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Abstract

Background: Asylum seekers and refugees are at great risk for developing mental disorders. Afghan refugees are a
particularly vulnerable group with a low average education and mental health literacy level. Traumatic experiences
and hardship before and during migration are predictive of mental health problems. However, post-migration living
difficulties (PMLDs) also account for a large proportion of mental distress in such populations, which, critically, are
not sufficiently considered in treatment protocols and research investigations. Indeed, the evidence base for the
treatment of refugees and asylum seekers is sparse and limited mainly to trauma-specific treatments, where
refugees may likely suffer from other mental health problems such as depression or anxiety.

Methods/design: This trial is the first evaluation of a short-term, transdiagnostic treatment protocol for treatment-
seeking Afghan refugees which addresses mental health problems and PMLDs while using an adapted version of
the Problem Management Plus (PM+) protocol. Here, we will investigate the efficacy of an intervention manual
with a prospective, single-center, randomized, assessor-blind, two-group trial among refugees who are on a waiting
list for professional mental health treatment. Furthermore, we will investigate participants’ subjective experiences
with the intervention manual via in-depth interviews. One hundred twenty people will be assessed and randomly
allocated to either the intervention arm or a treatment-as-usual arm. Clinical psychologists will conduct the
treatment, and the sessions will take place with a Dari interpreter. The protocol consists of six 90-min sessions. The
primary endpoint is the general symptom distress measure, assessed with the General Health Questionnaire 28
(GHQ-28). Secondary endpoints are the Post-Migration Living Difficulties Checklist (PMLDC), the International
Trauma Questionnaire (ITQ), the World Health Organization Quality of Life Questionnaire (WHOQOL-BREF), the
Psychological Outcome Profile (PSYCHLOPS), service and health care use (assessed with several items), and the
Immigrant Integration Index (IPL-12).

Discussion: This trial may provide substantial evidence for a brief transdiagnostic psychological intervention. Here,
we intend to contribute to the treatment of mental health problems among Afghan refugees. The assessment of
subjective experience with this treatment manual, as well as the evaluation of its clinical applicability, may optimize
treatment acceptance and outcomes across a wide range of mental health problems among refugees.
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Background
In the present study, we intend to contribute to the treat-
ment of mental illness among Afghan asylum seekers and
refugees. There are currently 2.5 million refugees from
Afghanistan, making this group the second largest refugee
population in the world [1]. In Austria, people from
Afghanistan represented the largest group of asylum
seekers from 2001 to 2016 and, since then, the second lar-
gest group after Syrian asylum seekers [2]. Indeed, once
refugees have arrived in a safe country, many individuals
suffer from various mental disorders [3] such as post-
traumatic stress disorder (PTSD), depression, and anxiety
disorders [4, 5]. Critically, individuals who experience
traumatic events are also at greater risk to develop other
mental disorders [6]. Of importance, the severity of mental
illnesses may be even worse for asylum seekers who do
not have an official refugee status [7], and it has been
shown that the longer the asylum procedure takes, the
higher the risk is for future mental health problems [5].
Research has consistently found that traumatic experi-
ences and hardship, experienced both in the country of
origin and during migration, are predictive of mental
health problems. Interestingly, post-migration living diffi-
culties (PMLDs) are also predictive of mental health prob-
lems [8–11], yet they are seldom addressed in
psychological therapies or empirical research investiga-
tions [12]. The treatment evidence base for help-seeking
refugees and asylum seekers is sparse and limited mainly
to trauma-specific treatments [13–16], where in their re-
cent review, Koesters, Barbui, and Purgato surmise: “Ex-
cept for trauma-related conditions, there is almost no
evidence on the efficacy of psychosocial interventions in
this population” [12]. Trauma-focused therapies have
demonstrated efficacy in reducing symptoms of PTSD, de-
pression, and anxiety, but critically there are a limited
number of studies considering other aspects such as daily
functioning or quality of life; furthermore, it is not yet
clear how to best manage distress by PMLDs [11, 15].
Although high-income countries, such as Austria, have

one of the highest densities of mental health professionals,
the proportion of trauma specialists is rather low and trau-
matized people often do not receive timely and appropriate
treatment [17, 18]. Specialized treatment facilities are over-
whelmed by the large numbers of treatment seekers, result-
ing in long waiting lists of up to more than a year [19, 20].

Adult survivors of traumatic events show specific barriers to
treatment that are related to their trauma symptoms [21].
Additionally, refugees from non-Western countries may have
a different conceptualization of mental illness and its treat-
ment [22], where Afghan refugees have a relatively low men-
tal health literacy [23]. Indeed, culturally adapted and
evidence-based treatments within stepped or collaborative
care systems are needed [24]. Barriers toward treatment ac-
ceptance might be further reduced by low-intensity treat-
ments that do not focus on traumatic experiences,
facilitating motivation for more intense trauma focused ther-
apy, if needed [25]. On balance, low-intensity treatments in
general seem to be effective in reducing mental health prob-
lems [27, 28]. Although low-intensity treatments are some-
times delivered by trained lay health workers [26], their
effectiveness might be further strengthened if delivered by
mental health professionals. Whereas psychotherapy is lon-
ger in duration, low-intensity interventions could be pro-
vided to a larger number of help-seeking refugees in shorter
time and thus could constitute an important first step toward
recovery.
Transdiagnostic approaches may be appropriate first-

line treatments for help-seeking traumatized individuals;
however, there is a lack of evidence for these treatments
in refugee populations [28], where factors moderating
treatment effectiveness should also be identified [15].
Problem Management Plus (PM+) is a recently devel-
oped, low-intensity, transdiagnostic treatment manual
for individual settings and was developed by the World
Health Organization (WHO) [29, 30]. PM+ was devel-
oped to help adults impaired by distress in communities
who are exposed to adversity, regardless of whether ex-
posure to adversity has caused their problems [27]. Here,
transdiagnostic approaches are based on research sug-
gesting that there are significant commonalities across
emotional disorders (e.g., [55]). Furthermore, research
has shown that a substantial number of people with
mental disorders do not have a single disorder but rather
have more than one comorbid conditions [56, 57]. Fur-
thermore, PM+ is a suitable protocol for refugee popula-
tions because it was developed as a culturally adaptable
and broadly applicable treatment. Transdiagnostic man-
uals address symptoms of common mental disorders
without tailoring the treatment protocol to specific dis-
orders [31]. PM+ was evaluated in studies in Kenya and
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Pakistan; both research teams were part of the larger
PM+ research group. Research in Kenya [26, 32] showed
that PM+ was more effective in reducing mental health
problems than enhanced usual care (EUC). The main
outcome was a change in psychological distress (assessed
with the General Health Questionnaire 12, or GHQ-12)
from baseline to 3 months post-treatment. Women who
received PM+ reported significantly less psychological
distress, with a moderate effect relative to EUC. The sec-
ondary outcomes (PTSD symptoms and functional im-
pairment) also showed significant reductions but these
effects were small relative to EUC. Research in Pakistan
[33, 34] investigated PM+ in adult primary care at-
tendees in a conflict-affected area. The treatment arm
(PM+) showed significant reduction in the primary out-
come, anxiety and depression symptoms (assessed with
the Hospital Anxiety and Depression Scale, or HADS),
with a moderate to large effect relative to EUC. The sec-
ondary outcomes (PTSD symptoms, functional impair-
ment, and symptoms of depressive disorder) also
showed significant reductions; these effects were moder-
ate relative to EUC. Here, Khan and colleagues [35] re-
port in their qualitative evaluation that PM+ was
considered useful by participants, their families, and lay
helpers. Other studies showed less clear results, where
the treatment did not significantly reduce psychological
distress symptoms in two studies [36, 37], although both
of these studies were planned and conducted as pilot tri-
als. However, the trends were in favor of a symptom re-
duction in the treatment arm in all measures compared
with the control group in both studies.
Critically, this is the first study to implement a short-term

protocol that will address the needs of adult refugees above
and beyond trauma-related symptoms. Furthermore, as part
of the present study, we will expand the PM+ manual by in-
cluding interventions specifically addressing PMLDs.

Objectives
The aims of this study are to evaluate the efficacy of a
short-term transdiagnostic treatment protocol (adapted
PM+) to address mental health problems and post-
migration living difficulties for treatment-seeking Afghan
asylum seekers and refugees who are on a waiting list
for professional mental health treatment. This interven-
tion aims to reduce typical symptoms of common men-
tal disorders and associated distress via PMLDs.
We hypothesize that participants in the intervention

group will show a significant reduction in general mental
distress. Additional aims are to investigate the effective-
ness of the intervention in (a) reducing symptoms of
PTSD and complex PTSD, (b) alleviating the burden as-
sociated with PMLDs, (c) improving refugee’s quality of
life, and (d) investigating the participants’ subjective ex-
perience and tolerance of the intervention.

Methods
Trial design
This study is designed as a prospective, single-center,
assessor-masked, individually randomized, two-group su-
periority trial. It will compare a six-session transdiagnostic,
low-intensity manualized psychological treatment with
treatment as usual (TAU). The treatment group will receive
TAU and adapted PM+; the control group will receive
TAU only. Both groups will be recruited from a profes-
sional mental health treatment wait list. The trial design is
depicted in the Consolidated Standards of Reporting Trials
(CONSORT) flowchart in Fig. 1 [38], the Standard Protocol
Items: Recommendations for Interventional Trials (SPIRIT)
participant timeline is shown in Table 1, and the SPIRIT
checklist [39] is provided as Additional file 1.

Study setting
The trial setting is the Outpatient Unit for Research,
Teaching, and Practice, Faculty of Psychology, University
of Vienna. All assessments, in-depth interviews, and
treatment sessions will take place in a separate room,
and only the participant, the psychologist, and the inter-
preter will be present in the room.

Participants
The study will include help-seeking, Dari-speaking adult Af-
ghan asylum seekers or refugees who fulfil the following in-
clusion criteria: (a) being on a wait list for professional mental
health treatment in a specialized facility and (b) positive
screening on a screening questionnaire for common mental
disorders in refugees (a score of 12 or higher on the RHS-15
or a score of 5 or higher on the distress scale of the RHS-15).
Exclusion criteria are (a) presenting with a current

condition requiring other treatment (acute suicidality,
severe mental disorder such as psychotic disorders or
substance dependence), (b) severe cognitive impairment
(e.g., moderate to severe intellectual disability or demen-
tia), based on definitions in the Mental Health Gap Ac-
tion Programme (mhGAP) Intervention Guide [40], or
(c) current trauma-focused treatment.

Intervention
This study uses an adapted version of PM+ in the inter-
vention arm. PM+ [29] is a transdiagnostic, low-intensity
psychological treatment for common mental disorders
(e.g., depression, anxiety, and stress). It was developed
by the WHO as part of its mhGAP [41]. PM+ was devel-
oped to help adults impaired by distress in communities
that are exposed to adversity, regardless of whether ex-
posure to adversity has caused their problems [29]. The
original PM+ manual comprises four core therapeutic
strategies that were chosen on the basis of a strong evi-
dence base and following review by international experts
[30]. These four core strategies are “Managing Stress”,
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“Managing Problems”, “Get Going, Keep Doing”, and
“Strengthening Social Support”. Our modification of the
treatment protocol includes an additional sixth session,
focusing on either anger regulation or self-efficacy. This
extra session is based on the specific needs of treatment-
seeking refugees. It was developed by the research team
in the initial phase of the study and includes the results
from our preliminary study interviewing experts in the
field. Participants will decide during the course of the treat-
ment whether they prefer a session on anger regulation or
on self-efficacy, depending on their subjective needs. Ac-
cording to Austrian law, only medical doctors and mental
health specialists (clinical psychologists, psychotherapists)
have official approval to treat mental disorders. Conse-
quently, the treatment will be implemented by clinical psy-
chologists who have a legal treatment allowance in Austria.
Participants have six weekly face-to-face appointments (five
from the original protocol and one developed as part of this
study); the duration of these sessions is 90min. The ses-
sions will be facilitated by interpreters. The psychologists
will be specifically trained by PM+ master trainers. Regular

supervision will guarantee therapist adherence to the proto-
col. Treatment fidelity will be scored by using the PM+
Helper’s Self-rating Fidelity Checklist. The checklist records
delivery of the intervention, psychosocial communication,
and safety management skills. The treatment group will re-
ceive TAU and adapted PM+.

Control condition
This study uses a control arm to control for possible spon-
taneous remission and other uncontrolled factors. The con-
trol arm will be assessed at the same time points as the
treatment arm but will not receive any treatment by the re-
search team. During the period between pre-assessment and
follow-up assessment, participants from this arm will receive
TAU in their daily living conditions. We expect that the
control arm in this study will receive treatments that are
commonly implemented in the Austrian medical settings;
this includes any contact with medical and mental health
professionals or pharmacological therapy. Receiving psycho-
pharmacological or psychological treatment is considered
TAU and does not preclude a person from the control arm.

Fig. 1 Consolidated Standards of Reporting Trials (CONSORT) flowchart of the study design
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Outcome measures
Primary outcome
The primary outcome is the general health assessed with
the General Health Quenstionnaire 28 (GHQ-28) [42],
which is a 28-item self-report questionnaire assessing som-
atic symptoms, anxiety and insomnia, social dysfunction,
and severe depression. The GHQ-28 is widely used in re-
search across different cultural settings and has good psy-
chometric properties [43]. The GHQ-28 will be assessed by

investigators blind to treatment allocation at baseline, 7-
week follow-up, and 6-month follow-up. We will use the
German and Dari versions of the questionnaire.

Secondary outcomes
We will also use several secondary endpoints: an adapted
Version of the Post-Migration Living Difficulties Checklist
(PMLDC) [43], the International Trauma Questionnaire
(ITQ) [45], the WHO Quality of Life Questionnaire

Table 1 Participant timeline for the Standard Protocol Items: Recommendation for Interventional Trials (SPIRIT)
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(WHOQOL-BREF) [44], the Psychological Outcome Pro-
file (PSYCHLOPS) [46], and the Immigrant Integration
Index (IPL-12).
The PMLDC is a self-evaluated checklist used to assess

the frequency of recent adverse life experiences typical of
migration [5]. The checklist was adapted to the study
population. The final version includes 26 items measured
on a 5-point Likert scale. In addition, the associated de-
gree of distress is assessed on a 10-pont Likert scale. The
ITQ is an instrument designed to assess ICD-11 (Inter-
national Classification of Diseases, 11th ed.) PTSD and
complex PTSD. The ITQ includes six items for PTSD, six
items for complex PTSD, and two times three items for
functional impairment by symptoms of PTSD and com-
plex PTSD [48]. The ITQ has shown good psychometric
properties in initial validations [49]. The WHOQOL-
BREF is a cross-culturally comparable instrument to as-
sess quality of life. It consists of 26 items measured on a
5-point Likert scale. It is divided into four domains: phys-
ical health, psychological health, social relationships, and
environment. The PSYCHLOPS promotes a patient-
centered definition of therapy outcome and contains ques-
tions on problems, function, and well-being. Participants
are asked to describe their main problem or problems and
how they affect them (function) with five questions. The
short version of the IPL-12 [44] is a pragmatic and multi-
dimensional measure of immigrant integration. It consists
of 12 items and captures six dimensions of integration:
psychological, social, economic, political, linguistic, and
navigational. We are using the available Dari and German
versions and translating the remaining Questionnaires.

Additional measures
Traumatic experiences will be assessed with an adapted
version of the Trauma Checklist of the Harvard Trauma
Questionnaire [51] (Dari and German version). The Ser-
vice Use Questionnaire (Client Service Receipt Inventory)
is used to collect data about the health-care contacts.

Sample size
Studies using the original PM+ manual so far have found
small to large effects compared with TAU at 6 months
post-treatment. Assuming an α error probability of 0.05
and a power (1-β error probability) of 0.80, we need a
total sample size of 90 persons (45 persons per group)
when testing for a medium effect (f = 0.3). We chose the
more conservative approach and assumed only small ef-
fects of the treatment and thus aim to include 90 per-
sons in the analysis. We expect a dropout rate of 25%.
Taking this into account, we aim to include a total of
120 participants who will be randomly assigned to either
the intervention arm (n = 60) or the TAU arm (n = 60).
A subgroup of the intervention arm (n = 20) will be in-
vited for in-depth interviews.

Recruitment
We will collaborate with non-governmental organizations
and outpatient treatment centers in Vienna, Austria, that
provide psychological and psychiatric help for treatment-
seeking asylum seekers and refugees. These partners have
agreed to inform help-seeking Afghan asylum seekers and
refugees about our study as part of their initial contact with
them giving them our contact information. Participants’
travel costs will be refunded for each assessment and treat-
ment session. Each participant will receive monetary
compensation for their involvement (€10; handed out at
the 6-month follow-up assessment). As all participants are
on a waiting list for professional mental health treatment, it
is possible that some might receive treatment during the
period of their study participation (i.e., before their 6-
month follow-up assessment). As this is considered part of
their usual treatment, we do not exclude participants if they
receive additional treatment; however, considering the aver-
age waiting time of more than a year, we do not expect this
in many cases. Information regarding received medical at-
tention and mental health treatment will be gathered dur-
ing follow-up assessments for both groups.

Group allocation and blinding
The allocation ratio will be 1:1 with 60 participants per
group (total N = 120). Participants will be randomly
assigned to either group with random allocation software
after the baseline assessment. The random numbers will
be generated by an assistant who will not be involved in
the assessments or in the treatment. The participants
will be informed after the baseline assessment. The study
will assessor-blind; that is, the psychologist conducting
the baseline and follow-up assessments will be masked
with regard to the allocated treatment arm (adapted
PM+ vs. TAU).

Data collection and data management
Self-report questionnaires will be offered in Dari and
German and will be completed in a face-to-face fully-
structured interview with a trained psychologist and an
interpreter. All instruments will be delivered in interview
format because some participants are expected to be
illiterate. The assessment will take about 90 min per time
point (baseline, 7-week follow-up, and 6-month follow-
up) (i.e., three times 90min in total for each participant).
The in-depth interviews will be conducted by a trained
psychologist and an interpreter. They will take about 60
min and will be audio-recorded.
Computer-assisted data assessment will reduce possible

data entry errors and increase data quality. All identifying
information will be recorded with a participant number to
secure participant privacy, and personal identity-related in-
formation will be entered into the electronic database con-
taining the assessment information. The key connecting the
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participant numbers and names (as well as contact and
tracking information) will be kept in a separate data file.
The electronic files will be saved to an encrypted hard drive
with a password lock. Only members of the research team
will have access to the respective files. All other papers with
identifying information (i.e., signed informed consent
forms) will be stored in a separate locked cabinet.

Statistical analyses
First, we will compare baseline scores between the treat-
ment group and TAU group on all primary and second-
ary outcome measurements, using chi-squared tests and
two-sample t tests, for categorical and continuous vari-
ables, respectively. In order to estimate significant
changes over time as a result of the intervention for all
primary and secondary outcome measures, we will em-
ploy hierarchical linear modelling (HLM). Analyses will
be based on an intent-to-treat population, where critic-
ally HLM allows the number of observations to vary be-
tween participants and effectively handles missing data
by calculating estimates of trajectories using maximum
likelihood estimation. Time (linear and quadratic), treat-
ment condition, and their interaction will be included in
the models, where we will also examine how covariate
factors such as age, biological sex, education level, and
asylum status explain variance within the data. Here,
similar models will be employed for the primary and
secondary outcome measures, and we will conservatively
correct for multiple comparisons where appropriate.
Specifically, the level 1 model will characterize within-
patient change over time, and the level 2 model will pre-
dict variation of within-patient change over time and
between-patient variables.
We will also examine whether treatment success can

be predicted from baseline clinical measures and individ-
ual differences using machine learning methods, includ-
ing non-linear random forest regressions and linear
ordinary least squares model with lasso regularization
(OLS-LASSO).
In regard to qualitative data, interviews of the sub-

sample will be transcribed verbatim and will be analyzed
using thematic analysis [45]. The thematic analysis ap-
proach is a method for identifying, analyzing, and
reporting themes within data. The in-depth interviews
will be analyzed independently by two researchers, and
inter-rater reliability will be calculated. The results from
the interviews following the online training tool will be
analyzed with the same methodological approach.

Data monitoring
All serious adverse events (SAEs) that are reported
spontaneously by the participants or observed by the
investigators during the trial will be recorded by the

research team and will be reported to the independ-
ent advisory board [46]. The chair of the advisory
board will review SAEs within 72 h, and the research
team will review all AEs regularly and, where neces-
sary, respond appropriately. The consent process in-
cludes informing participants about whom they can
contact if they experience adverse reactions (i.e., Kri-
seninterventionszentrum Wien [Crisis intervention
center Vienna]). Depending on the nature of the ad-
verse event, follow-up may require additional tests or
medical procedures as indicated and/or referral to a
general physician or medical specialist. All adverse
events will be followed until specialist care (including
referrals, additional tests, or medical procedures) is in
place for the client or until a stable situation has
been reached.

Discussion
There currently exists an urgent need for care among
Afghan asylum seekers and refugees in order to address
mounting mental health problems and post-migration
stressors among these populations. This clinical trial is
expected to provide evidence for the efficacy of an
adapted short-term treatment protocol (adapted PM+).
This evaluation is necessary for implementing early and
widespread treatment methods, where low-intensity
treatments might effectively reduce symptom burden
and thus prevent chronification of symptoms when ad-
ministered early. Transdiagnostic approaches may be
appropriate first-line treatments for help-seeking trau-
matized individuals, and mental health professionals
without training in trauma therapy could provide ef-
fective initial treatment options for traumatized refu-
gees. A few limitations of the study exist regarding the
TAU and the participant characteristics. The first limi-
tation is that we are not able to employ active control
conditions. Second, because participant recruitment
would be hindered, we will not be able to limit changes
to pharmacotherapy during the course of this study.
Third, we can only take account of participants being
on a waiting list for professional mental health treat-
ment in a specialized facility, which limits the
generalizability of the results. Despite these limitations,
this study is expected to provide essential information
regarding mental health care for Afghan asylum seekers
and refugees.

Trial status
Protocol version number 1.0 (Aug. 12, 2019). This
study has been recruiting participants since June
2019; recruitment is planned to be completed in Sep-
tember 2020.
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Interventional Trials) checklist.

Abbreviations
EUC: Enhanced usual care; GHQ-28: General Health Questionnaire-28;
HLM: Hierarchical linear modeling; IPL-12: Immigrant Integration Index;
ITQ: International Trauma Questionnaire; mhGAP: Mental Health Gap Action
Programme; PM+: Problem Management Plus; PMLD: Post-migration living
difficulty; PMLDC: Post-Migration Living Difficulties Checklist;
PSYCHLOPS: Psychological Outcome Profile; PTSD: Post-traumatic stress
disorder; RHS-15: Refugee Health Screener; SAE: Serious adverse event;
SPIRIT: Standard Protocol Items: Recommendations for Interventional Trials;
TAU: Treatment as usual; WHO: World Health Organization; WHOQOL-
BREF: World Health Organization Quality of Life Questionnaire

Acknowledgments
We are grateful to the participants and our colleagues at the Outpatient Unit
for Research, Teaching, and Practice at the Faculty of Psychology of the
University of Vienna (head: Ricarda Nater-Mewes) and for the support of the
non-governmental organizations and outpatient treatment centers in Vienna
and the support from Alexandra Liedl, Naser Morina, and Mahmoud Hemmo
acting as external advisory consultants.

Authors’ contributions
BL-S, MK, DW, VK, and IS conceived the study and led on protocol development
and grant acquisition. MK, BL-S, and JS-J collaborated in the development of the
protocol. AAN, MK, and JS-J will be in charge of performing the analysis of results
and critically reviewed the manuscript. All authors have approved this version
submitted for publication to BMC Trials and read and approved the final
manuscript.

Funding
This study is funded by the Austrian Science Fund (FWF) (grant number: KLI
755-B).

Availability of data and materials
Not applicable.

Ethics approval and consent to participate
Official permission was granted by the WHO to use the PM+ manual for this
study. The study was registered at the Internet Portal of the German Clinical
Trials Register (DRKS) (registration number: DRKS00016538) as required by
the Declaration of Helsinki. Ethical approval was granted by the institutional
review board of the University of Vienna (reference numbers: 00356 and
00445). Furthermore, we obtained a Universal Trial Number (UTN) to facilitate
the unambiguous identification of our trial (UTN: U1111–1226-3285). Details
of the study will be explained to participants prior to their involvement in
the study by a clinical psychologist at the baseline assessment using an
informational leaflet in Dari; if needed, an interpreter will assist the
information process. Written informed consent will be obtained from
participants who agree to take part in the study. The results of this clinical
trial will be presented at conferences and disseminated through publication
in a peer-reviewed journal.

Consent for publication
Not applicable.

Competing interests
The authors declare that they have no competing interests.

Author details
1Department of Applied Psychology: Health, Development, Enhancement
and Intervention, Faculty of Psychology, University of Vienna, Wächtergasse
1, Vienna 1010, Austria. 2Department of Basic Psychological Research and
Research Methods, Faculty of Psychology, University of Vienna, Liebiggasse 5,
Vienna 1010, Austria. 3Department of Psychiatry and Psychotherapy,

University Medical Center Hamburg-Eppendorf, Martinistraße 52, Hamburg
20246, Germany.

Received: 29 August 2019 Accepted: 23 October 2019

References
1. UNHCR. Afghanistan: UNHCR; 2018. Available from: URL: http://www.unhcr.

org/afghanistan.html.
2. Bundesministerium für Inneres. Asylstatistiken [[Federal Ministry of the Interior -

Asylumstatistics]]: Federal Ministry of the Interior; 2018. Available from: URL:
http://www.bmi.gv.at/301/Statistiken/start.aspx#jahr. Cited 29 Mar 2018.

3. Alemi Q, James S, Cruz R, Zepeda V, Racadio M. Psychological distress in Afghan refugees:
A mixed-method systematic review. J Immigr Minor Health. 2014;16(6):1247–61.

4. Turrini G, Purgato M, Ballette F, Nosè M, Ostuzzi G, Barbui C. Common
mental disorders in asylum seekers and refugees: Umbrella review of
prevalence and intervention studies. Int J Ment Health Syst. 2017;11:51.

5. Laban CJ, Gernaat HBPE, Komproe IH, Schreuders BA, de Jong JTVM. Impact of
a long asylum procedure on the prevalence of psychiatric disorders in Iraqi
asylum seekers in the Netherlands. J Nerv Ment Dis. 2004;192(12):843–51.

6. Kessler RC, McLaughlin KA, Green JG, Gruber MJ, Sampson NA, Zaslavsky
AM, et al. Childhood adversities and adult psychopathology in the WHO
World Mental Health Surveys. Br J Psychiatry J Ment Sci. 2010;197(5):378–85.

7. Gerritsen AAM, Bramsen I, Devillé W, van Willigen LHM, Hovens JE, van der Ploeg HM.
Physical and mental health of Afghan, Iranian and Somali asylum seekers and refugees
living in the Netherlands. Soc Psychiatry Psychiatr Epidemiol. 2006;41(1):18–26.

8. Nickerson A, Bryant RA, Schnyder U, Schick M, Mueller J, Morina N. Emotion
dysregulation mediates the relationship between trauma exposure, post-
migration living difficulties and psychological outcomes in traumatized
refugees. J Affect Disord. 2015;173:185–92.

9. Carswell K, Blackburn P, Barker C. The relationship between trauma, post-
migration problems and the psychological well-being of refugees and
asylum seekers. Int J Soc Psychiatry. 2011;57(2):107–19.

10. Schick M, Zumwald A, Knöpfli B, Nickerson A, Bryant RA, Schnyder U, et al.
Challenging future, challenging past: The relationship of social integration
and psychological impairment in traumatized refugees. Eur J
Psychotraumatol. 2016;7:28057.

11. Li SSY, Liddell BJ, Nickerson A. The Relationship Between Post-Migration
Stress and Psychological Disorders in Refugees and Asylum Seekers. Curr
Psychiatry Rep. 2016;18(9):82.

12. Nickerson A, Bryant RA, Silove D, Steel Z. A critical review of psychological treatments
of posttraumatic stress disorder in refugees. Clin Psychol Rev. 2011;31(3):399–417.

13. Ter Heide FJ, Mooren TM, Kleber RJ. Complex PTSD and phased treatment in refugees:
A debate piece. Eur J Psychotraumatol. 2016;7. https://doi.org/10.3402/ejpt.v7.28687.

14. Lambert JE, Alhassoon OM. Trauma-focused therapy for refugees: Meta-
analytic findings. J Couns Psychol. 2015;62(1):28–37.

15. Turrini G, Purgato M, Acarturk C, Anttila M, Au T, Ballette F, et al. Efficacy and
acceptability of psychosocial interventions in asylum seekers and refugees:
Systematic review and meta-analysis. Epidemiol Psychiatr Sci. 2019;28(4):1–13.

16. Nosè M, Ballette F, Bighelli I, Turrini G, Purgato M, Tol W, et al. Psychosocial
interventions for post-traumatic stress disorder in refugees and asylum
seekers resettled in high-income countries: Systematic review and meta-
analysis. PLoS One. 2017;12(2):e0171030.

17. Bernhaupt-Hopfner M, Kosicek T. Traumatherapie in der
psychotherapeutischen Praxis. Psychother Forum. 2017;22(1–2):12–8.

18. Huber M, Schwetz-Würth J. Die Tücken der traumatherapeutischen Praxis.
Psychother Forum. 2017;22(1–2):19–23.

19. Hemayat. Mehr traumatisierte Menschen als je zuvor suchten im ersten
Halbjahr 2017 das Betreuungszentrum HEMAYAT auf. Wien; 2017. Available
from: URL: http://www.hemayat.org/presse.html.

20. Burgstaller K. Hohe Suizidgefährdung bei Flüchtlingen: Interview mit Elisabeth
Klebel, Leiterin von Jefira [Interview with Elisabeht Klebel, Head of the Intercultural
Therapy Project Jefira]. Der Standard 2018 Feb 27. Available from: URL: https://
derstandard.at/2000074081910/Hohe-Suizidgefaehrdung-bei-Fluechtlingen.

21. Kantor V, Knefel M, Lueger-Schuster B. Perceived barriers and facilitators of
mental health service utilization in adult trauma survivors: A systematic
review. Clin Psychol Rev. 2017;52:52–68.

22. Colucci E, Minas H, Szwarc J, Guerra C, Paxton G. In or out? Barriers and
facilitators to refugee-background young people accessing mental health
services. Transcult Psychiatry. 2015;52(6):766–90.

Knefel et al. Trials           (2020) 21:57 Page 8 of 9

https://doi.org/10.1186/s13063-019-3839-9
https://doi.org/10.1186/s13063-019-3839-9
http://www.unhcr.org/afghanistan.html
http://www.unhcr.org/afghanistan.html
http://www.bmi.gv.at/301/Statistiken/start.aspx#jahr
https://doi.org/10.3402/ejpt.v7.28687
http://www.hemayat.org/presse.html
https://derstandard.at/2000074081910/Hohe-Suizidgefaehrdung-bei-Fluechtlingen
https://derstandard.at/2000074081910/Hohe-Suizidgefaehrdung-bei-Fluechtlingen


23. Yaser A, Slewa-Younan S, Smith CA, Olson RE, Guajardo MGU, Mond J.
Beliefs and knowledge about post-traumatic stress disorder amongst
resettled Afghan refugees in Australia. Int J Ment Heal Syst. 2016;10:31.

24. Sijbrandij M. Expanding the evidence: Key priorities for research on mental
health interventions for refugees in high-income countries. Epidemiol
Psychiatr Sci. 2018;27(2):105–8.

25. Giacco D, Priebe S. Mental health care for adult refugees in high-income
countries. Epidemiol Psychiatr Sci. 2018;27(2):109–16.

26. Bryant RA, Schafer A, Dawson KS, Anjuri D, Mulili C, Ndogoni L, et al.
Effectiveness of a brief behavioural intervention on psychological distress
among women with a history of gender-based violence in urban Kenya: A
randomised clinical trial. PLoS Med. 2017;14(8):e1002371.

27. Bower P, Kontopantelis E, Sutton A, Kendrick T, Richards DA, Gilbody S, et al.
Influence of initial severity of depression on effectiveness of low intensity
interventions: Meta-analysis of individual patient data. BMJ. 2013;346:f540.

28. Koesters M, Barbui C, Purgato M. Recent approaches to provision of mental
healthcare in refugee populations. Curr Opin Psychiatry. 2018;31(4):368–72.

29. World Health Organization. Problem Management Plus (PM+): Individual
psychological help for adults impaired by distress in communities exposed
to adversity [WHO generic field-trial version]. Geneva: WHO; 2016.

30. Dawson KS, Bryant RA, Harper M, Kuowei Tay A, Rahman A, Schafer A, et al. Problem
Management Plus (PM+): A WHO transdiagnostic psychological intervention for
common mental health problems. World Psychiatry. 2015;14(3):354–7.

31. McEvoy PM, Nathan P, Norton PJ. Efficacy of Transdiagnostic Treatments: A
Review of Published Outcome Studies and Future Research Directions. J
Cogn Psychother. 2009;23(1):20–33.

32. Sijbrandij M, Bryant RA, Schafer A, Dawson KS, Anjuri D, Ndogoni L, et al. Problem
Management Plus (PM+) in the treatment of common mental disorders in
women affected by gender-based violence and urban adversity in Kenya; study
protocol for a randomized controlled trial. Int J Ment Heal Syst. 2016;10:44.

33. Rahman A, Hamdani SU, Awan NR, Bryant RA, Dawson KS, Khan MF, et al. Effect of a
Multicomponent Behavioral Intervention in Adults Impaired by Psychological Distress in a
Conflict-Affected Area of Pakistan: A Randomized Clinical Trial. JAMA. 2016;316(24):2609–17.

34. Sijbrandij M, Farooq S, Bryant RA, Dawson K, Hamdani SU, Chiumento A,
et al. Problem Management Plus (PM+) for common mental disorders in a
humanitarian setting in Pakistan; study protocol for a randomised controlled
trial (RCT). BMC Psychiatry. 2015;15:232.

35. Khan MN, Hamdani SU, Chiumento A, Dawson K, Bryant RA, Sijbrandij M,
et al. Evaluating feasibility and acceptability of a group WHO trans-
diagnostic intervention for women with common mental disorders in rural
Pakistan: A cluster randomised controlled feasibility trial. Epidemiol Psychiatr
Sci. 2017;28(1):1–11.

36. Dawson KS, Schafer A, Anjuri D, Ndogoni L, Musyoki C, Sijbrandij M, et al. Feasibility
trial of a scalable psychological intervention for women affected by urban
adversity and gender-based violence in Nairobi. BMC Psychiatry. 2016;16(1):410.

37. Rahman A, Riaz N, Dawson KS, Usman Hamdani S, Chiumento A, Sijbrandij
M, et al. Problem Management Plus (PM+): Pilot trial of a WHO
transdiagnostic psychological intervention in conflict-affected Pakistan.
World Psychiatry. 2016;15(2):182–3.

38. Boutron I, Moher D, Altman DG, Schulz KF, Ravaud P, for the CONSORT
Group. Extending the CONSORT Statement to Randomized Trials of
Nonpharmacologic Treatment: Explanation and ElaborationMethods and
Processes of the CONSORT Group. AIM. 2008;148(4):295–309.

39. Chan A-W, Tetzlaff JM, Altman DG, Laupacis A, Gøtzsche PC, Krleža-Jerić K,
et al. SPIRIT 2013 statement: defining standard protocol items for clinical
trials. Ann Intern Med. 2013;158(3):200–7.

40. World Health Organization. mhGAP intervention guide for mental,
neurological and substance use disorders in non-Specialized health settings:
Mental health gap action programme (mhGAP). Version 2.0. Geneva: World
Health Organization; 2016.

41. World Health Organization. Mental Health Gap Action Programme (mhGAP):
Scaling up care for mental, neurological, and substance use disorders.
Geneva: WHO Press; 2008.

42. Goldberg D. Manual of the General Health Questionnaire. Windsor: NFER-Nelson; 1978.
43. Goldberg DP, Gater R, Sartorius N, Ustun TB, Piccinelli M, Gureje O, et al. The

validity of two versions of the GHQ in the WHO study of mental illness in
general health care. Psychol Med. 1997;27(1):191–7.

44. Harder N, Figueroa L, Gillum RM, Hangartner D, Laitin DD, Hainmueller J. Multidimensional
measure of immigrant integration. Proc Natl Acad Sci U S A. 2018;115(45):11483–8.

45. Braun V, Clarke V. Using thematic analysis in psychology. Qual Res Psychol.
2006;3(2):77–101.

46. Duggan C, Parry G, McMurran M, Davidson K, Dennis J. The recording of
adverse events from psychological treatments in clinical trials: Evidence
from a review of NIHR-funded trials. Trials. 2014;15:335.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in
published maps and institutional affiliations.

Knefel et al. Trials           (2020) 21:57 Page 9 of 9


	Abstract
	Background
	Methods/design
	Discussion
	Trial registration

	Background
	Objectives

	Methods
	Trial design
	Study setting
	Participants
	Intervention
	Control condition
	Outcome measures
	Primary outcome
	Secondary outcomes

	Additional measures
	Sample size
	Recruitment
	Group allocation and blinding
	Data collection and data management
	Statistical analyses
	Data monitoring

	Discussion
	Trial status

	Supplementary information
	Abbreviations
	Acknowledgments
	Authors’ contributions
	Funding
	Availability of data and materials
	Ethics approval and consent to participate
	Consent for publication
	Competing interests
	Author details
	References
	Publisher’s Note

