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ABSTRACT

Background: Most refugees are less than 18 years and at heightened risk of common mental
disorders (CMDs) relative to other youth. Limited evidence exists for psychosocial programsfor
youth in low-resource settings. Early Adolescent Skills for Emotions (EASE) was developed by
the World Health Organization to address this gap.

Objectives: This study tested the safety, feasibility, and trial procedures of the EASE interven-
tion among Syrian refugee youth in preparation for a definitive randomized controlled trial
(RCT).

Methods: A feasibility RCT was conducted in Amman, Jordan with Syrian children aged
10-14 years who reported psychological distress. Following community screening, youth and
their caregivers were randomized to receive either the EASE intervention or enhanced treat-
ment as usual (ETAU). EASE comprised seven group sessions teaching children coping skills,
and caregivers received three group sessions to augment the youth sessions. Assessments
were conducted at baseline and 1 week following the last EASE session (8 weeks following
baseline). Following the trial, a qualitative process evaluation with staff and beneficiaries took
place. Primary outcomes were safety and feasibility indicators, and distress was measured by
the Paediatric Symptom Checklist.

Results: In November 2018, 179 children were screened; 61 (33%) met criteria for distress
(34.1%), two were excluded for suicidal risk, and 59 were randomized (EASE = 33, ETAU = 26). Of
those who received EASE, 26 children (79%) completed the intervention. Group attendance
was high and no adverse events were reported in either arm. Psychological distress did not
show signs of abating in either group over time.

Conclusion: This feasibility trial demonstrated the safety and acceptability of the intervention.
Important lessons were learnt regarding entry criteria into the study and engagement of
caregivers in the intervention. A fully powered randomized controlled trial will be conducted
to evaluate the efficacy of EASE.

Ensayo de Viabilidad de una Intervencion Psicoldgica Escalable Breve
para los Adolescentes Sirios Refugiados en Jordania

Antecedentes: La mayoria de los refugiados tienen menos de 18 afos y corren un mayor
riesgo de padecer trastornos mentales comunes (TMC) en comparaciéon con otros jévenes.
Existe limitada evidencia de programs psicosociales para jévenes en entornos de bajos recur-
sos. El program denominado Early Adolescent Skills for Emotions (EASE, por sus siglas en inglés)
fue desarrollado por la Organizacion Mundial de la Salud con el objetivo de abordar esta
brecha.

Objetivos: Este estudio prob¢ la seguridad, viabilidad y los procedimientos de la intervencion
EASE entre los jovenes refugiados sirios en preparacion para un ensayo controlado aleatorizado
(RCT) definitivo.

Métodos: Se realizé un RCT de viabilidad en Amman, Jordania, con nifios sirios de 10 a 14 afios
que reportaron angustia psicolégica. Después de la evaluacién comunitaria, los jovenes y sus
cuidadores fueron asignados al azar para recibir la intervencién EASE o el tratamiento como de
costumbre mejorado (ETAU por sus siglas en ingles). EASE comprendi6 siete sesiones grupales
para ensefar a los nifos habilidades de afrontamiento, y los cuidadores recibieron tres sesiones
grupales para potenciar las sesiones para jévenes. Las evaluaciones se realizaron al inicio y una
semana después de la ultima sesion de EASE (8 semanas después del inicio). Después del
ensayo, se llevd a cabo una evaluacién cualitativa del proceso con el personal y los beneficia-
rios. Los resultados principales fueron los indicadores de seguridad y viabilidad, y la angustia se
midié mediante la lista de verificacion de sintomas pediatricos.
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HIGHLIGHTS

- Feasibility trial of group
psychological intervention
(GroupPM+) in a Syrian
refugee camp in Jordan.

- Sixty-four participants ran-
domized; safety and cul-
tural acceptance was
observed.

- Positive results support the
readiness for a definitive
RCT to test effectiveness
and cost-effectiveness.
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Resultados: En noviembre de 2018, se examinaron 179 ninos; 61 (33%) cumplieron los criterios
de angustia (34,1%), dos fueron excluidos por riesgo de suicidio y 59 fueron aleatorizados (EASE
= 33, ETAU = 26). De los que recibieron EASE, 26 nifios (79%) completaron la intervencién. La
asistencia al grupo fue alta y no se informaron eventos adversos en ninguno de los brazos. La
angustia psicolégica no mostrd signos de disminuir a lo largo del tiempo en ninguno de los
grupos.

Conclusioén: Este ensayo de viabilidad demostré seguridad y aceptabilidad de la intervencion.
Se aprendieron importantes lecciones con respecto a los criterios de ingreso al estudio y la
participaciéon de los cuidadores en la intervencion. Se llevard a cabo un ensayo controlado
aleatorizado totalmente potenciado para evaluar la eficacia de EASE.
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1. Introduction

There are currently more than 70 million people for-
cibly displaced globally, almost 30 million of whom are
registered refugees (UNHCR, 2020a). More than half
are under the age of 18 years and have experienced
a disproportionately high number of adverse events,
such as war, and acculturation difficulties (UNICEF,
2016). Unsurprisingly, this population is significantly
at risk of developing common mental disorders
(Charlson et al., 2019). Syrians who fled the 2011 civil
war currently make up the largest population of refu-
gees (UNHCR, 2019). More than 90% of The Syrian
refugees have resettled in low- and middle-income
countries (LMIC) directly bordering Syria, including
Jordan, Turkey, Lebanon, and Iraq. They commonly
experience poverty, unemployment, inadequate shelter,
and discrimination, potentially impacting on mental
health (Catani, 2018). Additionally, health systems in
LMICs are commonly under-resourced to manage the
mental health needs of vulnerable populations, meaning
many refugees do not receive adequate treatment
(World Health Organization [WHO], 2013).

A recent meta-analysis reported the prevalence of
mental disorders in conflict-affected populations was
greater than 20% (Charlson et al., 2019) and UNHCR
reported 15-20% of Syrians will experience a mental
disorder (Hassan, Ventevogel, Jefee-Bahloul, Barkil-
Oteo, & Kirmayer, 2016). This highlights that effective
psychological interventions are important in these
contexts. There are a number of evidence-based

interventions that are shown to be effective in adult
refugee populations (Barbui et al., 2020). Despite effi-
cacy, a number of these programs are difficult to
implement in humanitarian contexts and have not
been adequately scaled-up. Reasons for this include:
(a) programtargeting a single diagnosis, (b) intensive
resource requirements, (c) requirement of specialized
staff, and potential mismatch with cultural norms in
local settings (Eaton et al., 2011). To circumvent these
barriers, efforts have led to the development of inter-
ventions allowing for task-shifting which involves
training non-specialized staff to implement mental
health programs under the supervision of profes-
sionals. A meta-analysis of task-shifting programs
reported they have a moderate effect in the reduction
of psychological distress in adults (Singla et al., 2017).

Despite advances in addressing the mental health
needs of adults in LMICs, there has been a relative lack
of development in evidence-based programs to
address child mental health (Uppendahl, Alozkan-
Sever, Cuijpers, De Vries, & Sijbrandij, 2020). The
evidence for the use of psychological therapies for
children in LMICs is sparse and of low quality. An
individual participant data meta-analysis showed the
effectiveness of psychosocial interventions for some
outcomes, but the strengths of these effects were
reduced in younger samples (Purgato et al., 2018).
This is a particularly urgent issue as approximately
50% of The Syrian refugees are children (UNHCR,
2020b). Further, studies have reported rates of



depression and PTSD symptoms in Syrian children
were between 44% and 45% (Rogers-Sirin & Sirin,
2015), and almost 50% displayed clinical anxiety
(Cartwright, El-Khani, Subryan, & Calam, 2015).

In recognition of the gap in good quality evidence
for children and limited availability of scalable psy-
chological interventions in adverse settings, the World
Health Organization (WHO) developed Early
Adolescent Skills for Emotions (EASE) targeting youth
aged 10-14 years displaying symptoms of internaliz-
ing disorders (e.g. anxiety and depression) (Dawson
et al., 2019). To maximize scale-up potential, resource
intensiveness is diminished through the design of
a group-based low-intensity, a brief psychological
intervention that utilizes a task-shifting approach.
Rather than focusing on specific disorders, EASE
addresses symptoms across common mental disor-
ders. Caregiver groups were incorporated into EASE,
as research has shown parenting and psychological
wellbeing of caregivers can influence refugee chil-
dren’s mental health (Bryant et al., 2018), and care-
giver sessions have shown to improve the efficacy of
child-focused interventions (Fawley-King, Haine-
Schlagel, Trask, Zhang, & Garland, 2013). Similar
efforts to evaluate adult WHO psychological interven-
tions, such as Problem Management Plus (PM+), have
proven fruitful (Dawson et al., 2015). Three indepen-
dent randomized controlled trials (RCT) have shown
the efficacy of PM+ in reducing psychological distress
and symptoms of common mental disorders in both
individual and group formats (Bryant et al, 2017;
Rahman et al., 2019, 2016).

This study presents a feasibility trial and process
evaluation in preparation of a large-scale controlled
trial to evaluate EASE conducted with Syrian refugee
youth residing in Amman, Jordan. The aims of this
trial were to (a) determine the safety and feasibility
(e.g. session attendance, recruitment rate) of the EASE
program in this population, (b) to test and assess trial
procedures (e.g. responses to assessments), and (c)
identify factors to be considered in the preparation
of a definitive controlled trial (e.g. recruitment strat-
egy, assessments) (Brown et al., 2019).

2. Methods
2.1. Setting

There are currently more than 650,000 formally regis-
tered Syrian refugees in Jordan, however, including unre-
gistered refugees, the total estimate approximates
14 million (Jordan Ministry of Planning and
International Cooperation, 2018). This study was con-
ducted in two urban districts of Amman that have a high
proportion of Syrians. Study approval was obtained
through the Ministry of Planning and International
Cooperation in Jordan, and the University of New
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South Wales (UNSW). The trial was registered on
26 November 2018 on the Australia New Zealand
Clinical Trials Registry (ACTRN12618001917224). This
study was conducted by UNSW in cooperation with the
Institute for Family Health (IFH), a Jordanian non-
governmental organization.

2.2. Participants

Community screening was conducted by trained
assessors hired by IFH and took place in
November 2018. Potential participants were identified
through door-to-door visits. Families were invited to
complete screening assessments if they met the follow-
ing criteria: (1) Syrian refugee (regardless of registra-
tion status), (2) aged between 10 and 14 years, and (3)
reside with a related caregiver who can provide legal
consent. Following the screening, participants were
invited to the study if they scored >5 on the Child
Psychosocial Distress Screener (CPDS) (Jordans,
Komproe, Ventevogel, Tol, & De Jong, 2008). The cut-
off score for the CPDS was determined through
a validation study conducted in Lebanon with Syrian
children (not yet published). Exclusion criteria were
the following: (1) unaccompanied minor; (2) minors
with an unrelated caregiver; (3) significant develop-
mental, cognitive, or neurological impairments as
determined by four items from an adapted version of
the 10 Questions instrument (Durkin, Hasan, &
Hasan, 1995); or (4) imminent risk of suicide. Only
one child, selected by the caregiver, per household was
invited to participate to minimize the burden on the
family and reduce the likelihood of contamination of
the intervention between youth. Additionally, only
one caregiver was nominated to attend caregiver ses-
sions. Participants who met the exclusion criteria fol-
lowing screening were referred to specialized services
within IFH or another organization according to
Inter-Agency Standard Operating Procedures (Inter-
Agency Working Group, 2014).

No power calculations were conducted because this
study was not intended to detect significant differences
between conditions. A sample of 60 children was tar-
geted based on two arms with approximately 30 parti-
cipants each. EASE groups were designed for 6-12
participants which allowed for four groups, two
groups of girls (n = 15), and two groups of
boys (n = 15).

2.3. Procedure

Assessors provided a brief explanation to the family
about the study prior to taking consent from care-
givers and assent from children. Following consent,
participants completed screening assessments which
included socio-demographic questions for both child



4 A. AKHTAR ET AL.

and caregiver, the CPDS, and the WHO mhGAP
imminent risk of suicide tool (WHO, 2010).

Participants who screened negative on the CPDS
were contacted and provided feedback that their child
was coping well. Referral options and services were
provided for families expressing further concern.
Those eligible, who screened positive, were invited to
participate in the study. Assent/consent of child and
caregiver was obtained prior to pre-assessments.
Following pre-assessments, children were randomized
to receive EASE or Enhanced Treatment as Usual
(ETAU).

Randomization was conducted by an independent
individual from the University of New South Wales
using computerized software for random number gen-
eration. Participants randomized into the EASE inter-
vention were contacted and provided session details
while those in the ETAU arm were contacted to
arrange a meeting.

Post-intervention assessments were completed
eight-weeks following pre-assessment (1-week follow-
ing the EASE intervention). To ensure blinding, asses-
sors instructed families not to indicate whether they
received EASE or ETAU.

2.4. Measures

Participants were assessed at three time points: screen-
ing, baseline, and post-intervention. Assessments were
administered in Arabic using an interview format.
Assessors were national staff who had previous experi-
ence conducting large-scale screening programs and
interviews within Syrian communities. Prior to the
trial, they received training on the psychological
assessments, interviewing techniques, informed con-
sent, data management, methods of managing partici-
pant distress and reporting adverse events. To
examine the effectiveness of blinding procedures,
assessors registered their guess of what condition par-
ticipants were allocated.

2.4.1. Trial procedures and acceptability measures
To assess the feasibility of conducting a definitive trial,
we observed recruitment and retention rates as well as
the proportion of missing data. Acceptability of the
EASE intervention was determined by the number of
participants completing the intervention, defined as
children attending at least five sessions. Lastly, safety
was inferred by the number of adverse and serious
adverse events.

2.4.2. Screening

The CPDS was used to assess psychological distress at
screening (Jordans et al., 2008). The screener consists
of seven items, five child-reported and two-caregiver
reported. Responses are scored on a 3-point Likert
scale (0 = never, 2 = often/a lot). To account for

children not attending school, an additional option
was included in one of the caregiver reported items.
Scores are calculated by taking the sum of seven items,
and the cut-off =5 was used based on feasibility work
conducted in a sample of young adolescent Syrian
refugees in Lebanon (not yet published). In addition
to the CPDS, socio-demographics, a suicide screener
(WHO, 2010), and a screener for neurological and
developmental disorders were administered (Durkin
et al., 1995).

2.4.3. Child reported outcomes

2.4.3.1. Primary outcome. The Paediatric Symptom
Checklist (PSC-35) was used to assess child reported
psychological distress at baseline and post-assessment
(Jellinek et al., 1999). The PSC-35 is a 35-item instru-
ment measuring the frequency of internalizing, exter-
nalizing, somatic, social, and academic difficulties.
Scores are measured on a 3-point Likert scale
(0 = never, 2 = often) and total scores are calculated
by adding individual items (range: 0-70).

2.4.3.2. Secondary outcomes. The Patient Health
Questionnaire, adolescent version (PHQ-A) was used
to assess symptoms of depression (Johnson, Harris,
Spitzer, & Williams, 2002). The PHQ-A is a 9-item
symptom checklist corresponding to symptoms of
depression experienced in the past week and scored
on a 4-point scale (0 = not at all, 3 = nearly every day).
Scores are computed by summing all items, with
a maximum score of 27; higher scores indicate worse
symptom severity.

The Children’s Revised Impact of Events Scale
(CRIES-13) was used to assess levels of traumatic
stress (Children and War Foundation, 2005). The
scale consists of 13-items measuring the impact of
traumatic events on three domains: intrusion (4
items), avoidance (4 items) and arousal (5 items).
Items are scored on a 4-point scale (0 = not at all,
1 = rarely, 3 = sometimes, 5 = often) and the sum is
taken to compute the total score (range 0-65).

Wellbeing was measured using the Warwick
Edinburgh Mental Wellbeing Scale (WEBWBS),
which consists of 14 statements on the child’s thoughts
and feelings in the past week (Stewart-Brown et al,
2011). Scores are recorded on a 5-point scale (1 = none
of the time, 5 = all of the time). Items are summed to
provide a total score, ranging from 14 to 70, with
higher scores indicating greater wellbeing.

For children who attended school, their perception
of belonging and psychological engagement in school
(psychological membership) was measured using the
Psychological Sense of School Membership (PSSM)
scale (Goodenow, 1993). Scores for the 18 items
exploring relationships, acceptance, and rejection in
school are measured on a 5-point scale (1 = not at all
true, 5 = completely true). Scores were calculated by



taking the mean of the items, with higher scores indi-
cating a greater sense of belonging.

Daily functioning was measured using a scale spe-
cifically developed for the EASE study, utilizing meth-
ods outlined by Bolton (Bolton & Tang, 2002). In total,
nine items were selected to be representative of daily
activities that a well-functioning child would under-
take. Children rated items on a 4-point scale (1 = none,
4 = often), with total higher scores correlating with
greater levels of impairment.

2.4.4. Caregiver reported outcomes

The caregiver version of the PSC-35 was used to assess
caregiver perceived psychological distress of their
child (Jellinek et al., 1999). The number of items and
scoring of the PSC-35 caregiver report is the same as
the child version.

The caregiver level of psychological distress was
measured using the Kessler Distress Scale (K6)
(Kessler et al., 2003). The K6 has six-items relating to
symptoms experienced in the past week. Levels of
distress are reported on a 5-point scale (1 = all of the
time, 5 = none of the time). Items are summed and
higher scores indicate more distress.

Parenting behaviours were assessed using the
Alabama  Parenting  Questionnaire  (APQ-42)
(Maguin, Nochajski, De Wit, & Safyer, 2016). Five
parenting constructs were measured: involvement,
supervision and monitoring, positive parenting, con-
sistent discipline, and corporal punishment. Items are
scored on a 5-point scale (1 = never, 5 = always) and
scores are reported for each construct by summing
relevant items.

2.4.5. Child traumatic events

Caregivers were asked about potentially traumatic
events children might have been exposed to through
a 27-item traumatic events checklist. The items were
adapted in collaboration with local mental health pro-
fessionals from commonly used trauma checklists
(Foa, Johnson, Feeny, & Treadwell, 2001; Mollica
et al., 1992; Nickerson et al., 2015; Steinberg, Brymer,
Decker, & Pynoos, 2004). Items were scored
dichotomously.

2.5. Interventions

2.5.1. EASE

Details of the development of EASE have been pre-
viously reported (Dawson et al., 2019). EASE was devel-
oped by the WHO based on evidence-supported
strategies for the management of internalizing emo-
tional disorders in young adolescents (aged
10-14 years). EASE was developed through a formative
process consisting of a narrative review, identification
of empirically supported strategies for child-mental
health interventions, and extensive expert consultation.
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Both the child and caregiver are engaged throughout
EASE with the child receiving seven 90-min group
sessions and caregivers receiving three 120-min group
sessions. EASE was initially adapted for Syrians residing
in Lebanon and further adapted for use in Jordan.
Following adaptation, focus groups were conducted
with stakeholders and EASE facilitators to ensure the
manual was contextually appropriate for Syrian refu-
gees. Child sessions involve the following strategies:
psychoeducation, problem-solving, stress management
(diaphragmatic breathing), behavioural activation, and
relapse prevention. Caregiver sessions involve psychoe-
ducation, active listening, quality time, praise, self-care,
and relapse prevention. Caregiver sessions are sched-
uled so that the first occurs before the third child ses-
sion, the second occurs before the fifth, and the third
occurs before the last child session. We considered
completers of EASE to be children who attended at
least five sessions.

Ten EASE facilitators were trained and were non-
specialized male and female staff recruited by IFH with
a range of qualifications, including MHPSS experience
to tertiary qualifications in a variety of disciplines. All
facilitators received 8 days of training on the EASE
manual, basic counselling and group facilitation skills,
and were required to complete two supervised practice
cycles following the classroom-based learning.
Training and weekly clinical supervision were con-
ducted by a local supervisor (MG) who had a BSc
degree, over 10 years of mental health and psychoso-
cial counselling experience, had attended the EASE
training of trainers, and received specific training on
supervision and was supported by a Master supervisor;
the Master supervisor (AM) was an author of EASE
and provided remote supervision of the supervisor on
a weekly basis during the trial. Each EASE session was
conducted by two facilitators in pre-determined loca-
tions, chosen for ease of accessibility in the two urban
areas. Participants received reimbursement for travel
costs. To ensure treatment fidelity, the supervisor
attended 10% of the sessions to assess facilitator com-
petency and to ensure the manual was being followed
accurately using a standardized checklist.

2.5.2. ETAU

Treatment as usual for Syrians experiencing psycho-
logical distress in urban communities usually consists
of no intervention. For this study, the control group
received ETAU, a one-on-one psychoeducation ses-
sion conducted in the participant’s home. Two com-
munity health workers were recruited as ETAU
facilitators. A script was drafted to standardize ses-
sions and both caregiver and child were invited to
attend. Sessions were approximately 30 minutes in
duration. The primary purpose of ETAU was to pro-
vide the family with self-care strategies and nearby
referral options.
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2.6. Process evaluation

Following the collection of post-intervention data,
a process evaluation was conducted to understand the
acceptability of the intervention and to learn practical
lessons for improvement in the upcoming RCT. The
evaluation consisted of semi-structured individual and
focus group discussions with key-informants and parti-
cipants of the EASE program. Process evaluations were
conducted by IFH monitoring and evaluation staff who
had previous experience in conducting similar focus
groups and interviews for other programs. Children
and caregivers were divided by whether they completed
the intervention or not, and were selected at random
across genders. Both completers and non-completers of
EASE were interviewed as part of the process evaluation.
Two focus groups were conducted with completers; (1)
children (n = 6), (2) caregivers (n = 5) and seven inter-
views with non-completers (children = 3, caregivers = 4).
Open-ended questions regarding their experience with
EASE (e.g. what were your positive/negative experiences
with EASE), helpfulness (e.g. what did you think was
good/bad about the materials and information you
received) and impact and suggestions for improvements
were asked (e.g. if you wanted to improve the program
for other children/caregivers, are there any things that
you would change). For non-completers, an additional
open-ended question regarding the reasons they ceased
EASE participation was asked. Key informants included
EASE facilitators (n = 9), assessors (n = 5), and ETAU
facilitators (n = 2). Responses were analysed by Arabic-
speaking interpreters in association with two English-
speaking investigators by summarizing the responses of
each focus group. Interpretation of responses was guided
by the grounded theory that proposes that a theory can
be generated from qualitative responses (Corbin &
Strauss, 2014). Major themes pertinent to the interven-
tion and trial were identified during the examination of
responses rather than being pre-determined or being
quantified. Central to the premise of grounded theory
is the potential influence of raters” perceptions of quali-
tative information. To that end, interpretation of
responses was conducted jointly by (a) one female adult
Jordanian health workers with much experience in work-
ing with Syrian adolescents and families, (b) an adult
male Arabic-speaking interpreter experienced with
Syrian youth expressions, and (c) one adult, English-
speaking co-author of the original EASE manual.

2.7. Statistical analysis

This feasibility study was not intended to detect signifi-
cant differences between conditions. An exploratory
completer analysis of variance (ANOVA) of outcome
measures was conducted to observe differences between
EASE and ETAU. Results of within- and between-
subject F-scores were reported. The process evaluations

were transcribed by IFH staff and major themes were
identified throughout the focus groups and key-
informant interviews. All analyses were conducted
using SAS 9.4 (SAS Institute Inc, ed, 2013).

3. Results

One hundred and seventy-nine children were screened
to participate, 61 of whom indicated elevated levels of
psychological distress (34.1%) (Figure 1). The average
CPDS score was 4.22 (SD = 2.51) for all children and
6.48 (SD = 1.74) for study participants. Two children
were excluded from the study due to suicide risk and
were referred to the child protection department for
appropriate care. Fifty-nine children were invited to par-
ticipate in the trial, all of which completed the pre-
assessment and were randomized into the study.
Characteristics of study participants are in Table 1. The
average age of children in the study was 11.73 years
(SD = 1.35), with slightly more than half being boys
(n = 33, 55.93%). Children, on average, had more than
three siblings and those selected to participate were
among the youngest children of the caregiver. Almost
all children were currently enrolled in school (93.22%).
Children were exposed to more than six traumatic events
on average prior to the study (SD = 3.05), with most
common events being: having lived in a war zone,
a serious accident, fire, or explosion, lack of food or
water and danger during displacement (Table 2). No
child had directly participated in armed conflict or been
forced to destroy someone else’s property.

Most of the accompanying caregivers were mothers
(n = 56, 94.92%), with a mean age of 37.31 years
(SD = 6.96). The majority of families had both mother
and father living together (81.36%). The average high-
est level of education for mothers (61%) and fathers
(52%) was middle school. Most families resided in
rental accommodation (98.31%) and households
earned less than 299 USD JOD (~$420 USD) per
month (89.83%). Very few individuals reported
recently accessing NGO services (3.39%).

Participants were allocated into one of the five
EASE groups (5-8 participants per group). Children
attended an average of 5.39 sessions (out of 7) and
caregivers attended an average of 1.78 sessions (out
of 3). There were four children (12.12%) and nine
caregivers (27.27%) who did not attend any sessions.
Of the children who attended at least one EASE ses-
sion (n = 29), 89.66% completed at least five sessions
and were considered completers. All 26 participants
randomized into ETAU were provided with
a psychoeducation session. No adverse events were
reported. Table 3 contains the mean pre- and post-
treatment assessment scores for child and caregivers.

The repeated-measures ANOVA found significant
improvements for both groups from pre- to post-
treatment on Child reported PSC-35 (internalizing
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Screened for eligibility = 207

Not eligible = 141

Suicide risk = 2

Randomization = 64

gPM+ Intervention = 35

\ 4
Post-treatment Assessment

Completed = 28
Lost to follow up =7

Figure 1. Study flowchart.

domain), PHQ, PSSM, and caregiver reported APQ-42
(corporal punishment domain). There were significant
between-group main effects for treatment condition
for caregiver reported PSC-35 (attention and externa-
lizing domains), such that those in the EASE arm
reported lower average attention and externalizing
scores. There was also a significant interaction effect
in the APQ-42 (positive-parenting domain) between
time and treatment, indicating that caregivers who
received EASE reported greater improvement in posi-
tive parenting relative to those in the ETAU arm.

3.1. Process evaluation

Those who completed a minimum of five EASE ses-
sions indicated they very much enjoyed sessions and
learned new skills throughout the program. Caregivers
of children who completed the program expressed that
they noticed visible improvements in their children’s
mood and ability to cope with emotions. Both children

ETAU =29

Y

Post-treatment Assessment

Completed = 27
Lost to follow up = 2

and caregivers indicated they would have preferred
additional sessions of EASE for children. A similar
sentiment was shared by EASE facilitators who echoed
these comments based on feedback received during
sessions. Additionally, EASE facilitators noted obser-
ving positive changes in the mood of children who
completed the intervention. Caregivers indicated they
were initially wary of the program but following the
first caregiver session were much more willing for
their child to attend. This sentiment was reinforced
by feedback from facilitators who indicated that care-
givers seemed excited following their first EASE ses-
sion. Lastly, caregivers expressed they expected the
intervention would be related to their child’s educa-
tion and were upset to discover otherwise. ETAU
facilitators reported that families responded positively
to their visit and that a number of participants asked
for further help in contacting resources for additional
assistance. In addition, they indicated that the length
of the session was adequate to go through materials
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Table 1. Participant characteristics.

EASE (n = 33) ETAU (n = 26) Total (n = 59)

Children
Age (mean, SD) 11.52 (1.35) 12.00 (1.33) 11.73 (1.35)
Gender (N = Boys, %) 18 (54.55) 15 (57.69) 33 (55.93)
Number of children (mean, SD) 4.08 (1.67) 4.06 (1.30) 4.07 (1.46)
Birth order (mean, SD) 2.36 (1.48) 3.04 (2.95) 2.66 (2.25)
Currently in school (N, %) 30 (90.91) 25 (96.15) 55(93.22)
Number of school years complete

< 3 years (N, %) 0 (0%) 3 (11.54%) 3 (5.08%)

4 years (N, %) 4 (12.12%) 1 (3.85%) 5 (8.47%)

5 years (N, %) 15 (45.45%) 8 (30.77%) 23 (38.98%)

6 years (N, %) 6 (18.18%) 8 (30.77%) 14 (23.73%)

7 years (N, %) 5 (15.15%)

4 (15.38%) 9 (15.25%)

>8 years (N, %) 2 (6.06%) 2 (7.69%) 4 (6.78%)
Baseline CPDS Score (mean, SD) 6.53 (1.54) 6.42 (2.00) 6.48 (1.74)
Suicidal thoughts (past month) (N,%) 2 (6.1%) 1 (3.85%) 3 (5.1%)
Year arrived to Jordan

<2011 2 (6.06%) 0 (0%) 2 (3.39%)

2011 1 (3.03%) 0 (0%) 1 (1.69%)

2012 2 (6.06%) 6 (23.08%) 8 (13.56%)

2013 21 (63.64%) 17 (65.38%) 38 (64.41%)

2014 7 (21.21%) 3 (11.54%) 10 (16.95%)
Attended 5 EASE sessions (N, %) 26 (78.78%) - -
Caregiver
Caregiver Type (N, %)

Mother 31 (93.94) 25 (96.15) 56 (94.92)

Father 2 (6.06) 1(3.85) 3 (5.08)
Age (Mean, SD) 36.94 (5.84) 37.77 (8.27) 37.31 (6.96)
Both parents living at home? (N, %) 27 (81.82) 21 (80.77) 48 (81.36)
Mother Education (N, %)

No schooling complete 0(0) 2 (7.69) 2 (3.39)

Primary school 4(12.12) 8 (30.77) 12 (20.34)

Middle school 22 (66.67) 14 (53.85) 36 (61.02)

High school 6(18.18) 1(3.85) 7 (11.86)

Technical institute 0(0) 0 (0) 0(0)

Higher education 1(3.03) 1 (3.85) 2 (3.39)
Father Education (N, %)

No schooling complete 2(7.41) 0(0) 2 (4.17)

Primary school 8 (29.63) 6 (28.57) 14 (29.17)

Middle school 14 (51.85) 11 (52.38) 25 (52.08)

High school 1(3.70) 4 (19.05) 5(10.42)

Technical institute 1(3.70) 0(0) 1(2.08)

Higher education 1(3.70) 0 (0) 1 (2.08)
Housing Type (N, %)

Rented house/apartment 32 (96.97) 26 (100) 58 (98.31)

Owned property 1(3.03) 0(0) 1 (1.69)
Mother Employment (N, %)

Daily worker 1(3.03) 1 (3.85) 2 (3.39)

Self-employed 0 (0) 1 (3.85) 1(1.69)

Looking for work 4(12.12) 1(3.85) 5(8.47)

Homemaker 28 (84.85) 23 (88.46) 51 (86.44)
Father Employment (N, %)

Full-time 2(7.41) 1(4.76) 3 (6.25)

Daily worker 17 (62.96) 15 (71.43) 32 (66.67)

Looking for work 2(7.41) 3 (14.29) 5(10.42)

Not looking for work 1(3.70) 1(4.76) 2(4.17)

Homemaker 1(3.70) 0 (0) 1 (2.08)

Unable to work 4(14.81) 1(4.76) 5(10.42)
Household Income (N, %)

0-299 JOD 28 (84.85) 25 (96.15) 53 (89.83)

300-599 JOD 4(12.12) 1(3.85) 5(8.47)

Unable to Answer 1(3.03) 0(0) 1(1.69)
Recent NGO use (N, %) 1 (3.85) 1 (3.03) 2 (3.39)

and answer any questions. Non-completers indicated
the greatest barriers to attendance were: (1) having
multiple children at home who would be unsupervised
if their child went to the EASE program as the care-
giver or child attending EASE were primary caretakers
and (2) financial concerns related to initial cost of
transport to EASE locations. There were frustration
and confusion expressed in the focus groups and inter-
views regarding repeated assessments; specifically,

participants reported annoyance that many questions
in the assessment appeared to be similar, and they felt
burdened in answering these questions both before
and after the program.

4. Discussion

The aims of this trial were two-fold. Firstly, to assess
the safety and acceptability of the newly designed
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Table 2. Children’s traumatic events.

EASE (n = 33) ETAU (n = 26) Total (n = 59)
Number of Traumatic Events (Mean, SD) 6.76 (3.16) 5.96 (2.90) 6.41 (3.05)
Number of Traumatic Events (Median, IQR) 7(4,9) 6 (4, 8) 74,9
(1) Been in a War Zone 28 (84.8%) 21 (80.7%) 49 (83.1%)
(2) Serious Accident 26 (78.8%) 16 (61.5%) 42 (71.2%)
(3) Lack of food and water 26 (78.8%) 15 (57.7%) 41 (69.5%)
(4) Danger during displacement 22 (66.7%) 19 (73.1%) 41 (69.5%)
(5) Refugee Camp 19 (57.6%) 16 (61.5%) 35 (59.3%)
(6) Lack of shelter 20 (60.6%) 10 (38.5%) 30 (50.8%)
(7) Forced to hide 18 (54.5%) 12 (46.2%) 30 (50.8%)
(8) Seen a dead body 12 (36.4%) 12 (46.2%) 24 (40.7%)
(9) Felt their life was in danger 13 (39.4%) 6 (23.1%) 19 (32.2%)
(10) Witness killing/murder 8 (24.2%) 6 (23.1%) 14 (23.7%)
(11) Serious injury of family or friend 5 (15.2%) 4 (15.4%) 9 (15.3%)
(12) Disappearance/kidnapping of family member 5 (15.2%) 2 (7.7%) 7 (11.9%)
(13) Murder/death of family/friend 3(9.1%) 3 (11.5%) 6 (10.1%)
(14) Sexually assaulted 3(9.1%) 1 (3.8%) 4 (6.8%)
(15) Witness physical assault 1 (3.0%) 3 (11.5%) 4 (6.8%)
(16) Life-threatening illness 2 (6.1%) 2 (7.7%) 4 (6.8%)
(17) Forced separation from family 1 (3.0%) 3 (11.5%) 4 (6.8%)
(18) Exposure to toxic substance 3 (9.4%) 1 (3.8%) 4 (6.8%)
(19) Physically assaulted 2 (6.1%) 1 (3.8%) 3 (5.1%)
(20) Other 6 (18.1%) 2 (7.7%) 8 (13.6%)
Table 3. Psychological measures.
EASE (N = 33) ETAU (N = 26) Repeated Measures ANOVA
Pre- Post- Pre- Post-
Assessment Assessment Assessment Assessment
(N =33) (N=32) (N = 26) (N =25)
Mean (SD) Mean (SD) Mean (SD) Mean (SD) Time (F, p) Randomization (F, p) Interaction (F, p)
Child
PSC-35 21.12 (10.04) 19.56 (7.35) 18.92 (8.39) 16.60 (6.69) 2.18 (0.1452) 2.80 (0.0997) 0.00 (0.9664)
Attention 4.58 (2.06) 5.00 (2.00) 5.00 (2.01) 4,08 (1.85) 0.20 (0.6531) 0.54 (0.4638) 3.64 (0.0618)
Internalizing 3.52 (2.46) 2.59 (1.62) 3.58 (2.37) 2.84 (2.01) 5.97 (0.0178) 0.02 (0.8861) 0.29 (0.5939)
Externalizing 3.48 (2.66) 3.63 (1.96) 2.92 (1.72) 2.80 (1.35) 0.01 (0.9224) 2.57 (0.1141) 0.10 (0.7573)
PHQ 6.30 (6.28) 3.09 (3.98) 4.38 (4.13) 3.16 (4.40) 6.45 (0.0139) 1.60 (0.2110) 2.36 (0.1305)
CRIES 23.27 (18.48) 19.97 (18.29) 21.00 (19.04) 16.36 (17.44)  1.33 (0.2531) 1.13 (0.2916) 0.00 (0.9518)
Intrusion 7.55 (6.81) 5.59 (6.39) 7.50 (7.81) 5.28 (6.64) 3.07 (0.0855) 0.13 (0.7241) 0.03 (0.8655)
Avoidance 6.36 (5.55) 7.47 (6.76) 6.73 (6.69) 5.48 (6.21) 0.01 (0.9287) 0.66 (0.4186) 0.73 (0.3980)
Arousal 9.36 (7.74) 6.91 (6.18) 6.77 (6.48) 5.60 (5.80) 1.93 (0.1707) 3.45 (0.0686) 0.69 (0.4086)
Daily Functioning 6.09 (5.28) 413 (2.42) 4.77 (3.83) 3.6 (5.05) 2.79 (0.1006) 1.69 (0.1991) 0.41 (0.5241)
Wellbeing 46.39 (12.28) 49.75 (9.27) 48.19 (11.60) 51.48 (9.39)  3.26 (0.0763) 1.26 (0.2667) 0.20 (0.6569)
pPSsm? 3.26 (0.58) 2.97 (0.53) 3.36 (0.49) 3.34 (0.51) 5.48 (0.0231) 1.92 (0.1718) 0.13 (0.7242)
Caregiver
PSC-35 24.24 (11.56) 23.56 (8.66) 20.92 (11.51) 20.12 (7.87)  0.06 (0.8093) 3.88 (0.0539) 0.31 (0.5818)
Attention 5.21 (2.85) 5.63 (2.14) 4.77 (2.34) 4.28 (1.88) 0.01 (0.9294) 4.21 (0.0449) 0.76 (0.3878)
Internalizing 3.64 (2.38) 3.75 (2.30) 3.69 (2.33) 3.08 (2.06) 0.27 (0.6022) 0.90 (0.3457) 0.37 (0.5480)
Externalizing 4.58 (2.97) 4.59 (2.30) 3.46 (2.72) 3.60 (1.91) 0.32 (0.5736) 5.34 (0.0246) 0.32 (0.5736)
K6 18.21 (5.77) 18.78 (5.34) 17.92 (6.27) 16.88 (5.09) 0.08 (0.7755) 0.57 (0.4534) 1.12 (0.2937)
Alabama
Parental Involvement 31.30 (7.59) 3291 (5.23) 34 (7.07) 33.15 (5.88) 0.07 (0.7862) 1.34 (0.2524) 2.16 (0.1470)
Positive Parenting 21.27 (5.48) 23.38 (2.84) 23.62 (3.31) 23.12 (3.56) 1.86 (0.1781) 1.47 (0.2305) 4.98 (0.0298)
Poor Monitoring 16.18 (5.91) 15.94 (4.48) 14.81 (5.61) 15.4 (3.43) 0.03 (0.8653) 1.45 (0.2329) 0.40 (0.5293)
Inconsistent Discipline 15.27 (3.69) 15.97 (3.29) 16.04 (5.45) 15.40 (2.60) 0.02 (0.8891) 0.02 (0.8819) 0.41 (0.5261)
Corporal Punishment 6.00 (2.89) 5.31 (2.09) 7.15 (3.07) 4.92 (2.00) 9.39 (0.0034) 0.23 (0.6319) 1.87 (0.1772)

?Only completed by children who were currently attending school (n = 55).

EASE program among Syrian refugees, and secondly it is encouraging that so many youths remained in

to learn lessons on how to implement a larger defini-
tive RCT evaluating EASE in this context.

In EASE, high attendance rates for youth were
observed suggesting acceptability of the intervention.
Moderate caregiver engagement was achieved.
Following the intervention, caregivers provided feed-
back indicating that following the first caregiver ses-
sion, they were more willing to allow their children to
attend EASE groups. Considering this is an early
feasibility study of the WHOs new EASE program,

groups and indicated a willingness to engage in the
program. The attendance by caregivers, however,
suggests that caregiver engagement needs to be
addressed. The obstacle caregiver attendance can be
multiple in LMICs, including transport difficulties
and competing demands. Caregiver and family
engagement is often seen as an obstacle that needs
to be addressed in child mental health treatments
(Semrau et al., 2016). Based on these finding, it is
recommended that the first caregiver session
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precedes the first child session and be adapted to
enhance adherence. Additionally, the community
engagement phase needs to highlight the benefits
for the child and family and clarify potential misun-
derstandings (e.g. education).

There were no adverse events reported for children or
caregivers throughout the trial, including during the
screening and assessment phases. This is an important
finding for the safety of the intervention in Jordan as the
‘do no harm’ principle is a core foundation of mental
health interventions and humanitarian work alike
(Wessells, 2009). During the screening, two children
were found to be at-risk of suicide and were immediately
referred to child protection services for appropriate sup-
port. Without screening, these children likely would have
remained unidentified. As psychological interventions
for Syrian refugee children are often scarce, it is essential
that any programming attempts guarantee the safety of
child participants and adequately identify the most vul-
nerable. Trial protocols in this instance appear to show
appropriate safeguarding of children and identification of
those most-at-risk. Little is known about the profile of
Syrian refugees living in urban settings in Jordan, and
data that is available often captures only the experiences
of registered refugees. The demographic data present an
interesting snapshot of the lives of Syrian youth in Jordan,
irrespective of registration status. The vast majority of
children participating in this trial were attending some
form of school. Greater than 85% of the caregivers did not
have a high-school education. Despite data suggesting
high average household sizes (minimum of 6 persons in
most households was reported), monthly income was
considerably below the poverty line (UNICEF, 2020).
Additionally, children had experienced a large number
of traumas in their journeys from Syria to Jordan.
Interestingly, few individuals reported recent contact
with services available to them in the community which
suggests that refugees in urban communities were not
help-seeking.

Although the feasibility trial was not powered to detect
between-group differences, it is interesting that there was
no trend for the remission of distress in either EASE or
ETAU conditions. This is an unusual pattern in trials to
reduce psychological distress. Several possibilities exist
for this observation. First, it is possible that neither
EASE nor ETAU were sufficient to reduce youth distress.
Second, the stressors that exist for refugee youth in
Jordan may limit their capacity to experience reductions
in distress; this possibility is underscored by the high
prevalence of prior traumatic events and ongoing stres-
sors regarding poverty and academic pressures. Third, it
is possible that the level of distress that was used as an
entry criterion to the study was too low, which resulted in
34% of the screened youth being eligible; enrolment of
youth who are not significantly distressed may limit the
capacity for distress to reduce over time.

4.1. Lessons learned

Numerous lessons learned can be extrapolated from the
current findings. Firstly, a considerable number of per-
sons was screened within a relatively short period of
time, suggesting that the recruitment of refugees can be
achieved if areas targeted have a high density of refu-
gees. Secondly, between the screening and pre-
assessment phase, no drop-outs were observed, and
only two participants were lost to follow-up. Although
preliminary, this trend demonstrates promising feasi-
bility in conducting a larger definitive controlled trial
and in implementing a program, such as EASE after
conducting community screening. This is particularly
important in settings where people are not treatment-
seeking. We note that the level of acceptability in this
pilot trial may be influenced by the apparent proportion
of youth who were not extremely distressed; however,
we also note that there was a significant proportion of
the sample that did have psychological distress, which
attests to the protocol being acceptable for these youths.

A third lesson learned relates to the selection of cut-off
scores used during screening. Despite screening positive
for distress on the CPDS, the primary outcome measure
of psychological distress (PSC-35) showed mean pre-
assessment scores of participants included in the EASE
intervention and ETAU (21.12 and 18.92, respectively)
were considerably lower than globally recognized cut-ofts
in both child and caregiver reported versions, conse-
quently generating a floor-effect for observing explora-
tory changes in outcomes (Jellinek et al., 1999; Pagano,
Cassidy, Little, Murphy, & Jellinek, 2000). This suggests
the population screening for inclusion was possibly not
representative of a population of youth experiencing
psychological distress, which was the target group the
intervention was developed for. Further, it speaks to the
resilience of many Syrian refugee populations that despite
the number of traumatic events reported, two-thirds of
the screened population did not meet the criteria for
distress. Based on the finding in this feasibility study,
the screening criteria are to be adjusted for the subse-
quent definitive RCT study to ensure a truly distressed
cohort is recruited (Brown et al., 2019). More specifically,
the CPDS, which is a generic measure of distress in
children, will be replaced with a more clinical measure
of distress (PSC-17) as the primary screening measure
(Jellinek et al., 1999).

Lastly, more clear scripts will be produced for assess-
ment staff to guide initial interactions with families
during the screening and baseline assessments.
Although there were minimal dropouts during the fol-
low-up assessments, caregivers expressed frustration as
the length and repetition. During the focus groups
when the purpose and reasons for repeated assessments
were provided, caregivers were more understanding of
the procedure. This would afford the research team to
more appropriately inform participants on the program



as well as addressing known misunderstandings identi-
fied during the feasibility trial (e.g. education).

4.2. Limitations

Due to the low numbers of recruited persons, we did
not have sufficient power to elucidate the effects of the
EASE intervention. As this was a feasibility trial, the
potential to learn lessons was the primary priority.
Secondly, the true effect of the EASE intervention
may have been less apparent due to the low-level of
psychological distress exhibited by the recruited sam-
ple as noticed by baseline assessment scores. Thirdly,
the primary endpoint of the definitive RCT will be
a three-month follow-up assessment. As we only
examined post-intervention assessments in the feasi-
bility trial, it was not possible to determine retention
rates in the full trial.

Lastly, not all measures used in this study have been
previously validated in this population. Further inves-
tigation into the validity and reliability of these mea-
sures should be undertaken.

5. Conclusion

In summary, this feasibility trial indicates that the new
EASE intervention developed by the WHO appears to
be safe and acceptable to both refugee children and
their caregivers. Importantly, attendance at the groups
was encouraging, which can be a major barrier in
LMICs. The observation that youth and caregivers
maintained their attendance over the course of the
EASE program, with 79% of participants completing
the program, reflects a high level of motivation and
engagement. These factors point to the need for a fully
powered controlled trial to evaluate the benefits of
EASE for youth affected by psychological distress.
The current findings highlighted that the initially
planned screening instrument was not optimal for
this setting, and so the RCT required a more stringent
measure to identify youth who are distressed. This
study indicates that pilot research is useful before full
trials to determine optimal procedures for the identi-
fication of participants and assessment of outcomes.
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