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ABSTRACT

Background: Syrian refugees in Switzerland face several barriers in accessing mental health
care. Cost-effective psychological interventions are urgently needed to meet the mental health
needs of refugees. Problem Management Plus (PM+) is an evidence-based, psychological
intervention delivered by trained non-specialist ‘helpers’.

Objective: To assess the feasibility and acceptability of PM+ among Syrian refugees in
Switzerland.

Methods: We conducted a single-blind pilot randomized controlled trial (RCT) with Syrian
refugees impaired by psychological distress (K10 > 15 and WHODAS 2.0 > 16). Participants were
randomized to PM+ or Enhanced Treatment As Usual (ETAU). Participants were assessed at
baseline, and 1 week and 3 months after the intervention, and completed measures indexing
mental health problems and health care usage. Semi-structured interviews were conducted
with different stakeholders.

Results: N = 59 individuals were randomized into PM+ (n = 31) or ETAU (n = 28). N = 18
stakeholders were interviewed about facilitators and barriers for the implementation of PM+.
Retention rates in the trial (67.8%) and mean intervention attendance (M = 3.94 sessions,
SD = 1.97) were high. No severe events related to the study were reported. These findings
indicate that the trial procedures and PM+ were feasible, acceptable and safe.

Conclusions: The findings support the conduct of a definitive RCT and show that PM+ might
have the potential to be scaled-up in Switzerland. The importance, as well as the challenges, of
implementing and scaling-up PM+ in high-income countries, such as Switzerland, are
discussed.

Viabilidad y aceptabilidad de Enfrentar Problemas Plus (PM +) entre
refugiados Sirios y solicitantes de asilo en Suiza: un ensayo controlado

aleatorizado piloto de método mixto

Antecedentes: Los refugiados Sirios en Suiza enfrentan varias barreras para acceder a la
atencion en salud mental. Se necesitan con urgencia intervenciones psicolégicas costo-
efectivas, para satisfacer las necesidades de salud mental de los refugiados. Enfrentar
Problemas Plus (PM + por sus siglas en inglés) es una intervencién psicolégica basada en la
evidencia proporcionada por ‘ayudantes’ capacitados no especializados.

Objetivo: Evaluar la viabilidad y aceptabilidad de PM + entre los refugiados sirios en Suiza.
Métodos: Realizamos un ensayo controlado aleatorizado (ECA) piloto simple y ciego con
refugiados sirios afectados por angustia psicoldgica (K10 > 15 y WHODAS 2.0 > 16). Los
participantes fueron asignados al azar a PM + o Tratamiento usual mejorado (TUM). Los
participantes fueron evaluados al inicio del estudio, 1 semana, y 3 meses después de la
intervencién, y completaron instrumentos que referencian problemas de salud mental y el
uso de la atencion médica. Se realizaron entrevistas semiestructuradas con diferentes partes
relevantes.
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« The results of this pilot
randomized controlled trial
suggest that Problem
Management Plus (PM+),
a low-intensity psychoso-
cial intervention delivered
by non-specialized ‘help-
ers’ is a feasible, well-
accepted and safe treat-
ment option for Syrian
refugees in Switzerland.
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Resultados: N = 59 individuos fueron asignados al azar a PM + (n =31) o TUM (n = 28). N =18
partes relevantes fueron entrevistados sobre facilitadores y barreras para la implementacion de
PM +. Las tasas de retencién en el ensayo (67,8%) y la asistencia media a la intervencién
(M = 3,94 sesiones, DE = 1,97) fueron altas. No se informaron eventos graves relacionados con el
estudio. Estos hallazgos indican que los procedimientos del ensayo y PM + fueron factibles,
aceptables y seguros.

Conclusiones: Los hallazgos apoyan la realizacién de un ECA definitivo y muestran que PM +
podria tener el potencial de ampliarse en Suiza. Se discute la importancia, asi como los desafios,
de implementar y ampliar PM + en paises de altos ingresos, como Suiza.
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1. Background

There are currently 82.4 million forcibly displaced people,
including almost 30 million refugees and asylum seekers,
as defined according to the 1951 Refugee Convention
(UNHCR, 1951, 2021). Many of these individuals are
from Syria, where the ongoing civil war has forced over
6 million individuals to flee their homes and seek refuge
in other countries (UNHCR, 2021). While most Syrian
refugees have resettled in neighbouring countries such as
Turkey, Lebanon or Jordan, Switzerland has registered
around 20,000 Syrian refugees and asylum seekers since
the outbreak of the conflict in 2011 (Staatssekretariat fiir
Migration, 2020).

Conflict-affected populations are at a high risk of
developing mental health problems (Bogic, Njoku, &
Priebe, 2015; Charlson et al., 2019; Morina, Akhtar,
Barth, & Schnyder, 2018; Turrini et al., 2017). Recent
studies on the prevalence of mental distress in Syrian
refugees and asylum seekers revealed that 15 to 44%
have symptoms of depression (Acarturk et al., 2018;
Fuhr et al., 2020; Georgiadou, Zbidat, Schmitt, &
Erim, 2018; Poole, Hedt-Gauthier, Liao, Raymond, &
Bdrnighausen, 2018; Tinghdg et al., 2017), 13.5 to
36.1% report symptoms of anxiety dis-orders (Fuhr
et al.,, 2020; Georgiadou et al., 2018; Tinghog et al,
2017) and 11.4 to 83.4% show symptoms of post-
traumatic stress disorder (PTSD) (Acarturk et al.,
2018; Fuhr et al, 2020; Georgiadou et al., 2018;
Tingh-6g et al., 2017). Mental health problems in
refugees have repeatedly been shown to be related to
traumatic experiences before and during displacement

(Johnson & Thompson, 2008; Mollica et al.,, 1998;
Mollica, McInnes, Pool, & Tor, 1998; Steel et al.,
2009), as well as to post-migration stressors in host
societies (e.g. fear of deportation, unemployment or
worries about family members back home) (Ben
Farhat et al., 2018; Chen, Hall, Ling, & Renzaho,
2017; Kiselev, Pfaltz, Schick, et al., 2020; Laban,
Gernaat, Komproe, Van Der Tweel, & De Jong, 2005;
Miller & Rasmussen, 2010; Schick et al., 2016). Studies
on these post-migration living difficulties have shown
that they may have a comparable or even stronger
impact on mental health than traumatic experiences
(Bogic et al, 2015; Chen et al, 2017; Miller &
Rasmussen, 2010).

The provision of appropriate mental health care is one
of the many challenges refugee-hosting countries are
facing (Sijbrandij et al, 2017; Silove, Ventevogel, &
Rees, 2017). Most refugees resettle in low- and middle-
income countries (UNHCR, 2021) where mental health
services are scarce (Patel, 2007). However, even in well-
resourced healthcare systems in high-income countries,
there are barriers to accessing mental health care leading
to alow uptake of mental health services (Maier, Schmidt,
& Mueller, 2010; Satinsky, Fuhr, Woodward, Sondorp, &
Roberts, 2019).

In Switzerland, health insurance for refugees and
asylum seekers is mandatory, providing refugees and
asylum seekers access to a wide range of medical ser-
vices, including psychotherapy, regardless of their for-
mal legal status. Despite formal access to health care,
refugees and asylum seekers do not usually seek mental



health services and therefore neither receive proper
diagnoses nor specialized treatment, resulting in
a large treatment gap (Maier et al., 2010). A recent
study among Syrian refugees in Switzerland identified
five main barriers to accessing treatment: a) a mismatch
between the perceived needs of the refugees and avail-
able health services, b) low perception of psychological
distress, ¢) fear of stigma, d) lacking resources in the
health care system (e.g. lack of funding for interpreters)
and, e) communication difficulties and inadequate
referrals to specialists by general practitioners (Kiselev,
Pfaltz, Haas, et al., 2020). Similar barriers to accessing
outpatient mental health care for refugees and asylum
seekers hold true (e.g. lack of funding for treatment,
lack of funding for interpreters, language, etc.) and have
been reported by mental health professionals in
Switzerland (Kiselev, Morina, et al., 2020; Miiller,
Roose, Landis, & Gianola, 2018).

To overcome these barriers and to increase service
uptake amongst refugees, innovative approaches are
urgently needed (Kiselev, 2020). One option might be
the implementation of psychosocial interventions
delivered by peers or lay providers, thereby bridging
gaps between the formal health system and culturally-
relevant community care. One such intervention is
‘Problem Management Plus’ (PM+) developed by the
World Health Organization (WHO). PM+ aims to
decrease mental distress in conflict-affected popula-
tions (Dawson et al., 2015). The intervention consists
of five weekly sessions lasting 90 minutes, focusing on
stress reduction, problem management, behavioural
activation, and accessing social support. Even though
PM+ is a manualized intervention, it can be flexibly
and individually adapted to the participant’s needs
and self-identified practical problems (e.g. unem-
ployment, interpersonal conflicts). Sessions are deliv-
ered by trained non-specialist ‘helpers’ who come
from the same cultural background as service recipi-
ents (Dawson et al., 2015). Shifting specific tasks
within the health care system from highly qualified
staff (e.g. psychotherapists or psychiatrists) to staff
with less extensive training (e.g. ‘helpers’) is referred
to as a ‘task-shifting’ (WHO, 2008). Task shifting in
mental health and psychosocial support is being
employed frequently in low and middle-income
countries (Galvin & Byansi, 2020; Hoeft, Fortney,
Patel, & Uniitzer, 2018). Given the lack of adequate
treatment options in high and middle-income coun-
tries, such as Switzerland, it might be a promising
approach for such contexts as well. PM+ has been
successfully evaluated for feasibility and effectiveness
in various low- and middle-income countries (Bryant
et al., 2017; Dawson et al., 2016; Khan et al., 2019;
Rahman et al., 2016; Zhang, Zhang, Lin, & Huang,
2020). However, the intervention has never been
applied to the Swiss context. As local circumstances
can be very different (regarding, e.g. the political
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system, the health system, refugee policies, etc.) it is
crucial to understand the local conditions and the
needs of the target population to identify adequate
interventions and to test their feasibility, acceptability
and (cost-) effectiveness in the respective contexts.

The goal of the present study was to test feasibility
and acceptability of individual PM+ among Syrian
refugees in Switzerland through a pilot randomized
controlled trial (RCT) and to assess the trial proce-
dures in advance of a definitive RCT. We applied
a mixed-method approach, collecting quantitative
and qualitative data. The present study is part of
a larger programme of work conducted by the
STRENGTHS consortium, aiming to test the feasi-
bility, (cost-) effectiveness and implementation of
PM+ with Syrian refugees in countries in Europe
and the Middle East (Sijbrandij et al., 2017).

2. Methods
2.1. Setting

The study was carried out at the University of Zurich
at the Outpatient Clinic for Victims of Torture and
War, University Hospital Zurich. The study activ-
ities (e.g. outcome assessments, PM+ sessions etc.)
were conducted in Zurich as well as at two collabor-
ating outpatient clinics in Bern and St. Gallen. The
study received ethical approval from the Ethics
Committees of the Canton of Zurich (BASEC Nr.
2017-0117) and was registered online. (https://
www.clinicaltrials.gov/ct2/show/NCT03830008).
The data were collected from December 2018 until
March 2020. A CONSORT reporting checklist for
pilot RCT's has been included in the appendix.

2.2, Participants

The sample consisted of Syrian refugees and asylum
seekers experiencing elevated levels of psychological
distress. Inclusion criteria were: 1) Syrian refugees
who arrived in Switzerland after the outbreak of the
Syrian civil war in 2011, 2) 18 years or older, 3)
Arabic-speaking 4) elevated psychological distress
(Kessler Screening Scale for Psychological Distress (K
10) > 15) (Kessler et al., 2002), and 5) impaired psy-
chosocial functioning (WHO Disability Assessment
Schedule (WHODAS 2.0 > 16) (Ustiin, Kostanjsek,
Chatterji, & Rehm, 2010).

Individuals with indications of a) severe cognitive
impairment, b) severe mental disorders (e.g. psycho-
sis) (assessed by the outcome assessors with the PM+
manual observation checklist (WHO, 2016)), or c)
acute risk of suicide (assessed by the outcome assessors
with the PM+ manual suicidal thoughts interview
(WHO, 2016)) were excluded from the study. Other
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exclusion criteria were: d) being under guardianship,
and e) inability to follow the study procedures.

2.3. Recruitment

Participants were recruited from refugee and asylum
seeker centres, community settings and through local
stakeholders in the Syrian community. The recruitment
process involved posting information about the study
on social media (in Arabic and German), distributing
leaflets and informing the Syrian community about the
study at social events. Interested individuals were asked
to contact the research team. The recruitment strategy
focused on the German-speaking part of Switzerland,
mostly on the cantons of Zurich, Bern and St. Gallen.
These cantons are the major hosting regions for Syrian
refugees in the German-speaking part of Switzerland
(Staatssekretariat fir Migration, 2020).

2.4. Training of non-specialist ‘helpers’ and
outcome assessors

Thirteen non-specialist ‘helpers’ and eight lay outcome
assessors were recruited. All helpers and outcome asses-
sors were Syrians and fluent in Arabic and German or
English. All of them had a diploma of higher education.
Helpers participated in an eight-day training course
conducted by one PM+ master trainer and one PM+
trainer, both Arabic speaking, and the research team in
line with WHO training criteria. The training focused
on basic counselling skills, delivering the strategies of
PM+, as well as an adapted Good Clinical Practice
(GCP) course and an introduction to Psychological
First Aid (PFA). Before the intervention, each helper
administered at least one practice case under super-
vision to become familiar with the intervention and
all of its procedures. All helpers received continuous
supervision (at the beginning on a weekly basis and
later approximately once per month) by an experienced
Arabic speaking clinical psychologist/psychotherapist
and PM+ master trainer with extensive knowledge of
the PM+ intervention. Helpers’ fidelity was assessed
using the EQUIP competency rating scale (Pedersen
et al., 2021). For this purpose, the helper and a mock-
patient simulated typical PM+ sessions in standardized
form for a total of 75 minutes, focusing on the key
elements of the intervention. A PM+ master trainer
evaluated the helpers’ performances on a 4-point
scale. The items were divided into two categories: 1.
15 items included those competencies necessary for
psychological interviewing and rapport building (e.g.
non-verbal communication & active listening; demon-
stration of empathy, warmth & genuineness, etc.); 2.
Ten items, which represent the technical competencies
needed to properly apply the core strategies of PM+. All
helpers have been identified as sufficiently competent.
Furthermore, the results provided a differentiated

insight on the helpers’ competencies and gave indica-
tions on which competency areas can be improved in
the ongoing supervisions (Hemmo et al., 2021).

Outcome assessors completed a three-day training
which focused on administering the clinical assess-
ment tools, general interviewing techniques, GCP
and responding to participants’ distress, including
Psychological First Aid (PFA). This training was con-
ducted by the research team and the PM+ master
trainer. Outcome assessors received continuous super-
vision by the members of the research team and the
PM+ master trainer.

Helpers and outcome assessors did not know each
other and outcome assessors were blinded to the allo-
cated treatment arm of the participants to minimize
bias.

2.5. Study procedures

After potential participants contacted the research team
by phone or email, they were informed about the aim of
the project and the study procedures by an Arabic-
speaking research assistant (RA). The RA examined
whether individuals fulfilled the inclusion criteria (1-
3) and sent them a personalized link to complete an
online screening in order to assess their level of psycho-
logical distress and psychological functioning (inclusion
criteria 4-5). Participants unable to do the online
screening (e.g. due to lower-literacy) were invited to
the study site to complete the assessment with assistance
of the RA. Electronic informed consent was obtained
prior to screening. After screening, the RA informed
each participant about their result.

If inclusion criteria were met, participants were
invited to a briefing regarding the study procedures,
including randomized allocation to one of the treatment
arms. After signing a second informed consent form for
participation in the study, a baseline assessment was
conducted. Baseline and follow-up assessments were
conducted in Arabic using the tablet-assisted screening
software MAPSS (Morina et al., 2017), with the exception
of the CSRI (Client Service Receipt Inventory) on
resource use administered as a paper-and-pencil standar-
dized interview by the outcome assessors. The data were
transferred and stored on the electronic data capture
system SecuTrial® managed by the Clinical Trials
Centre Zurich. After baseline assessment, participants
were randomized to either the intervention arm (PM+)
or the Enhanced Treatment as Usual (ETAU) arm. The
randomization was performed by an independent RA
not involved in the study by tossing a coin. Couples
were randomized into the same treatment arm to mini-
mize dropout rates or a bias due to contamination.

One week after the fifth PM+ session (intervention
arm) or seven to eight weeks after the baseline assess-
ments (ETAU arm), the RA invited participants to a post-
assessment. A three month follow-up assessment



(BMFU) was scheduled around twelve weeks after the
post-assessment. Each participant received a shopping
voucher worth CHF 15 (approximately $15) after the
post-assessment and the three months follow-up assess-
ment. Participants also received a certificate for their
participation after completion of the three months out-
come assessment.

2.5.1. (Severe) Adverse events reporting

Severe adverse events were reported according to the
Swiss Clinical Trials Ordinance (ClinO Art. 63 Abs 1).
SAEs are defined as any event that 1) is life-threatening or
results in death, 2) requires inpatient treatment not envi-
saged in the protocol or extends a current hospital stay, 3)
results in permanent or significant incapacity or disability
or 4) causes a congenital anomaly or birth defect. Adverse
events were defined as any undesirable experience occur-
ring to a subject during the study, whether or not con-
sidered related to the trial procedure or the PM+
intervention. (Severe) adverse events were monitored
throughout the pilot RCT and responded to by the
research team if needed. All severe adverse events which
occurred during the entire duration of the study were
documented and reported to the local ethics committee
within 15 days of occurrence (if it could not be excluded
that they were causally related to the study intervention).
In addition, according to the principles set out by
Ellenberg, Fleming, and DeMets (2002), all serious
adverse events were reported to the Data and Safety
Board Committee of the STRENGTHS consortium.

2.5.2. Treatment arms

2.5.2.1. Problem Management Plus (PM=).
Participants allocated to the intervention arm received
five 90-minute sessions of PM+. The sessions took place
once a week in Zurich, Bern or St. Gallen, depending on
the residence of the participants. Session 1 included an
introduction to PM+, psychoeducational elements and
stress management techniques. Session 2 was about pro-
blem solving strategies and in session 3 and 4 participants
learned strategies to enhance behavioural activation and
social support. In all sessions, elements from the previous
sessions were reviewed and consolidated. The 5th session
concluded with a general review of the programmeand
relapse prevention. The material and the intervention
were linguistically and culturally adapted to the needs of
Syrian refugees (Akhtar et al., 2021; Bird et al.,, 2017).

2.5.2.2. Enhanced treatment as usual (ETAU).

Participants randomized to ETAU were given a booklet
explaining the Swiss health care system in Arabic
(Bundesamt fir Gesundheit, & Schweizerischerisches
Rotes Kreuz, 2017). In addition, participants were
instructed to contact their general practitioner if they
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required further mental health assistance. In addition,
they could contact the research team at any time.

2.6. Main outcomes

The aim of this study was to assess the feasibility and
acceptability of the intervention and the trial proce-
dures using a mixed-methods approach. In addition,
we tested the feasibility of collecting data on health
care usage among our sample with the Client Service
Receipt Inventory (CSRI).

2.6.1. Quantitative assessment of feasibility and
acceptability

We focused on different areas of concern (Bowen et al.,
2009; Dawson et al., 2016), such as the retention rate
throughout the study, the mean intervention adherence,
as well as the treatment fidelity among the helpers, the
practicality (e.g. testing the trial procedures in view of the
upcoming definite RCT), the demand (e.g. analysis of the
participants’ residence), limited efficacy (e.g. mean values
of the clinical outcomes at different time points) and
safety (e.g. (severe) adverse events (SAE) related to
study or study intervention).

2.6.1.1. Quantitative measures. The Kessler
Psychological Distress Scale (K10) assesses psycholo-
gical distress over the past month (Kessler et al., 2002).
The measure consists of ten items (e.g. ‘In the past
four weeks, about how often did you feel nervous?’)
and is scored on a Likert scale from 1 (‘none of the
time’) to 5 (‘all of the time’). A total score can be used
as an indicator of depression or general distress. The
K10 has been validated in Arab refugee populations
before (Sulaiman-Hill & Thompson, 2010). In the
study by Sulaiman-Hill and Thompson (2010), a cut-
off of 16 or higher has been used as an indication of
mild to moderate psychological distress . Cronbach’s
alpha in this study was a = 0.91.

The WHODAS 2.0 is a 15-item questionnaire devel-
oped by the WHO which measures health and disability
across six dimensions (cognition, mobility, self-care,
getting along, life activities, and participation).
Moreover, the measure also collects socio-demographic
information. The first 12 items of the questionnaire
assess health and disability (e.g. ‘In the past 30 days,
how much difficulty did you have in taking care of your
household responsibilities?’). They are rated on a scale
from 1 (‘none’) to 5 (‘extreme or cannot do so’) and
provide a total score, with higher scores indicating more
severe functional impairment. The scale contains three
additional items regarding loss of (work related) days.
The WHODAS 2.0 is a culturally sensitive tool and has
been widely used in several cultural contexts and popu-
lations, including Syrian refugees (Akhtar, Cuijpers,
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Morina, Sijbrandij, & Bryant, 2021; Ustiin et al., 2010).
The WHODAS 2.0 cut-off (>16) is in line with previous
studies on PM+ (Bryant et al, 2017; Rahman et al.,
2016). Cronbach’s alpha was a = 0.87 at baseline.

Symptoms of depression and anxiety were measured
with the Hopkins Symptom Checklist (HSCL-25)
(Derogatis, Lipman, Rickels, Uhlenhuth, & Covi, 1974).
The questionnaire consists of 25 items (range = 1-4), 15
items measuring depression (e.g. ‘Crying easily’) and 10
items assessing anxiety (e.g. ‘Suddenly scared for no
reason’), with higher scores indicating more severe
depression and anxiety, respectively. The HSCL-25 is
a transculturally validated tool and has been employed
previously in research with Arabic speaking refugees
(Lavik, Hauff, Solberg, & Laake, 1999; Schick et al,
2016). Cronbach’s alpha in this study was a = 0.91 for
anxiety subscale and a = 0.93 for the depression subscale
at baseline.

Previous exposure to potentially traumatic events
(PTE) was derived from the Trauma experiences
checklist. This 27-item scale combines items of the
Posttraumatic Diagnostic Scale (Foa, Cashman, Jaycox,
& Perry, 1997) and the Harvard Trauma Questionnaire
(Mollica et al., 1992). Based on previous research with
refugee populations (e.g. Schick et al., 2016) and extensive
experience from clinical work with refugees, we included
additional items to cover traumatic events relevant for
Syrian refugees, e.g. having been in danger during the
flight, having been a civilian in a war zone, having been in
a refugee camp or exposure to toxic substances. It also
includes self-constructed items which might be relevant
for Syrian refugees (e.g. ‘Having been in danger during
the flight (sea, boat, border)’). Items were rated on a
dichotomous scale (‘yes’ or ‘no’). A total sum score repre-
sents overall trauma exposure.

Post-migration stressors were assessed with the
Post-Migration ~ Living  Difficulties = Checklist
(PMLDC) (Silove, Sinnerbrink, Field, Manicavasagar,
& Steel, 1997; Steel, Silove, Bird, McGorry, & Mohan,
1999). The measure has previously been adapted to the
Swiss context (Schick et al., 2016). It consists of 17
items (e.g. ‘Worries about family back home’) which
are rated on a scale from 0 (‘Was not a problem/did
not happen’) to 4 (‘A very serious problem’). The
PMLDC has frequently been employed in research
with refugee populations (Nickerson et al., 2015;
Schick et al., 2018, 2016).

The PTSD Checklist for DSM-5 (PCL-5) consists of
20 items and measures symptoms of posttraumatic
stress (Blevins, Weathers, Davis, Witte, & Domino,
2015). The items are rated on a 5-point scale (0 = ‘not
at all’ to 4 = ‘extremely’) and added up to an overall
severity score, with a higher score indicating more
pronounced symptom severity. The PCL-5 has been
validated in displaced Arab populations (Ibrahim, Ertl,
Catani, Ismail, & Neuner, 2018). Cronbach’s alpha was
a = 0.94 at baseline.

The Client Service Receipt Inventory (CSRI)
(Beecham & Knapp, 1992) has been widely used to
collect information on health and other service use in
populations with mental health problems, including
refugees (de Graaff et al., 2020). This was tailored to
the Swiss context and translated, following gold-
standard procedures (Bontempo, 1993), into Arabic
for use with Syrian refugees to self-report health ser-
vice utilization, out of pocket costs, receipt of informal
family care and participation in employment or other
productive use of time over 3 months. Appropriate
unit costs for services in Switzerland were then
attached to estimate health system costs from the
perspective of health insurers, in addition to produc-
tivity costs to society based on notional minimum
wage rates reported in different cantons. All costs are
reported in 2019 Swiss Francs.

2.6.2. Qualitative evaluation of feasibility and
acceptability

The aim of the qualitative evaluation was to assess the
subjective perspective of several key informant groups
(former PM+ participants, helpers, assessors and mental
health professionals working with refugees and asylum
seekers) on the feasibility and acceptability of the pilot
trial, as well as PM+ and its delivery. Furthermore, the
topic guide included questions on suggestions for
improvement of the definite RCT regarding methodolo-
gical procedures and the implementation of PM+. The
topic guides for the various key informant groups can be
found in the appendix.

Based on recommendations of the Design,
Implementation, Monitoring and Evaluation (DIME)
manual (AMHRG, 2013) we aimed at interviewing
approximately 20 key informants (five per key informant
group). Key informants participated in the interviews
upon individual invitation by the research team accord-
ing to the principles of the maximum variation method
(Patton, 2015). Interviewees received CHF 20 (approxi-
mately $20) as compensation for their time. The semi-
structured interviews were conducted in Arabic (partici-
pants) or German (helpers, outcome assessors and men-
tal health professionals) by an Arabic speaking research
assistant or master student of psychology.

2.7. Data analysis

The analysis of the quantitative data was predomi-
nantly descriptive as the study was not designed to
detect statistically significant differences. Potential
group differences in socio-structured characteristics
or in psychological symptom scores at baseline were
examined by independent samples t-tests (or
Wilcoxon tests, if the assumptions for a parametric
test were not met) or by X2 tests. We computed treat-
ment effect sizes for within treatment arms (baseline
to 3 months follow up assessment) by calculating the



mean difference between the assessments and dividing
this by the pooled standard deviation (Cohen’s d). For
the analysis of health and other service use, mean
differences in the economic costs and use of health
services, as well as in productivity losses between base-
line and 3-month follow up between the two groups
were analysed, and uncertainty in cost distribution
was accounted for using bias-corrected and acceler-
ated bootstrapping.

2.7.1. Qualitative data analysis

In the qualitative data analysis we focused on the same
areas of focus as defined by Bowen et al. (2009). The
qualitative data were audio recorded and then tran-
scribed verbatim. The Arabic interviews (conducted
with participants of the interventional arm) were trans-
lated into English by a professional translator, and the
rest of the interviews were transcribed in the interview
language (English or German). The data was analysed
following thematic analysis (Braun & Clarke, 2006),
combining an inductive and deductive approach. The
research team discussed the findings and agreed on
a final coding framework. AW then applied the final
coding framework to all transcripts (N = 18), JS addi-
tionally applied the final coding framework to around
30% of the dataset (n = 5). The interrater reliability
between AW and JS was k = .81, which can be interpreted
as very good agreement (Wirtz, Wirtz, & Caspar, 2002).
All transcripts were coded in nVivo (QSR International
Pty Ltd, 2020).

3. Results

3.1. Study population and baseline
characteristics

The study population consisted of N = 59 Syrian refugees
who were either allocated to the intervention arm (n = 31)
or to the ETAU arm (# = 28). The sample included # = 30
female and n = 29 male participants. Even though the
recruitment focused mostly on three cities, interested
individuals contacted the Swiss research team from all
over Switzerland. Participants reported exposure to
around 10 potentially traumatic events on average (M =
10.10, SD = 5.03). There were no significant differences in
sociodemographic characteristics between the two arms
with regards to age (#(53) = 0.27, p = .79), gender (x2(1) =
0.43, p=.51), length of stay in Switzerland (#(53) = .38,p =
.71) or traumatic events (z = —0.64, p = .52). Participants
randomized in the control arm reported significantly
fewer symptoms of depression (#(52) = —-2.52, p = .02),
anxiety (#(57) = —2.30, p = .03) and PTSD (#(56) = —2.15,
p =.04) at baseline. There was no significant difference in
reported PMLD (#(57) = -1.36, p = .18). Participant
characteristics are presented in Table 1. The CONSORT
diagram of the study flow is presented in Figure 1.
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Table 1. Participant characteristics (N = 59).

PM+ (n = 31) ETAU (n = 28)
M (SD)/n (%) M (SD)/n (%)

Age (years) 39.55 (10.67)* 40.27 (9.17)**
Gender

Female 14 (45.2%) 16 (57.1%)

Male 17 (54.8%) 12 (42.9%)
Length of stay in CH (years) 3.46 (2.23) 3.24 (2.06)
Marital Status

Never Married 7 (22.6%) 3(10.7%)

Married 19 (61.3%) 23 (82.1%)

Separated/Divorced 5(16.1%) 1 (3.6%)

Widowed - 1 (3.6%)
Education

No Education - 1 (3.6%)

Basic Education 13 (41.9%) 12 (42.9%)

Secondary Education 12 (38.7%) 9 (32.1%)

University Degree 6 (19.4%) 6 (21.4%)
Work Permit

Yes 23 (74.2%) 20 (71.4%)

No 8 (25.8%) 8 (28.6%)
Work Status

Paid Work 12 (38.7%) 9 (32.1%)

Non-paid work 5(16.1%) 9 (32.1%)

Student 3 (9.7%) 4 (14.3%)

Unemployed 9 (29.0%) 3(10.7%)

Other 1(3.2%) 3(10.7%)

Missing 1(3.2 %)
Trauma Exposure 10.46 (4.84) 9.69 (5.30)

PM+ = Problem Management Plus; ETAU = Enhanced Treatment As Usual,
CH = Switzerland.
*n =29, **n =26

3.2. Recruitment

Recruitment took place between December 2018 and
November 2019. To include a total number of N = 59
participants in the trial, 73 individuals were screened
for eligibility. Thus, 80.8% of the individuals who com-
pleted the screening were included in the trial.

In the beginning, the recruitment process was
slow. After four months of recruitment, less than
15% of the anticipated study sample had been
included. Thus, in April 2019 a focus group discus-
sion on recruitment and associated problems with
different stakeholders was held (former partici-
pants, key informants in the Syrian community
etc.). The main findings which emerged from this
exercise were that a) many Syrians did not know
about the programme, that b) there was a lack of
trust towards the research team, and that c) the
programme and the information material were
framed in a way that was not appealing to potential
participants. They described the material as ‘too
academic’ and mentioned that it contained the
terms ‘psychiatry’ or ‘mental disorders’ which
were considered as stigmatizing. Moreover, we
learned that although individuals were interested
in participating, some have not had the (financial)
resources to do so as they would not be able to
cover the cost of transport. Another important
finding was that many Syrian refugees seemed to
be occupied with immediate practical problems
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Screened (n=73)

[ Enrollment ]

»| o Ssuicidal ideation (n=2)

Excluded (n=14)

¢ Minimal distress (n=5)

+ Cognitive impairment (n=1)
+ Poor knowledge of Arabic (n=1)

+ Declined participation (n=5)

Randomized (n=59)

\4

A 4

L Allocation

Allocated to PM+ (n=31) Allocated to ETAU (n=28)
¢ Attended 5 sessions (n=23)
4 Attended 4 sessions (n=1)
¢ Attended 2 sessions (n=1)
¢ Attended 1 session (n=1)
4 Attended O session (n=5) l

v [ Postassessment ]

J

Posttreatment Assessment Posttreatment Assessment
Completed (n=23) Completed (n=24)
Lost to follow-up Lost to follow-up
# Health issues not related to intervention (n=1) + Relocated to another country (n=1)
¢ Not contactable (1=2) + Did not want to further participate (1=2)
+ Did not want to further participate (n=4) + Uncontactable (n=1)
# Relocated to another federal state (n=1)

v [3 Months FolIow-Up] l

3 Months Follow-Up Assessment
Completed (n=21) *

Lost to follow-up

¢ No appointment possible (n=3)

¢ Health issues not related to intervention (n=1)

* 2 participants who did not attend the post assessment
attended the 3 months follow-up assessment.

Data Analysis (n=21)

Figure 1. CONSORT flow-diagram.

(e.g. finding work or housing). Therefore, they
prioritized finding a job or an apartment over
reaching out for psychological support.

After integrating these results into the recruitment
strategy (e.g. by asking key informants in the Syrian
community to promote the study or by redesigning our
information material to make it more appealing and less
stigmatizing to potential participants) we were able to
increase the number of screening interviews.

3.3. Assessments and retention

The assessments took around 1.5 to 2 hours. Participants
were allowed to take short breaks during the assessment
whenever needed. The study showed a retention rate of
67.8%. 40 of 59 participants stayed in the pilot RCT from
baseline until the three months follow up assessment.

3 Months Follow-Up Assessment
Completed (n=19) *

Lost to follow-up

+ No appointment possible (n=2)

+ Not contactable (n=2)

+ Did not want to further participate (n=1)

¢ Health issues not related to intervention (n=1)

* 1 participant who did not attend the post assessment
attended the 3 months follow-up assessment.

Data Analysis (1=19)

There was no difference in retention between the inter-
vention and control arms (y2(1) = 0.00, p = .99).

On average, participants in the intervention arm
attended four PM+ sessions (M = 3.94, SD = 1.97, range
0-5). This rate includes participants (n = 5) who stopped
participation after baseline assessment, but were rando-
mized in the PM+ arm. 742% of the participants
attended all five sessions of PM+.

3.4. Clinical outcomes

Data collection with the screening software MAPSS
proved to be feasible and the percentage of missing
data was very low (< 5%). All clinical outcomes
improved on average over time (baseline - 3MFU) in
both treatment arms. All mean values and within treat-
ment effect sizes can be found in Table 2.
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Table 2. Per protocol analysis: mean values at baseline, post-assessment and three months follow up.

Treatment Arm Measure n Baseline (M + SD) Post-assessment (M + SD) 3 MFU (M + SD) Cohen’s d

PM+ WHODAS 2.0 20 29.46 + 9.31 26.13 + 9.34* 26.96 + 10.87 0.25
HSCL-25: Anx 20 2245 + 8.48 21.00 + 7.60** 19.55 £ 7.20 0.37
HSCL-25: Depr 20 3541 +£11.09 31.09 + 7.53** 31.61 £9.73 0.36
PMLDC 21 32,71 £12.25 24,63 + 9.59%** 2247 £ 11.03 0.88
PCL-5 20 39.26 + 18.53 26.39 + 16.62** 28.51 £ 18.91 0.57

Note: PM+ = Problem Management Plus, 3MFU = Three months follow up assessment, Anx = Anxiety, Depr = Depression. Cohen'’s d refers to within
treatment arms (baseline assessment vs. three months follow up assessment). * n = 16; **n = 18; ***n = 19

Treatment Arm Measure n Baseline (M + SD) Post-assessment (M + SD) 3 MFU (M + SD) Cohen’s d

ETAU WHODAS 2.0 18 26.64 + 10.73 18.23 + 5.36* 22.74 £10.17 0.37
HSCL-25: Anx 19 19.00 + 7.14 17.03 + 8.43*%** 18.05 + 5.86 0.15
HSCL-25: Depr 17 29.86 £ 11.26 25.69 + 9.10%*** 28.18 £ 9.04 0.16
PMLDC 18 25.61 + 11.80 17.18 + 10.92** 20.16 + 12.87 0.44
PCL-5 19 26.63 £ 17.92 17.44 + 16.19%** 2042 £17.17 0.35

ETAU = Enhanced Treatment As Usual, 3MFU = Three months follow up assessment, Anx = Anxiety, Depr = Depression. Cohen’s d refers to within
treatment arms (baseline assessment vs. three months follow up assessment). *n = 13; **n = 16; ***n = 18, ****n = 17

There were no severe adverse events which were
related to the study intervention.

3.5. Usage of health care services and economic
analysis

The CSRI was well completed and should provide sub-
stantial information to inform cost-effectiveness analy-
sis in a subsequent definitive trial. Table 3 provides
information on mean utilization of health services and
productivity loss. There was no significant difference in
service use at baseline, nor at post-intervention or
3 month follow up between trial arms. While incre-
mental costs were higher in the PM+ arm at 3 month
follow up, none of these differences in costs or produc-
tivity losses were significant. Detailed information on
costs and unit costs used are shown in the appendix.

3.6. Qualitative evaluation

For the qualitative evaluation, we conducted interviews
with N = 18 interviewees. The interviewees were partici-
pants randomized into the PM+ arm (n = 6), helpers (n =
5), outcome assessors (n = 5) and mental health care
professionals (n = 2, less than initially planned due to the
fact that at that time only a few mental health care
professionals in Switzerland (who were not involved in
the study) knew about the PM+ intervention or the
concept of scaling-up). The gender distribution among
the interviewees was equal (9 male and 9 female), the
mean age of the interviewees was M = 39.41 years (SD =
9.33). The interviews lasted between 15 and 84 minutes.

The following domains emerged during the qualita-
tive analysis: ‘Experiences with Pilot Trial’, ‘Experiences
with PM+" and ‘Suggestions for the definitive RCT and
scaling-up’. The domain ‘Experiences with Pilot Trial
contains statements related to the trial, e.g. to study
procedures, training and supervision of staft members
and recruitment. Statements around the intervention,
subjective improvement of the participants or the accept-
ability of helpers are listed under the domain

‘Experiences with PM+’. The third domain ‘Suggestions
for the definitive RCT and scaling-up’ encompasses
modifications to the trial or the interventions and open
questions which would need to be clarified before imple-
menting PM+ in Switzerland. An overview of domains
and a selection of themes and subthemes can be found in
Table 4.

3.6.1. Experiences with pilot trial

Overall, the pilot trial was well accepted by the PM+
participants, helpers and outcome assessors. Most PM
+ participants perceived their participation in the pro-
ject as positive and mentioned that they would recom-
mend the programme to fellow Syrian refugees (n = 5,
83%). The staff members were also mostly satisfied
with the project (n = 9, 90%). However, some men-
tioned that they were not satisfied with their low work-
load (n = 2, 20%) and their financial compensation
(n = 2, 20%). Regarding training and supervision,
most staff members were satisfied (n = 8, 80%) but
were hoping for more possibilities to exchange experi-
ences with co-workers and the members of the
research team (n = 4, 40%). With regards to recruit-
ment, the participants mentioned that their first con-
tact with the programme was either through social
media (n = 2, 33%) or through a flyer sent out by
some association or the municipality (n = 2, 33%).
However, most of the participants joined because
they received some personal feedback on the pro-
gramme by someone who previously participated or
someone working in the programme (n = 5, 83%).

3.6.2. Experiences with PM+

PM+ participants and helpers reported the delivery of
the intervention as feasible and acceptable. Five major
barriers towards the study and the PM+ intervention
emerged: mental health stigma, distrust, lack of knowl-
edge about mental health problems and a mismatch
between the local health system and perceived needs
of Syrian refugees and asylum seekers. Among these
barriers, mental health stigma was mentioned most
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Table 3. Mean health service utilization and productivity loss at baseline, post-assessment and three month follow up.
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often (n = 10, 56%). One helper explained the hesitant
uptake of the intervention by saying “In Syria, we have
our traditions. (...) when we say psychiatry, that’s
a very sensitive topic. It is not easy for people to
enrol. When we tell them ‘We meet at the hospital’, it
is very difficult for Syrians. They answer ‘Why? I am not
sick’ (Helper 3). A participant confirmed this and said,
‘Many Syrians deny the need for therapy and they’d
rather not talk about their mental health struggle’
(Participant 4).

All participants stated that they benefited from
participating in the programme (n = 6, 100%). They
reported four domains of subjective improvement:
changes in behaviour (‘After the sessions, I have
learned to take it easy, to breathe in, and to relax’)
(Participant 3), increased knowledge on how to deal
with adversities (‘(a) positive thing I have learned was
the ability to classify my problems’) (Participant 6),
improvement of psychiatric symptoms (‘(to gain) self-
confidence’) (Participant 2) and an increase in social
interactions (‘I developed my communication and
social skills. My relationships are beyond small talk,
and more than just killing time, or going out for
coffee’) (Participant 4). Only one participant (17%)
reported little subjective improvement as her main
problem remained and she was not able to apply the
strategies in her everyday life. Furthermore, four par-
ticipants (67%) also stated that their family and friends
have noticed this change and one participant (17%)
said that after completion of the programme he was
now ‘able to help my friends with their problems and
help them explain what they’re going through the way
you guys have taught me to’ (Participant 5).

One participant (17%) reported a negative interac-
tion with a facilitator and emphasized that the helpers
should be specialized professionals rather than peers.
Moreover, two participants (33%) stressed that the job
of a helper is an important task with a lot of responsi-
bility, which requires a certain level of professionalism
and a good amount of training, “This job is very impor-
tant and very sensitive at the same time. You are able to
save lives of individuals and entire families. Some peo-
ple need that one word, or that one information that is
able to change and save their lives” (Participant 4).

3.6.3. Suggestions for the definitive RCT and
scaling-up
Participants and staff members pointed out some
modifications to the programme concerning the
upcoming randomized controlled trial or the wider
implementation of the programme in Switzerland.
Modifications related to the definitive trial mostly
concerned the recruitment process. It was recom-
mended to use culturally-sensitive language when pro-
moting the programme in the Syrian community (n =5,
31%) and to increase word of mouth recommendations,
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Table 4. Selection of domains, themes, subthemes and related quotes.

Domain Theme Subtheme Quote
Experiences with Pilot
Trial
Trial Procedures Assessments ‘The translations of the assessment questions was not satisfying at all. Often we
had to explain the questions (to the participants)’ Assessor 3
‘Another difficulty was to gain the trust of the participants’ Assessor 2
Setting and Location ‘The space was great, but quite far. (...) | mean, it was hard because of my health
Organizational condition It would've been better if it were closer.’ Participant 1
Procedures
Recruitment Strategies ‘| heard about (PM+) from two sources: | first saw it on Facebook and then (one of
the employees) introduced me to it. (...) Although I've seen it on Facebook
(...), | decided to join because of the human feedback.’ Participant 2
Experiences with PM+
Perceived benefit ‘She [the helper] would suggest solutions that worked. She’d explain in drawing.
For instance, | used to have nightmares. | could never forget about Syria, in my
dreams | was still in Syria. She taught me how to deal with it. She said to sit up,
take a deep breath, turn on the light and tell myself | was in Switzerland’
Participant 1
Intervention delivery Challenges  ‘To keep the distance. That was something very challenging (...). We share the
same situation (.. .), the same story.’ Helper 5
Demand Syrian ‘Syrians, in a direct or non-direct way, struggle with their mental health. They left
refugees their country and came to another where the society, language, the culture and
the traditions are different. That alone causes psychological distress, regardless
of additional rough experiences they have been through, like losing someone
or having a family member arrested.’ Participant 5
Other ‘No refugee arriving in Switzerland is psychologically stable or at ease or with no
refugee issues.” Participant 6
groups

Perceived utility

‘| think that your program is an alternative to therapy. (...) when coming here they
don’t feel like they're going to a doctor. They would come talk about their
problems and find solutions to their issues. Then (...) after 3 or 4 sessions,

they'd realize they've got psychological issues and maybe they'd overcome the
stigma and go for therapy’ Participant 6

Suggestions for the
definitive RCT and
scaling-up
Implementation of PM+
into existing systems

I think [a] great disadvantage of PM+ is that it is not integrated into standard care
(-..). It would be a great benefit to the health care system if PM+ would be part

of a stepped care model. (...) At the moment (there is no such thing as

a stepped care model) and | have doubts whether this will succeed, because
these are two different systems and (PM+) is not covered by the health
insurance”. Stakeholder 2

Suggestions for
improving the trial/
PM+

‘The sessions could be livelier, in my opinion. Maybe have more people or have it
in a park. (...) For instance you could go for a walk with a lady in a park, in an
open space. That would make her open up more than being in a formal space

would. That's in regard to the Syrian mentality.’ Participant 5

‘| would like to ask you to set up the German courses so that we'd upgrade our
language skills’ Participant 3

‘| think there should be more sessions to be able to cover different types of
problems’ Participant 6

e.g. by former participants, staff members or social
workers (n = 10, 63%). One outcome assessor illustrated
this by saying ‘We [Syrian refugees] only take part in
[the intervention] if we hear about it from someone else’
(Assessor 1). Using social media for recruitment pur-
poses was considered to be ambiguous. One outcome
assessor said using social media would help to broaden
the reach whereas one of the participants stated that ‘on
social media, if someone’s going through psychological
struggle, they’ll rarely actually pick up the phone and
call for help. So I think it’s better to have an actual
person extend a helping hand’ (Participant 2).

The modifications regarding the intervention con-
cerned the content of the programme (e.g. to offer
psychoeducation or even legal advice, German
courses), its structure (e.g. to offer additional sessions
if needed) and the setting (e.g. going to a park to
deliver sessions).

When asked about a potential scale up of the PM+
intervention in Switzerland, both healthcare profes-
sionals agreed that PM+ could represent a valuable
alternative to existing treatment options for refugees
in Switzerland. One health care professional men-
tioned that even though PM+ might not sufficiently
cover the needs of refugees with severe mental health
problems, ‘it is definitely a meaningful alternative [to
the health care system] for those who are not severely
ill’ (Healthcare professional 2).

However, both pointed out some challenges, which
will need to be clarified before a nation-wide imple-
mentation may take place, such as identifying suitable
implementing agencies or options for funding.
Furthermore, they critically discussed the role of
trained non-specialist ‘helpers’'working in the health
care system and where PM+ might fit in the health
care system: ‘Because we don’t have enough specialists
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(...) we will need to bring people in [such as trained
non-specialist “helpers”] who take over important
functions in this treatment concept. When we just
think of the healthcare pyramid, I would primarily
think of the lower and middle parts [to appoint trained
non-specialist “helpers”]. Not in the upper parts where
it’s all about the specified supply of psychotherapy.’
(Health care professional 1).

4. Discussion

The aim of the current pilot RCT was to assess the
feasibility of delivery and acceptability of PM+ among
Syrian refugees in Switzerland. We also assessed the
trial procedures in advance of a definitive RCT. Our
data show that PM+ can be regarded as acceptable and
feasible to deliver. Over two thirds of the participants
remained in the study from baseline assessment to the
last follow-up assessment and adherence in the PM+
arm was high, with more than 74% of the participants
attending all five sessions of PM+. The analysis of the
participants’ residence showed that there was a nation-
wide interest for low-intensity interventions such as
PM+. The uptake of the intervention increased after
the culturally-sensitive adaptation of the recruitment
strategy to the Syrians’ traditions and needs. There
were no severe adverse events related to the interven-
tion. Thus, it can be assumed that the participation in
the trial and the PM+ intervention will not cause harm
or put participants in greater distress. These findings
were supported by the qualitative data. The qualitative
data allowed for a deeper insight into perceptions of
PM+, barriers to accessing PM+, subjective improve-
ment among participants in the PM+ arm and sugges-
tions for improvement for the upcoming definitive
RCT and the scaling-up of the PM+ intervention in
Switzerland. Finally, our analysis of the usage of the
healthcare system showed that the collection of infor-
mation on service use with the CSRI questionnaire was
feasible. The analysis of the data revealed that service
use was very low in both arms, especially the use of
psychiatric inpatient or outpatient services.

The present study was the first study to evaluate the
feasibility and acceptability of Individual PM+ among
refugees in Switzerland. The retention rate of the trial and
the mean intervention adherence were comparable to find-
ings of other previous studies on PM+ (Dawson et al., 2016;
de Graaff et al,, 2020; Khan et al,, 2019; Sangraula et al,
2020). The results demonstrate that PM+ cannot only be
successfully delivered in low- and middle-income coun-
tries but that the intervention is also feasible to deliver in
high-income settings such as the Netherlands (de Graaft
et al., 2020) or Switzerland.

Switzerland is a high-income country with a health care
system which, in theory, guarantees every individual access
to adequate mental health care, yet the study revealed an
interest and need for low-intensity interventions, such as

PM+. Results reflect that current treatment options are not
easily accessible to everyone (e.g. due to limited funding of
interpreters) or that they do not match the beneficiaries’
needs as also described by Kiselev, Pfaltz, Haas, et al.
(2020). The findings of service use in our sample point in
the same direction. The uptake of health care service was
very low at all time points, especially the usage of mental
health care. Even though this has been shown in previous
research (Maier et al,, 2010), in our sample there were also
very few contacts with general practitioners, which is
somewhat contradictory to the results of Maier et al.
(2010).

The qualitative responses indicated that scaling-up
PM+ may be hindered by mental health stigma because
of the common belief that only individuals who are ‘sick’
or ‘mentally retarded” would see a therapist. Mental
health stigma has also been reported as a reason for
a hesitant uptake of PM+ by Sangraula et al. (2020),
even though their feasibility trial on PM+ was conducted
in a different setting and with a different sample of
participants. These findings stress the need for culturally-
appropriate language when disseminating low-intensity
interventions and a cultural adaptation of the interven-
tion manual to the beneficiaries’ traditions and needs to
increase the acceptability, demand and effectiveness of
such interventions (Harper Shehadeh, Heim,
Chowdhary, Maercker, & Albanese, 2016; Heim &
Kohrt, 2019; Shala et al., 2020).

The absence of (severe) adverse events and the fact
that in both treatment arms the clinical outcomes
improved throughout the study indicates that the parti-
cipation in the trial and the PM+ intervention did not
elevate the participants’ level of mental distress and can
therefore be perceived as safe for the participants.

Even though the quantitative reduction in clinical
symptoms needs to be interpreted with caution as the
small sample was not powered to detect any statistically
significant differences and we did not perform any statis-
tical analysis, the qualitative analysis revealed that most
participants reported a subjective improvement after their
participation in the intervention. We identified four sub-
jective domains of improvement: changes in behaviour,
increased knowledge on how to deal with adversities,
improvement of psychiatric symptoms and an increase in
social interactions. Furthermore, most of the participants
reported that family members or friends noted an
improvement in their mental health status.

This study had several limitations. One major limita-
tion was the small sample size. However, upcoming defi-
nite RCTs within the STRENGTHS project will include
larger samples and will therefore be sufficiently powered
to detect significant differences between both treatment
arms. Another limitation was the homogeneous sample
consisting of Syrian refugees only. This limits the general-
izability to other refugee groups (e.g. refugees of other
ethnicities or refugees who have resettled in Switzerland
long-term). If PM+ will be implemented in Switzerland, it



should be offered to various refugee groups. Thus, when
designing an implementation strategy, the needs of other
refugee groups need to be assessed and adequately incor-
porated. A third limitation was that the ETAU arm
reported significantly lower symptom scores at baseline
compared to the PM+ arm. Moreover, both treatment
arms showed a reduction in psychological symptoms on
a descriptive level. Refugees and asylum seekers fre-
quently experience a variety of (structural) changes (e.g.
change of accommodation, positive decision on asylum
claim, successful family reunification) which might have
an effect on the mental health of the participants (aside
from their participation in an intervention). It is impos-
sible to record all these changes and thus, this finding
stresses the need for a sufficiently powered definitive RCT
to assess the effectiveness of the PM+ intervention in
a high-income setting. Moreover, this ambiguous finding
also highlights the importance of using a mixed-method
approach (as qualitative data allows for a more in-depth
insight into the subjective improvement of the partici-
pants). In future trials, it might be beneficial to also inter-
view participants in the control group to be able to assess
possible structural changes which might have caused
improvement in symptoms.

One major implication which arises from our findings
is that the study procedures, as well as the PM+ interven-
tion, can be feasibly and safely delivered in the Swiss
context. The low drop-out rate and the high intervention
attendance show that the trial and the intervention are
acceptable to the participants and thus, no major mod-
ifications need to be carried out in advance of the definite
RCT. The nation-wide interest for low-intensity inter-
ventions is promising for a later implementation of PM+
in Switzerland. Although various challenges will still need
to be clarified before anation-wide implementation, it is
important to note that both healthcare professionals
agreed that PM+ might represent a meaningful alterna-
tive to already existing treatment options, especially for
refugees suffering from mild to moderate psychological
distress. Thus, implementing PM+ as part of a stepped-
care approach with a linkage to standard mental health
care for severely distressed individuals could be promis-
ing, provided the definitive RCT will be successful.

Another implication arises from the modifications to
the PM+ intervention which have been proposed by var-
ious key informants. Taken together, the results highlight
the need for the intervention to be more flexible (e.g.
change of setting, add sessions if needed) and the need
for extensive support, related to various areas of life.
Shifting the setting from an outpatient clinic to
a community setting would be less stigmatizing for parti-
cipants and might allow participants to open up to the
helpers more easily. The need for additional support
reflects one of the findings from the focus group on recruit-
ment. It seems that Syrian refugees are overburdened when
integrating into Switzerland and they experience multiple
stressors, including (but not limited to) mental health

EUROPEAN JOURNAL OF PSYCHOTRAUMATOLOGY 13

distress. Thus, when implementing PM+, it might be ben-
eficial to embed the intervention into a broader network of
organisations offering support for refugees. This could be
organisations which provide other types of support, such as
legal advice, language courses or employment assistance
programmes.

5. Conclusion

The aim of the present study was to assess the feasibility of
the trial and the PM+ intervention with Syrian refugees in
Switzerland. The lessons learned from the study were that
even though there was a nationwide interest for low-
intensity psychological interventions such as PM+, the
uptake of PM+ might be hampered by attitudinal bar-
riers, such as mental health stigma. Therefore, it is of
utmost importance to adapt to the needs and traditions
of the target group when disseminating and implement-
ing PM+. Another important finding was that the reten-
tion in the trial and for the PM+ intervention was high
and no severe events related to the intervention or the
study procedures occurred. While the results suggest that
PM+ can be successfully delivered by helpers, their con-
tinuous supervision is crucial. Taken together, these
results suggest that the trial and PM+, delivered by non-
specialized ‘helpers’ is a feasible, well-accepted and safe
treatment option for refugees and asylum seekers.
Further research is needed to provide information on
the effectiveness of the intervention in similar settings
and populations.
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