and then transcribed with MAXQDA (version
2020). The framework method of qualitative analysis was used as this method is fre-
quently used for semi-structured interview transcripts (Gale et al., 2013). The framework
approach involves the categorization and organization of the qualitative data into a
matrix to reduce and summarize the data with the aim to answer the research questions
and to generate themes. The framework analysis was conducted according to the seven
steps proposed by Gale et al. (2013): “transcription”, “familiarization with the interview”,
“coding”, “developing a working analytical framework”, applying the analytical frame-
work”, “charting data into the framework matrix” and “interpreting the data” using
Microsoft excel. Regarding the first step of the analysis, all FGs and CIs were transcribed
using MAXQDA software. FGs were conducted in English and transcribed into English.
CIs were conducted in English with an Arabic speaking translator and transcribed into
English. This study received ethical approval from the University of Zurich.

Results

The results from this study are presented in two formats. The first type of results are the
new questionnaire items and the structure for the new measure of grief. The step-by-step
questionnaire adaptation and restructuring is presented in Appendix 1 (see Killikelly
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et al., 2025S). Second, the results from the qualitative/descriptive data analysis of the

FG and CI are presented. These results provide an in-depth rationale supporting the
amendment and additions to the IPGDS. They are organized into conceptual themes of

clinical utility, feasibility, and content validity. The results of the framework analysis for
the two FGs (combined) and Cls are presented separately below.

Focus Groups

The first focus group resulted in a new structure of the IPGDS for Arabic-speaking
refugees (see Killikelly et al., 2025S, Appendix 1, Step 1 FG1 outcomes). The cultural
supplement was replaced with three new scales a) Loss of homeland and b) Refugee
adjustment and impact on grief and c) Culturally specific items. The second focus group
resulted in restructuring the scales to replace the Loss of homeland section with an
Ambiguous loss section (see Killikelly et al., 2025S, Appendix 1, Step 2 FG2 outcomes).
Framework analysis conducted on the two FGs revealed three major categories with

several corresponding subthemes (see Table 2).

Table 2

Overview of Framework Analysis Results: Categories and Themes Resulting From FG and CI

Sample / Category

Themes

Focus groups

Category 1: Item generation and content adaptation

Category 2: Clinical utility

Category 3: Feasibility

Content adaptation

New content

Systematic assessment

Treatment priorities

Duration

Cultural differences

Cognitive interviews

Content validity:

Category 1: Sources of response error

Content validity:

Category 2: Expected distress reactions

Difficulties with response options
Inapplicable items

Language and meaning

Strong emotions

Refusal to respond
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Category 1: Item Generation and Content Adaptation

Clinicians reviewed the content of the existing IPGDS items and made suggestions for
new content and for adaptation.

Theme: Content Adaptation — Clinicians made several concrete suggestions for how
the existing IPGDS could be adapted to the refugee context. Clinicians suggested includ-
ing a second step in the assessment process which would include assessing grief for the
homeland. Several clinicians identified how refugees may experience grief for the loss of
a person but also for the loss of their community and culture (homeland).

FG2: Is it the same feeling "grieving for someone who is deceased" and
"grieving for someone who we are just separated from"?

Regarding PGD, grieving while being a refugee (how being a refugee can have an impact
on the grieving and vice versa) was a main topic. According to the participants, these
two experiences overlap and are hardly separable from each other.

FG1: [ find it extremely complicated because refugees have an
accumulated grief. And that kind of grief we have, it's connected
socially, politically or religiously and normally we learn to suppress
that and to deal with life as it is. [of note this clinician has a Syrian
background so could speak as a cultural broker].

Other additions include revisions to the wording and structure of the scale. Two exam-
ples are given below:

FG1: I have another question: “my grief is worse because’, is it possible
to make it the other way? “My grief would better if ”?

FG2: Will you integrate multiple losses? Because all these scales and
criteria have been developed for people who face one loss. In the
refugee context, they've lost brother and mother and friend.

Theme: New Content — Clinicians also suggested specific items that should be added
to the existing ICD-11 criteria including hopelessness, arousal, rituals, and conflicting
symptoms. Fifty-seven new items were ultimately added to the catalogue of possible
symptoms. These new items included the loss of homeland and the unique challenges
experienced by refugees.

FG1: They are kind of preoccupied and at the same time they avoid all
reminders. They can have both at the same time. It seems like

paradoxical (...).
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FG1: This is a kind of avoidance, you kind of shut, you close it, life is
over because someone has died. Sometimes I have the feeling when I'm
with this lady as if she resigned, she gives up.

Clinicians also mentioned typical circumstances that refugees are confronted with that
should be assessed such as multiple losses, ambiguous losses (missing persons) or the
lack of resources in the host country.

FG1: One was ambiguous because the husband just was gone, gone
until now no one knows what happened to him, if he's dead or he lives
with another family somewhere happily or whatever, no one knows.

Category 2: Clinical Utility

Clinicians provided insight into how the assessment measure would be useful in the
clinic environment.

Theme: Systematic Assessment — Clinicians identified that grief is a common com-
plaint amongst refugees and that a questionnaire to assess it in refugees in a more
systematic way is missing. They mentioned how they could use the IPGDS for refugees
with their patients, for example:

FG2: It's not easy for many of our patients to differentiate between
their feelings. For many, stress (or distress) is the most we can get from
them. Anger, guilt, shame and grief, that's too much for many of them,
so that makes it more difficult to distinguish.

Theme: Treatment Priorities — Clinicians reported the need to have a hierarchy of
what’s the most important or acute symptom. Refugees often suffer from many problems
such as different types of pre and post migration stressors and various types of symp-
toms. Clinicians must set treatment priorities in terms of what should be treated first and
adjust treatment planning accordingly. For example:

FG2: So that's surely an important issue, what is the most prominent
symptom, what is causing the most suffering.

Clinicians saw an added value in using pre-post measures of the IPGDS, as this would
help to track treatment progress and to indicate which symptoms of PGD would have
been improved after a certain treatment.

FG1: What is the main fact [...], is it less sadness or acceptance? What
is our success?
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Category 3: Feasibility
Clinicians provided specific feedback on how feasible and achievable a grief assessment
for refugees would be in their clinic environments.

Theme: Duration — The most common criticism of the questionnaire was the duration.
Many clinicians identified that there were too many items and the process may take too
long in the clinic. They also pointed out the fact that as many refugees do not speak the
language of their host country, clinicians must work with translators which adds extra
time.

FG1: So even a simple BDI questionnaire takes about one hour to be
translated, so the shorter the better.

All of the clinicians agreed that the IPGDS should be shortened but they also argued that
it should be able to capture important content. Clinicians therefore suggested having two
separated scales in the IPGDS for refugees, one for the loss of a person and another one
for the loss of a homeland. The different results on those scales could be compared:

FG1: (...) then we could apparently differentiate grief or sadness
related to a loss of home country or culture and to tear that apart and
grief related to the loss of a loved one. That's not the same thing and
almost all refugees of course suffer from grief, so to speak related to the
loss of their home country or culture (...).

Theme: Cultural Differences — Clinicians identified one of the biggest challenges in
working with refugees as differences in belief systems and culture. Indeed, clinicians
expressed how each of their patients have their own way of expressing their problems
or symptoms regarding their cultures or beliefs that are most of the time different from
their own. They mentioned how their patients may fear being misunderstood due to
cultural differences, and therefore may fear disclosing symptoms.

FG1: I have one Kurdish patient and he says "I see in Switzerland you
grieve for 10 days or two weeks, but I would do it for one year. People
are expecting me to move on but I'm not ready at the moment".

Another common problem may be patients’ non-acceptance of the problem and, there-
fore, a non-adherence to treatment. This can make diagnostic and treatment decisions
difficult. In the case of PGD, participants also pointed out the multiple ways in which the
disorder can manifest itself and, again, this makes its diagnosis difficult.

The use of a reference point or a cultural mediator to understand the culture of the
patient was suggested. Indeed, they often use a mediator or someone from the family
to help them understand the problem in the patient’s context. The other strategies
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to develop a common cultural understanding included: to try to step in the patients’
shoes, to confront the patient with the problem, to use psychoeducation, and to plan a
treatment in advance.

Cognitive Interviewing: Preliminary Content Validity

The results from the six cognitive interviews revealed two main categories with several
underlying themes. These results are based on both the ‘think aloud’ and probing meth-
ods used interchangeably throughout the interviews.

Category 1: Sources of Response Error

Theme: Difficulties With Response Options — The response options of the IPGDS
include a five-point Likert scale (not at all, rarely, sometimes, often, always). During the
interviews, participants rarely used those given options and were more likely to answer
with “yes”, “no” or with other alternatives. When participants made an effort to answer
in the manner requested, confusions or difficulties often occurred. For example, when
asking Participant 3 why he chose a specific option, he answered that he chose randomly
and didn’t know if the response was really correct for him.

Interviewer: I try to avoid reminders of the deceased or the death as
much as possible (like photos or memories).

Participant 1: absolutely

Theme: Inapplicable Items — Participants identified items that did not apply to their
experience of grief or where not relevant. For example, some questions were asked
assuming that participants had not attended the funeral of their loved one. However, in
many cases participants had been in the same country as the person who died and could
be present at the funeral. In this case the question about inability to attend a funeral or
other rituals did not apply. The question about visiting the grave of the deceased person
was also deemed inapplicable by all participants. For example:

Interviewer: I would do anything to feel close to the deceased (e.g.,
visit their grave every day, sleep next to their picture).

Participant 5: It depends it's too far away, you can't imagine it's not
realistic, because the grave it's too far away, I can't go to Syria.

Another example is the question on acceptance:

Interviewer: I have trouble or just don’t want to accept the loss.
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Participant 1: I don’t really understand the question [...] because
what does it mean or how should you accept a loss at all? [...] Yes, but
the second one doesn’t make sense for me. What does it mean to accept
it. Like to accept, it means that I'm okay with it? You can’t ask this
question. I don’t know, this question is a bit confusing.

The timeframe for assessment was also questioned. Participants were asked to think
about the previous week while answering the questions. Most participants had difficul-
ties answering the questions while relating only to the last 7 days.

Theme: Language and Meaning — Participants also provided feedback on the lan-
guage translation. For example:

Interviewer: I have intense feelings of sorrow, related to missing my

family and friends.

Participant 3: It's more an Egyptian word, not high Arabic. [wrote a
different word]

At times participants pointed out when they encountered issues with the wording and
how this specific way of writing in Arabic prevented them from answering the question
adequately. For example:

Interviewer: I have trouble or just don’t want to accept the loss.

Participant 1: There is a difference between ‘I have trouble or suffer
from something” and “I can accept something”.

Some word problems affected all participants whereas others were only mentioned by
a single person. In this case, it didn’t require a change after the revision of the question-
naire.

Category 2: Expected Distress Reactions Triggered During the Interview

Two main themes, strong emotions (blaming and anger) and rejection of the question-
naire item (guilt, non-acceptance of the item) were observed as reactions to certain items.
These are expected distress reactions as we expect certain emotional responses are likely
to be triggered if these items are clinically valid and important.

Theme: Strong Emotions or Distress — During the interviews, all participants expe-
rienced strong emotions or distress at some point. Indeed, one participant felt very
emotional when filling out the questions about how her loved one died and when she
was asked if the death had been expected or not. Over the course of the interview,
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most of the participants became more comfortable and were able to relax. However, two
participants remained very emotional during the interview process. For example:

Interviewer: I'm longing or yearning for the deceased.

Participant 6: Sure. She is always on my mind. [Crying]. It is weird
to talk about her with strangers.

In most cases, participants could answer the questions without difficulties and without
feeling overwhelmed. However, a few items seemed to provoke strong emotions for all
participants.

All participants expressed strong blame towards someone or something for the death
of their loved one, or for the reason they had to leave their country. Four out of six
participants blamed others or the circumstances for the death and all six participants
blamed others or the circumstances for the reason they had to leave the country:

Interviewer: I blame others on the circumstances for the death (like a
higher power).

Participant 1: I blame the higher powers which are directly
responsible for the problems, like the regime. Yes.

Anger was also a strongly expressed emotion. Five out of six participants felt very angry
about the loss and, again, all of them reported feeling angry over being separated from
their family and friends.

Interviewer: I'm angry over the death.

Participant 6: I always say: How did you leave me alone here and
leave?

Theme: Refusal to Respond — It was observed that several items seemed to trigger a
rejection or denial response from participants. One participant in particular had difficul-
ties answering certain questions in general, for example:

Interviewer: I feel that I lost a part of myself.
Participant 3: I won't answer.

Nevertheless, for most participants only a few items triggered rejection. Questions about
guilt triggered ambivalent responses and seemed to bring up discomfort in all partici-
pants. Not only did they all report not feeling guilty for the death of their loved one, but
some of them were even shocked or surprised by such a question, as if they would not
allow themselves to be guilty:
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Interviewer: [ feel guilty about the death or circumstances
surrounding the death.

Participant 5: How should I be guilty of it? No for sure, I'm not
guilty. I didn’t have to do anything with the death.

When asked about feeling guilty about being separated from their family and friends,
participants were more receptive. Participants acknowledged feelings of guilt.

Importantly, one participant expressed a wish to die. Some items seemed to cause
him such distress that he refused to answer. He seemed particularly nervous during the
whole interview but items specifically about death or his role in life triggered even more
emotions and at times he did not want to answer:

Interviewer: I want to die in order to be with the deceased.

Participant 3: I don't want to answer.

Change Analysis

In addition to the qualitative framework analysis, we examined the percentage of change
in the questionnaire items, afforded by each step of the adaptation process. Here the
results show that the number of changes at each step was reduced (e.g. from 80% of items
changed in Step 1 to 12.5% changed in Step 3). This supports the content validity of the
final questionnaire assessed by Arabic-speaking refugees in Step 3 (cognitive interviews).
At this final stage only small changes to translation and some clarifications of content
were required.

Discussion

The IPGDS is the only scale that is extended to include culturally specific symptoms

of grief alongside items for a prolonged grief diagnosis (Killikelly & Maercker, 2023).

So far, there is no questionnaire to assess PGD and grief more generally, taking the
refugee experience into account. This formative, proof of concept, research project had
two overarching aims 1) to use a step-by-step method of cultural augmentation to
develop an IPGDS addendum tailored to Arabic-speaking refugees and displaced persons
(IPGDS-ARD) and 2) To provide an in-depth description of the rationale supporting the
new content and additional scales in terms of feasibility, clinical utility, and content
validity. To this end we conducted two focus groups with experts and six cognitive
interviews with bereaved Arabic-speaking refugees. This resulted in a newly culturally
relevant IPGDS-ARD questionnaires for bereaved Arabic-speaking refugees. Of note the
current study aimed to develop and extend items for bereaved refugees more generally,
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however the resulting scales have only been piloted in a small group of Arabic speaking
refugees. This will be explored in follow up studies.

In the first step of cultural augmentation, FG 1, the original IPGDS standard scale
measuring ICD-11 PGD symptoms was preserved however the cultural supplement ques-
tions were replaced with a) loss of homeland scale, b) refugee adjustment and impact
on grief and c) new culturally specific items. The rationale for the inclusion of these
new sub-scales is captured by the themes revealed in the framework analysis: improved
clinical utility (systematic assessment, definition of treatment priorities) and feasibility
(duration, cultural differences) for use with bereaved refugees. In the second step, FG 2,
the sub-scales were adapted again based on clinical utility and feasibility for use in the
busy clinic environment. For example, the loss of homeland sub-scale was changed to the
ambiguous loss sub-scale to reflect a more clinically useful phenomenon. In the final step
of the adaptation the CI revealed few changes to the content of the questionnaires. Small
changes to translation and some re-phrasings of the items were made. Overall, the few
changes from the six CI support the content validity of the final IPGDS-ARD questions
(see Figure 2).

Figure 2

Percentage of Change in Number of Questionnaire Items After Each Augmentation Step

Summary of changes to questionnaires

49

36

Culture is a crucial component for better understanding the expression of illness, that
is, cultural differences must be understood and considered for an appropriate diagnosis
and treatment (Bhugra, 2005; Bhugra & Becker, 1999). In this study clinicians served as
cultural brokers to provide a first window of insight into the clinical utility of a grief
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measure for refugees. The qualitative analysis on the FGs and CI provided rich data
supporting each step of cultural augmentation and restructuring. Clinicians’ recommen-
dations and insights reflected main themes of improving the clinical utility, feasibility,
and content validity of the questionnaires. These are touchstones of establishing ques-
tionnaire acceptability and validity, particularly for different cultural groups. Previous
research has used similar methods including focus groups and CI to develop the content
of cultural adapted mental health measures. Our previous work has also demonstrated
the value of including a wide range of clinician and patient perspectives to establish
cultural relevance and clinical utility of the IPGDS. Swiss and Chinese health care
workers examined the content of the ICD-11 PGD guidelines and provided in depth qual-
itative interview data on their perspectives on the clinical utility and global applicability
(Stelzer et al., 2020). Important themes were revealed including the role of stigma in
preventing help seeking and treatment and the value of including somatic symptoms in
the diagnostic guidelines. Interviews with Japanese health care workers confirmed the
overall utility of the ICD-11 PGD guidelines but included important possible barriers to
clinical assessment such as the role of emotional control and the strong shame attached
to seeking grief support (Killikelly et al., 2023). Health care workers can provide vital
insight into their own illness beliefs and beliefs about the usefulness of assessments, as
well as insight into their patients experiences and illness models.

The outcome of this cultural adaptation is an addendum to the original standard
IPGDS scale with three new subscales: a) ambiguous loss, b) refugee adjustment and
impact on grief and c) culturally specific items. The ambiguous loss section will be an
extremely valuable measure for refugees and displaced people. Ambiguous loss is in-
creasingly found to be a significant source of mental distress for displaced people (Boss,
2006). It is defined as the loss of a loved one where death is not confirmed (Solheim
et al., 2016). Until now there have been no validated scales or systematically developed
measures to assess ambiguous loss in refugees. Renner et al. (2021) found that ambiguous
loss is associated with higher levels of depression and prolonged grief. We have built on
the preliminary findings from the IPGDS-ARD to develop a shorter stand-alone scale, the
AL+ (Comtesse et al., 2023).

The section refugee adjustment and impact on grief seeks to examine how post migra-
tion experiences may hinder the grieving process as an experience specific to refugees
and displaced people. Hwang et al. (2008) recommend that cultural and contextual factors
are considered in a timely and consistent manner when treatment planning and that
this is re-evaluated systematically. This is especially important because many minorities
share similar immigration experiences that could be targeted in prevention and treatment
programs. Indeed, in a study about the impact of migration on illness experience and
help-seeking strategies of patients from Turkey and Bosnia, Gilgen et al. (2005) examined
explanatory models to investigate how those patients understood their illness and found
that refugees attributed some of their migration experiences as causes of their illness.
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Kim et al. (2017) found that traumatic events can impact or diminish the ability to grieve.
In their study, participants reported that the psychological sequalae following traumatic
events such as torture were more significant and impairing and they saw grief as a

less significant problem. The IPGDS-ARD provides clinicians and patients with concrete
questions that may help unpick the source of distress and guide further assessment and
tailor treatment planning towards grief interventions or towards resource building and
support for post migration living stress.

It is important to note that these three new scales should be used in addition to the
standard IPGDS scale if a diagnosis is sought. Only the standard IPGDS scale based on
the ICD-11 PGD items can be used to confirm a diagnosis. The 3 scales in this new
addendum can then be used to guide clinicians to assess and explore other grief related
areas of possible concern and distress in refugee groups.

Limitations

There are several limitations in this study. First, the small sample sizes for the focus
groups and cognitive interviews indicate that our results should be considered a prelimi-
nary examination. A follow up study is underway to examine the psychometric validity
of these new subscales in a larger bereaved refugee sample. In addition, the sample did
not include a clinical sample of patients with a confirmed diagnosis of PGD. Additional
testing is needed to confirm the validity in a clinical sample of bereaved refugees with
PGD. Further adaptations may be necessary to ensure the clinical utility of the subscales
for different refugee groups. At the moment there are several items in the subscales
which increase the administration time. Further reduction and refinement of the items
may be required to improve the clinical utility. The analysis of percentage of change
after each adaptation step may be biased as the participants in the CI may be hesitant

to express criticism to the research team. As a next step it will be vital to further

refine the addendum items through patient and clinician debriefing and to examine
clinical decision making and rates of PGD diagnosis with and without the support of the
addendum (see the method in Lewis-Fernandez et al., 2017).

Conclusions and Future Directions

In this study, clinicians carefully and thoughtfully described the difficulties they some-
times experience providing accurate culturally reliable assessment and treatment for
patients from different cultural backgrounds with a particular focus of bereaved Arabic-
speaking refugees. They particularly emphasized the difficulty in assessing and treating
PGD in refugees as patients often present with a myriad of symptoms and stressors.
The IPGDS for refugees, along with the newly developed subscales (IPGDS-ARD) were
presented to assess PGD and grief experiences more wholistically in Arabic-speaking
refugees and with the aim to support other displaced people in the future. The new
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IPGDS-ARD will help clinicians diagnose PGD with the standard scale as well as assess
the importance and relevance of possible overlapping or co-occurring stressors such

as post migration difficulties or ambiguous loss. Due to the challenges with clinical
utility including the large number of items, we recommend using a formulation approach
to develop a symptom map of the most distressing and clinically relevant symptoms
highlighted through both the standard IPGDS scale and the addendum. An example
formulation is included in Appendix 2 (see Killikelly et al., 2025S). Additionally, the
newly developed and tested Ambiguous Loss Inventory + would directly assess the loss
of missing loved ones (Comtesse et al., 2023). Clinicians will then be able to direct
treatment to appropriate evidence-based interventions.
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The Supplementary Materials contain the online appendices for the study (see Killikelly et al.,
20258):
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Addendum for Refugees and Displaced people (IPGDS-ARD): Here we present the process
of item reduction and generation resulting in the final version of the addendum.

+ Appendix 2. Sample formulation template for assessing grief in displaced people: Here
we present a template formulation for considering treatment planning for working with grief
and displaced people.
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Abstract

Background: Grief reactions of relatives of palliative care patients are seldom addressed. Most
interventions focus on Prolonged Grief Disorder (PGD) and not on its prevention. This is
particularly relevant in palliative care, in which death is the result of a difficult period of a terminal
illness, making caregivers particularly vulnerable to psychological distress. The purpose of the
present exploratory trial is to test the efficacy of a selective intervention (Empower-Grief) for the
initial problematic grief reactions and to study potential predictors of adherence and efficacy.
Method: This is an exploratory Randomized Controlled Trial (RCT) studying Empower-Grief
compared with Treatment as Usual (TAU). Participants will be relatives or caregivers of palliative
and oncological patients with initial indicators of risk of developing PGD and will be randomly
allocated to Empower-Grief and TAU. Participants will be assessed prior, at the end and six months
after the intervention. The primary outcome considered will be symptoms of PGD. The assessment
includes measures of anxiety and depression, coping, attachment, psychological flexibility,
posttraumatic growth, social support and therapeutic alliance.

Results: The trial is ongoing. Forty-four participants will be invited to participate.

Conclusion: This study addresses the need for the development of empirically grounded and
feasible interventions aimed at dealing with initial problematic reactions in grief, exploring
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potential predictors and possible venues for personalizing intervention and understanding the
mechanism through which these interventions operate.

Keywords

prolonged grief disorder, palliative care, Empower-Grief, psychological intervention, bereavement

Highlights

« Caregivers of deceased cancer patients are particularly vulnerable to Prolonged Grief
Disorder.

«+ There is a significant need to develop low-intensity interventions for emotional
reactions to grief.

+ The current protocol aims to test the efficacy of Empower-Grief and to identify
predictors of outcome.

Background

Prolonged Grief Disorder (PGD), recognized as a mental illness in the ICD-11 (World
Health Organization, 2019) and more recently in the DSM-5-TR (American Psychiatric
Association, 2022), consists of intense grief along with significant social and occupational
dysfunction persisting for an extended period (with the inclusion in the DSM-5-TR, the
temporal criterion was extended from 6 to 12 months).

Caregivers of patients with advanced cancer are particularly vulnerable to elevated
psychological distress. In a caregiver sample, PGD prevalence was 40% at six months, 28%
at 13 months, and 27% at 18 months (Guldin et al., 2012), thus supporting the idea that
end-of-life caregiving increases the risk of mental health disturbance. High levels of PGD
were also found in a Portuguese population of palliative care caregivers (Coelho et al.,
2022).

Considering the elevated prevalence of disordered reactions, the goal of providing dif-
ferent interventions according to the risk of developing PGD has the potential to provide
care to more individuals. These interventions range from psychoeducation (i.e., univer-
sal interventions) to low-intensity selective and high-intensity indicative interventions.
Very few low-intensity interventions have been proposed. Lichtenthal and colleagues
(Lichtenthal et al., 2022) developed a brief manualized cognitive-behavioural, acceptance-
based intervention for critically ill patients” caregivers called EMPOWER (Enhancing
and Mobilizing the POtential for Wellness and Resilience). EMPOWER is a psychological
intervention composed of six modules based on cognitive-behavioural and acceptance-
based interventions: 1) initial assessment, rationale and adherence to the intervention;

2) resources for stabilization; 3) psychoeducation on grief and the cognitive-behavioural
model; 4) promoting experiential acceptance; 5) imagined dialogue; 6) coping training.
This intervention has been shown to be feasible, acceptable and effective in reducing
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psychological symptoms, including PGD, depression and anxiety. This program, designed
initially for intensive care contexts, emphasizes the detrimental role of experiential
avoidance (i.e., the tendency to avoid unpleasant feelings) in decision-making and the
grieving process. As opposed to acceptance, this coping mechanism has been associated
with higher anticipatory grief (Davis et al., 2017) and the persistence of complicated grief
in palliative care (Eisma & Stroebe, 2021).

The majority of the family caregivers will require selective intervention, oriented at
people identified as being at risk of developing PGD. The differentiation of interventions
allows combining need-based timely interventions to prevent PGD while increasing ac-
cess through rationalization of service delivery. Despite the recommendations, no studies
have matched the intensity of interventions to the severity of psychological reaction
to death in preventing prolonged grief. The present research intends to implement
and evaluate the effectiveness of the Empower-Grief intervention (Coelho et al., 2024;
Lichtenthal et al., 2022) in the population of family caregivers of patients accompanied
in the Palliative Medicine Unit of the Centro Hospitalar Universitario Lisboa Norte
(CHULN). Empower-Grief is an adaptation of the original EMPOWER to the current
palliative care context and post-mortem stage. It consists of the same six modules of the
original intervention, but a 50-minute session is devoted to each of the modules, with
two booster sessions done after treatment. It is a manualized treatment in which each
session is structured.

This research project has two objectives. First, to evaluate the effectiveness of Em-
power-Grief Intervention compared to treatment as usual (TAU) in terms of symptoms
of prolonged grief and psychological distress in relatives or caregivers of palliative and
oncological patients. The second objective is to identify predictors, among the factors
consistently found in the literature, of response to intervention. This second objective is
crucial, considering the low-intensity level of the intervention. In addition to the risk of
prolonged grief, other factors such as prior mental health, the nature of the death, social
support, attachment style and psychological flexibility may be relevant in explaining the
response to this intervention and serve as essential variables in adapting the intervention
to the needs of the participants. This research is crucial to influence national policy to-
wards a greater emphasis on prevention and early intervention, making the allocation of
cost-effective bereavement support services the most efficient and sustainable approach
for a significant public health impact in bereavement care.

Method
Design

The present study is an exploratory Randomized Controlled Trial (RCT) with two parallel
groups (Figure 1) comparing the experimental treatment conditions, Empower-Grief, and
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treatment as usual (TAU) in a medical centre. All study procedures have been approved
by the local and central institutional review boards. The project was approved by the
ethics committee of ISPA (I-138-2-24).

Setting and Participants

Treatment is offered at CHULN Lisboa Norte to family members or other caregivers

of patients, followed by the palliative care unit and oncology service. Inclusion criteria
involve individuals more than 18 years old, having experienced the death of a close
person (e.g., relative, partner, friend) due to cancer in a palliative or oncological con-
text from three to 12 months, and sufficient cognitive abilities and proficiency in the
Portuguese language who provide written informed consent. Participants are invited
from the service registry, where the reference caregiver is identified. Exclusion criteria
include individuals reporting a diagnosis of pre-existing severe or active mental disorder
predating the loss (e.g., schizophrenia, bipolar disorder, major depression). Participants
currently undergoing psychological intervention will also be excluded. While medication
will be monitored, it will not be an exclusion criterion.

Recruitment, Enrollment, and Randomization

Family members will be contacted by phone from the CHULN. The number of par-
ticipants who refuse to participate, change their address, or are unreachable will be
registered. Unreachable participants are considered those who are not reached after one
month of attempts. Second, the protocol of contact is established and will be revised to
address any concerns participants may have. Non-participation data will be controlled
monthly (weekly at the beginning of the data-gathering period).

Participants will undergo assessment for PGD risk and then be randomly assigned
to one of the two conditions. Those considered at risk, using the cut-off values (i.e., 7
or more) of Risk Assessment for Grief (Ministry of Health, 2017) to be at a moderate
level, will be invited to additional intervention and participation in the current study. All
participants will provide informed consent before initiating one of the two interventions.
The informed consent process will cover the study's purpose, procedures, potential risks,
and benefits, and it will be obtained from each participant before any data collection or
randomization occurs. Participants will be informed that their data will be anonymized
and securely stored.

The analysis follows an intention-to-treat principle, ensuring the inclusion of every
randomized participant. Participants who do not meet the criteria will be carefully
referred to an appropriate service. In cases where participants refuse, do not adhere to,
or do not benefit from a particular intervention, they will be offered the intervention at a
higher level in the referred services.
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Randomization is independently conducted by a research assistant. Participants will
be randomly assigned to Empower-Grief vs. TAU. Randomization occurs after a partic-
ipant meets eligibility criteria, provides consent, and undergoes risk assessment. A ran-
dom sequence of numbers or allocation codes will be generated using a randomization
tool. This sequence will determine the allocation of participants to the two intervention
groups. The participants will be allocated to each branch of the RCT through block
randomization. Clinicians will not be aware of any research assessments, including the
initial risk assessment, and will not be involved in assessing participants' outcomes.

Throughout the study, the project team will continuously monitor the randomization
process to ensure it is executed as planned, with any deviations documented and ad-
dressed. The study protocol was written in accordance with the SPIRIT 2013 Statement
(Standard Protocol Items: Recommendations for Interventional Trials (Chan et al., 2013).

Strategies to enhance participant retention and minimize attrition will be employed,
including regular check-ins, reminders for follow-up assessments, and flexible scheduling
options. Also, a feedback system for participants to express concerns or provide input
on the study's procedures will be put in place, and this will be used to make necessary
adjustments. Throughout their participation, we will emphasize participants’ contribu-
tion to improving grief support for others and the rigorous privacy and confidentiality
measures in place.

Treatment Conditions

TAU

Treatment as usual (TAU) consists of supportive psychotherapy based on a non-struc-
tured and integrative method that focuses on developing more adaptive coping strategies
and understanding and working on the patient's internal models of self, others, and the
world (Winston & Lujack, 2015). For the present investigation, TAU will be considered
during the same period as the Empower-Grief intervention — that is, 12 weeks — as the
frequency of sessions may differ slightly from case to case. Psychologists with specific
training for each intervention will administer both interventions.

Empower-Grief

Empower-Grief (Coelho et al., 2024) is a cognitive-behavioural and acceptance-based
intervention divided into six modules adapted from EMPOWER (Lichtenthal et al., 2022)
to a post-mortem application. It consists of six in-presence or online 50-minute sessions
and two booster sessions 2 and 4 weeks after the final intervention. It is a manualized
treatment in which each session has a specific goal: 1) Welcome, initial assessment and
adherence to the intervention; 2) Psychoeducation and transmission of resources for
stabilization; 3) Psychoeducation on Trauma, Grief and Cognitive-Behavioral Model; 4)
Promoting Experiential Acceptance; 5) Imagined dialogue; 6) Coping Training; and two
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final boosting sessions. In every session, the impact of the previous consultation and
evolution is evaluated.

Treatment Fidelity

Various strategies will be employed to ensure the effective delivery of the intervention
and maintain consistency among psychologists. The standardized intervention protocol
for "Empower-Grief" (Coelho et al., 2024) will be utilized (manualized intervention).

The implementation team for the Empower-Grief will comprise four psychologists,
all with master's degrees in clinical and health psychology and at least one year of
clinical experience. This group underwent a comprehensive 20/30-hour training in the
Empower-Grief intervention model. In addition to the standardized training provided
to all psychologists, model sessions were conducted where experienced psychologists,
each with a minimum of 10 to 15 years of clinical experience in grief intervention,
demonstrated how to deliver interventions effectively. These experienced psychologists
will serve as valuable resources in ensuring the fidelity and quality of intervention
delivery across the team.

The implementation team of TAU will include three licensed psychotherapists or
MA-level psychologists in advanced postgraduate clinical training. All therapists will
have at least five years of experience and at least two years of experience working with
complicated grief.

During the trial, Empower-Grief psychologists will have weekly group supervision,
while TAU psychologists will have their usual practices that include team reunions to
discuss cases. Ongoing supervision and monitoring of psychologists in the experimental
group will include regular check-ins, feedback sessions, and opportunities for providers
to seek guidance or clarification. All providers will have access to the same materials,
resources, and tools required for their sessions.

Fidelity checks will be conducted to ensure quality and consistency across psycholo-
gists. Purposely constructed fidelity assessment tools will include a checklist with inten-
ded tasks, content, format, and psychologists' behaviour, completed after each session
and discussed in supervision. Records will be maintained for each fidelity check, includ-
ing dates, psychologist names, and fidelity assessment results, along with any corrective
actions taken. The primary goal of these procedures is to ensure treatment adherence,
maintain low non-participation rates, and control differential non-participation rates,
particularly between follow-up times and types of termination. The expected outcomes
include overall low non-participation rates, specifically in the considered conditions.
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Figure 1

Overview of the Study Design

Screening
Caregivers of deceased palliative and oncological care of CHULN will be invited to participate.
Assessment with RAG. Randomization into one of the treatment conditions

Empower —> TAU

l l

T1 - Pre intervention assessment

i

T1 - Pre intervention assessment

l

Receive EMPOWER
6 module sessions + 2 booster sessions

Receive TAU
(Equivalent time frame - 12 weeks)

i

T2 - Post intervention assessment

l

T2 - Intervention assessment (12 wks)

l i

T3 - 6 months Follow up

T3 - 6 months Follow up

Assessments and Instruments

Three measurement points will be considered (Table 1). Considering the context of

data gathering, care has been taken to avoid overburdening participants with excessive
questionnaires. The screening will include sociodemographic data and RAG. The first as-
sessment, before the first session, includes some additional sociodemographics, PG13-R,
HADS, Brief COPE, ECR-RS, AAQ-II, and MSPSS. The second assessment will include
PG13-R, HADS and the working alliance measure (WAI-S). The follow-up assessment pe-
riod (3rd assessment) will occur six months after the last assessment. These will include
all outcomes (PG13-R, HADS, PTGI). The interventions will share the same assessment
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periods and instruments. The follow-up assessment ensures that all participants are
evaluated one year after the death, enabling a PGD diagnosis.

Table 1

Time Points for Measurement

Instrument Screening T1 T2 6 mths
Sociodemographics X X

Risk Assessment for Grief (RAG) X

PG-13-R X X
The Hospital Anxiety and Depression Scale (HADS) X X
The Posttraumatic Growth Inventory (PTGI)

Brief COPE X
Experiences in Close Relationships (ECR-RS) X
Acceptance and Action Questionnaire II (AAQ-II) X

The Multidimensional Scale of Perceived Social Support (MSPSS) X

The Working Alliance Inventory-short form (WAI-S) X

Note. T1 = Pre-treatment; T2 = 12 weeks/Post-treatment; 6 months = follow up.

Participants will be contacted sensitively to inquire about the reasons for discontinuing
the intervention. Clinical teams will receive supervision for each intervention, and ad-
herence to treatment measures will be monitored.

Screening

Sociodemographic data, such as participants' gender, age, marital status, education, em-
ployment, and mental health and treatment history, are also collected.

Risk Assessment for Grief (RAG) — RAG is a hetero-assessment scale of PGD risk
developed by the New Zealand Ministry of Health (Ministry of Health, 2017) and adapted
for the DGS norm 003/2019 (DGS, 2019). It includes four items (anger, accusation/guilt,
current relationships and general coping with grief) evaluated on a 5-point Likert scale.
This instrument classifies the degree of PGD risk as low (<7 points), moderate (7-10
points) and high (= 10 points).

Primary Outcome

Prolonged Grief Scale — Revised (PG13-R) — The PG13-R is a self-report scale devel-
oped by Prigerson and colleagues (Prigerson et al., 2021) based on DSM-5-TR criteria for
PGD. PG-13-R includes 13 items, evaluated on a 5-point Likert scale. PG-13-R grief symp-
toms represent a unidimensional construct with high degrees of internal consistency in
research conducted at Yale (Cronbach's o = .83), Utrecht (Cronbach's « = .90), and Oxford
(Cronbach's a = .93) universities. PGD diagnosis is attributed when the person obtains a
total value greater than 30 and meets the temporal (12 months) and impairment criteria.
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Secondary Outcome

The Hospital Anxiety and Depression Scale (HADS) — The HADS, originally de-
veloped for individuals with somatic diseases in hospitals (Zigmond & Snaith, 1983),
measures anxiety and depression symptoms. The scale was developed for non-psychiat-
ric populations and includes 14 items evaluated on a 4-point (0-3) Likert scale. Values
higher than eight in each subscale suggest clinically relevant symptomatology. In the
Portuguese adaptation (Pais-Ribeiro et al., 2007), Cronbach alpha values were .76 in
anxiety and .81 in depression.

Predictors and Other Relevant Variables

Posttraumatic Growth Inventory (PTGI) — The PTGI (Tedeschi & Calhoun, 1996)
evaluates the extent of perceived positive transformations following a challenging event.
Comprising 21 items, it encompasses five subscales: personal strengths, appreciation

of life, new possibilities, spiritual changes, and relation to others. Participants were
instructed to assess each item on a 6-point Likert scale, ranging from 1 to 6. The overall
PTGI score represents the sum of all items and higher scores indicated higher levels of
posttraumatic growth. The original version of the PTGI has shown excellent internal
reliability (Cronbach's a = 0.90) and acceptable test-retest reliability (r = .71). The PTGI
has also shown good psychometric properties in breast cancer Portuguese samples (Silva
et al., 2009).

Brief COPE — The Brief COPE (Carver, 1997) is composed of 28 items organized

into 14 coping strategies. Each coping strategy is measured using two items (humour,
positive reframing, emotional and social support, acceptance, religion, instrumental sup-
port, planning, active coping, behavioural disengagement, self-blaming, substance use,
venting, self-distraction, and denial). Participants were asked to answer each item with

a Likert-type response scale ranging from 0 (I never do this) to 3 (I always do this).

Mean scores were calculated for each coping factor. The study of internal consistency for
each factor using Cronbach's alpha shows adequate values (in general o < .60), taking
into account there are only two items per factor for the original (Carver, 1997) and the
Portuguese version (Ribeiro & Rodrigues, 2004).

Experiences in Close Relationships (ECR-RS) — The ECR-RS (Fraley et al., 2011) is a
self-report instrument that measures adult attachment to relevant persons - in this case,
the deceased - rated on a seven-point Likert scale that ranges from 1 (strongly disagree)
to 7 (strongly agree). Its nine items are grouped into two dimensions: attachment-rela-
ted anxiety (Items 1-6) and avoidance (Items 7-9). The total subscale score consists of
the mean of the items and ranges from 1 to 7, with higher scores indicating higher
attachment avoidance or anxiety. The Portuguese version showed adequate reliability (o
ranged from .72 to .91) and construct validity (Moreira et al., 2015).
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Acceptance and Action Questionnaire Il (AAQ-II) — The AAQ (Bond et al., 2011) is
a 7-item questionnaire with a single-factor structure measuring acceptance, experiential
avoidance, and psychological inflexibility. In the Portuguese validation (Pinto-Gouveia
et al., 2012), results from a Confirmatory Factor Analysis showed the goodness of fit of
the model, and this version also demonstrated an excellent level of internal consistency
(o = .90) and good convergent and discriminant validity. Individuals are asked to rate
each statement on a 7-point Likert scale ranging from 1 (never true) to 7 (always true).
This scale reflects the single domain of psychological inflexibility, with higher scores
indicating greater psychological inflexibility.

The Multidimensional Scale of Perceived Social Support (MSPSS) — The MSPSS
(Zimet et al., 1988) measures perceived social support from family, friends, and others.
The 12 items are grouped into three factors (family, friends and significant others), each
with four items, using a 7-point Likert scale (0 = strongly disagree, 7 = strongly agree).
Examples of items include “There is a special person who is close by when I need him/
her"; "I can talk about my problems with my family”. The Portuguese version of the
MSPSS (Carvalho et al., 2011) demonstrated good psychometric qualities (« ranged from
.85 and .95).

The Working Alliance Inventory-Short Form (WAI-S) — The WAI-S (Tracey &
Kokotovic, 1989) is a widely studied 12-item self-report that measures how the client
perceives the therapeutic alliance with the therapist, with a 7-point Likert scale ranging
from 1 (never) to 7 (always). In addition to the overall alliance score, the WAI-S includes
three specific subscales: bond, tasks, and goals (four items, respectively). Internal consis-
tency for the Portuguese version is .89 for the patient version and .85 for the therapist
version (Machado & Horvath, 1999).

Statistical Analysis

To evaluate the impact of Empower-Grief relative to TAU on the primary outcome
(prolonged grief symptoms) and secondary outcome (anxiety and depression), we will
use a mixed-effects model. A mixed-effects model for longitudinal data (pre-post and a
6-month follow-up) accounts for the hierarchical structure of the data, with participants
nested within treatment groups and the correlation between repeated measurements
within subjects. The intention-to-treat principle will be followed in the analysis, ensuring
that all participants randomized to each treatment condition are included in the analy-
sis, regardless of whether they completed all assessments or adhered to the treatment
protocol. To address missing data, multiple imputations will be employed, a statistical
method that generates multiple plausible values for missing data points based on the
observed data. This method preserves the relationships between variables and reduces
the potential for bias due to missing data.
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Before drawing inferences, a preliminary examination of model assumptions, includ-
ing checks for the normality of residuals and homogeneity of variances, will be conduc-
ted. The primary outcome, prolonged grief severity, will be modelled using a linear
mixed-effects model with fixed effects for treatment condition (Empower-Grief vs. TAU),
time point (pre-treatment, post-treatment, and 6-month follow-up), and their interaction,
and random effects for participants and treatment groups. Secondary outcomes, anxiety
and depression symptoms, will be analyzed using similar mixed-effects models.

The sample size for this research project was estimated using G*Power software,
employing a repeated measures analysis with a mixed-effects model. Assuming a low
effect size of d = 0.25, a significance level of a = 0.05, and a power of 1-f = 0.80.

With two treatment groups, Empower-Grief and treatment as usual, and measurements
taken at three moments (baseline, post-treatment, and 6-month follow-up), the resulting
estimated sample size for the study was 44 participants for both treatments, representing
a robust size to detect the anticipated effect with high statistical power.

To assess the predictive value of the considered predictors (i.e., posttraumatic growth,
coping, attachment to the deceased, psychological flexibility, social support, and thera-
peutic alliance) on treatment outcomes, separate regression analyses will be conducted
for each outcome measure (prolonged grief, anxiety, and depression). For each outcome,
we will fit a mixed-effects model with the baseline variable as a fixed effect, adjusting
for treatment condition, time, and their interaction. The random effects’ structure will
remain the same as in the primary analysis.

Results

The RCT is ongoing. We have contacted 294 potential participants and recruited 44 to
this moment. Recruitment will close in April 2024. We plan to complete data analyses by
December 2024.

Discussion

This study responds to a lack of research in grief interventions, which is relevant consid-
ering the high prevalence of PGD and the general delay in providing care. Assessing the
differentiation of intervention leads to increases and equality in access to empirically
based interventions. By empowering caregivers to respond to a challenging grief process,
the intervention may contribute to preventing pathological long-term psychological reac-
tions. The present research project aims to assess the efficacy of a low-intensity selective
intervention compared with TAU in terms of prolonged grief symptoms and distress. The
project's second goal is to identify potential predictors of the outcome and adherence to
these treatments — considering the matching conditions.
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This research has several strengths. First, the study of low-intensity interventions -
recommended by international and national bodies (Shear et al., 2017) — has a good
cost-benefit ratio and increases access to psychological interventions in this social con-
text. Second, Empower-Grief is flexibly delivered so that it can be adapted to caregivers’
dynamic needs and post-mortem context. Third, it was developed and refined using
stakeholder feedback to optimize its acceptability and fit for its recipients’ specific needs.
Also, identifying predictors of adherence and change serves to increase sensitivity in
aligning interventions to the needs of clients.

The fact that the current study is conducted in a practice setting leads to some
constraints — namely, the lack of manualization of TAU or the need to keep the research
questionnaire relatively small. However, the practice-based nature of the context of data
gathering provides a demonstration of how a structured intervention such as Empow-
er-Grief can be useful. Results from this study will, therefore, provide a pathway for
improving clinical decision-making and tailoring treatments to an individual's specific
needs, which is crucial to meeting citizens’ needs in the context of the rational provision
of services.

This research is situated in the field of intervention personalization and psychological
services research. It can inform and enrich the predicting process by considering other
dimensions of patient characteristics, such as psychological flexibility or attachment,
thus fostering new research and informing bereavement support practice.
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Gongalves et al. (2024) recently described the selection of a 1-item outcome scale for the
European Psychotherapy Consortium. The field has been trending toward brief scales
because of research indicating greater patient compliance with fewer items (Miller et al.,
2003; Miller et al., 2005). From a psychometric perspective, however, the 1-item emotional
and psychological outcomes (EPO-1) measure is likely to produce low reliability and
validity estimates. This results from measurement principles indicating that (a) reliability
estimates increase with the number of items, and (b) validity estimates depend upon
reliability. Measurement error decreases with an increasing number of item responses
because random error sources tend to balance or cancel (Meier, 2013). If a patient
misunderstands a question, for example, this error becomes a major influence on data

in a single item self-report. Because multiple factors typically influence responses to

any psychological item, scores on 1-item scales are less likely to be sensitive to change
resulting from psychotherapy than a multi-item scale that aggregates change-relevant
variance (Meier, 1997).

Other research suggests that many patients will not interpret the EPO-1 as test
developers intended (Schwarz, 1999). Labeling this problem as intracategory variability,
Dohrenwend (2006) observed that test-takers respond to item content on a self-report
measure based on a wide range of personal experiences. When asked to report on a
recent serious illness, for example, respondents will describe episodes that vary from
simple flu to heart attacks. As a result, the basis on which individuals respond to
health-related categories on self-report measures can range “from the catastrophic to the
trivial’ (Dohrenwend, 2006, p. 479). The EPO-1’s content is “At this moment, how well do
you feel you are getting along emotionally and psychologically?” Patients respond on a
5-point scale ranging from 0 ("Very poorly; I can barely manage to deal with things") to 4
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("Very well; I have no important complaints"). For many individuals, these are cognitively
complex tasks likely to lead to heterogeneous response processes and ratings.

Given that single item measures are inappropriate with ambiguous constructs (Allen
et al., 2022), future research should evaluate reliability and validity estimates for the
EPO-1. At a minimum, EPO-1 scores should evidence (a) stability over time in the
absence of any intervention, (b) change over time when the patient participates in a
psychosocial intervention, and (c) moderate to high correlations with existing measures
of outcome. If EPO-1 scores fail to meet these standards, possible next steps include
(a) augmenting EPO-1 data with one or more item(s) related to common factors that
have been shown to influence outcome and (b) developing a system that minimizes re-
spondent burden. Regarding (a), working alliance would appear to be a strong candidate
given that psychotherapy researchers consistently find a modest positive effect of the
client/therapist alliance on outcomes (Fliickiger et al., 2018). Regarding (b), recent studies
suggest that Al could produce outcome information through analysis of text produced
by client discourse recorded during therapy sessions as well as clinicians’ unstructured
progress notes (Chu et al., 2024).
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We thank the author(s) for their commentary in response to our article on the European
Psychotherapy Consortium (EPoC) of the European Chapter of the Society for Psycho-
therapy Research (SPR) published in Clinical Psychology in Europe (Gongalves et al., 2024)
and welcome the opportunity to respond. Whilst we appreciate the detailed comments
on our article made by the author(s), we would like to take this opportunity to primarily
address the specific criticisms of the EPO-1 single-item scale.

Overall, the commentary criticizes our article on a combined theoretical and psycho-
metric basis as a first, but so far, successful, attempt to coordinate the administration
of patient outcome data collected during the course of treatment and implemented
across Europe. Such criticism fails to recognize the practical impact of our strategic
approach, which aims to significantly advance the paradigm of patient-focused research.
Our objective has been to advance the field of psychological therapies and pave the
way for the first steps towards coordinated data collection, data-based quality assurance,
and practice-based evidence into the therapeutic process across national borders. The
single-item Emotional and Psychological Outcome-1 measure (EPO-1) addresses the real-
ity of identifying a common measurement language across different clinics in different

This is an open access article distributed under the terms of the Creative Commons
@ ® Attribution 4.0 International License, CC BY 4.0, which permits unrestricted use,
BY distribution, and reproduction, provided the original work is properly cited.


https://crossmark.crossref.org/dialog/?doi=10.32872/cpe.16921&domain=pdf&date_stamp=2025-02-28
https://orcid.org/0000-0003-4695-4953
https://orcid.org/0000-0003-2575-7221
https://orcid.org/0000-0002-5141-3847
https://orcid.org/0000-0001-6624-8816
https://orcid.org/0000-0003-3555-9958
https://orcid.org/0000-0001-6321-8590
https://orcid.org/0000-0003-1687-6376
https://www.psychopen.eu/
https://cpe.psychopen.eu/
https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/

Response to the Commentary by Scott T. Meier 2

European countries with varying structures of assessment and other healthcare systems,
some with already existing measurement systems and some with none. Hence, we are
attempting what we consider to be a unique program of research implementation that
is both feasible in most clinical settings (i.e., minimal demands on patients, therapists,
and healthcare systems) and yet has a grand vision in transcending national boundaries
that are, so often, limitations to research collaboration. Against this background, the
commentary fails to fully appreciate the objectives and value of the EPO-1 item’s intro-
duction.

In addition to presenting our general view of the project, which is broader than that
of the commentary’s author(s), we would also like to respond to some specific points of
criticism below.

The author(s) assumes that the EPO-1 item has limited reliability and validity. In
response, we direct the author(s) to the high correlations of the instrument with other
established outcome instruments, such as the Outcome Questionnaire-30 (OQ-30; r =
.601), the Questionnaire for the Evaluation of Psychotherapy (FEP-2; r = .626), and
the Patient Health Questionnaire-9 (PHQ-9; r = .630), which can be found in detail in
Chapter 4 (Appendix) of Bergin and Garfield’s handbook of psychotherapy and behavior
change (Lutz et al., 2021). The empirical data (n = 521) also show that the pre-post effect
sizes, measured with the EPO-1, are as strongly related to the above instruments and
that the individual effect sizes are comparable to those of the other measures. The EPO-1
pre-post-effect sizes refute the assumption that the single-item measure EPO-1 is less
sensitive to change than multi-item scales (pre-post-effect sizes, e.g., EPO-1(Likert): d =
1.086; EPO-1(analogue): d = 1.469; BSI: d = 0.879; OQ-30: d = 1.320; Lutz et al., 2021).

For future research, the author(s) recommends demonstrating the stability of the
item over time without intervention, its change in response to intervention, and its
correlations with established measures. The last two points (change sensitivity and
convergent validity) have already been empirically demonstrated (see above; Lutz et
al., 2021), leaving only the first point (reliability in the absence of intervention) to be
addressed in future studies. Many points of criticism in the commentary refer to the
general disadvantages of self-report questionnaires. They are not specifically related to
single-item scales (e.g., the varying interpretation of questions by individual patients or
the cognitive complexity of evaluating the item).

Further, the author(s) suggests extending the EPO-1 item with an alliance item and
using large language models (LLMs), which are important and topical issues in recent
psychotherapy research. However, the EPO-1 is intentionally designed as a single-item
measure to ensure easy implementation in clinical practice. Moreover, this outcome
measure assesses psychological well-being, not therapeutic alliance. While LLMs have
become valuable tools in psychotherapy research, the EPO-1 item is a low-burden meas-
ure for patients, collected via self-report. Therefore, it should not be replaced by video or
text analyses, which could capture a different perspective.
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Our response addresses the concerns expressed based on theoretical considerations
with empirical evidence. Furthermore, we would argue that the benefits and potential of
these efforts to introduce a standardized outcome measure across Europe outweigh the
theoretical (and, as demonstrated, not necessarily valid) criticisms. We are aware of the
common problems of single-item scales, which is why the EPoC does not only focus on
the EPO-1 item but also on developing and implementing crosswalks to create a standard
measure structure between different clinics across Europe.

In summary, EPoC is a project that aims to evolve and create large, heterogeneous
data sets from different countries that will facilitate practice-based evidence and data-
informed psychological therapy. EPO-1 is currently translated into 13 languages, and
two more are expected to be added soon. We hope that more institutions will join our
initiative in the future and adopt the item in their assessments. Ultimately, whether it is
taken up in the field is an empirical question.
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