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Abstract

mental health in a refugee camp in Western Uganda.

Background: Child psychological distress in refugee settings is a significant public health concern, which is
exacerbated by poor caregiver mental health and functioning. However, there are limited studies about effective
interventions to improve caregiver mental health in support of child wellbeing. The objective of the current study is
to evaluate the effectiveness and implementation of the Journey of Life (Jol) intervention to improve caregiver

Methods: A waitlist-control quasi-experimental design is being implemented in the Kiryandongo refugee
settlement (intervention n =600, control n = 600). Caregiver mental distress, measured using the Kessler-6, was
selected as the primary outcome. Secondary outcomes include (a) functioning measured by the World Health
Organization Disability Assessment Schedule, (b) social support measured by the Medical Outcomes Study Social
Support Survey, and (c) caregiving behaviors according to the Parental Acceptance and Rejection Questionnaire
and the Child Protection Index. The study aims to examine the implementation of the Jol intervention through
qualitative assessments of intervention feasibility, adaptations, and reach.

Discussion: This trial will add much-needed evidence for the implementation of caregiver psychosocial
programming within the humanitarian community. Findings will be disseminated amongst local, regional, and
global actors in order to guide potential scale up within humanitarian settings.

Trial registration: Clinical Trials NCT04817098 (Registered: 3/24/21).
Keywords: Refugee, Psychosocial support, Child protection, Uganda, South Sudan

Background

Uganda hosts 1.4 million refugees, approximately two
thirds of whom are from South Sudan, and over half of
whom are children [1]. Displaced children are vulnerable
to the impacts of caregiver wellbeing and parenting prac-
tices. Refugee caregivers (including biological parents and
legal/custodial guardians) cope with a range of stressors
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including pre-migration conflict and loss as well as post-
migration stressors such as poverty, inadequate or unsafe
housing, restrictions on employment, limited access to
healthcare and education, and loss of social support
networks [2—4]. It is well documented that chronic stress
leads to negative coping mechanisms such as alcohol and
drug abuse, gender based violence, self-harm behaviors,
school absenteeism, and worsening mental disorders
among adults [5]. Furthermore, caregiver depression is
correlated with increased symptoms of depression among
their children [6]. High stress also depletes the ability of
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caregivers to cope and support their children, leading to
compromised caregiving, including unresponsive, over-
protective, and harsh caregiving [7]. Living in refugee
camp settings can strain caregiver wellbeing and parenting
behaviors, which in turn can create barriers to healthy
child development.

For children, displacement has been shown to amplify
susceptibility to malnutrition, infectious disease, pro-
longed periods out of school, and vulnerability to trans-
actional sex for income and safety [8, 9]. The stressors
experienced by children are further exacerbated when
adult support mechanisms are strained [10]. Chronically
or highly stressed caregivers are more likely to have chil-
dren with insecure attachments, which has been shown
to pose a risk for subsequent difficulties in children’s
interpersonal relationships, self-regulation, and achieve-
ment [11]. The relationships between caregiver stress,
compromised caregiving, and detriments to child well-
being have been well documented in studies of diverse
refugee communities [6, 12—-14].

There is growing evidence that psychosocial interven-
tions supporting caregivers can also improve caregiving
abilities. Programming that prioritizes caregiving know-
ledge and skills have been shown to contribute to
improved parenting and child outcomes, such as a warmer
parenting style, strengthened relationships, and improved
academic achievement for children [15-19]. Additionally,
psychosocial support interventions with caregivers have
demonstrated success in reducing symptoms of caregiver
emotional distress, and have shown improvement in
overall caregiver well-being [20-28]. However, approaches
that build caregiver capacity and support psychosocial
well-being have been underutilized and understudied for
their effectiveness in humanitarian settings.

Relatedly, the majority of implementation science
studies, which assess the uptake of evidence based prac-
tices (EBPs) such as caregiver interventions, are based in
high income countries [12]. Building the evidence for
the implementation of psychosocial EBPs in humanitar-
ian contexts requires the analysis of ecological, institu-
tional, and interpersonal factors including funding and
human resource constraints, security and logistics, and a
limited capacity of program staff to rigorously assess
factors influencing implementation in addition to overall
effectiveness [29, 30]. However, a careful investigation
into factors that influence implementation in a humani-
tarian setting is vital to continued uptake of EBPs,
scale-up, and dissemination [31-34].

The primary goal of this study is to evaluate the
effectiveness and implementation of the Journey of
Life (JoL), an intervention to improve child wellbeing
through improved caregiver mental health and psychosocial
support (MHPSS), in a refugee settlement in Uganda.
Through the evaluation, we will:
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(1) Evaluate the impact of JoL on MHPSS outcomes,
including the mental health (primary outcome) of
caregivers, along with changes in caregiver
functioning, social support, and parenting behaviors
(secondary outcomes); and

(2) Investigate the implementation of the JoL
intervention in terms of feasibility, reach, and
adaptations.

Methods

Setting

Uganda is one of the most welcoming countries to refu-
gees in the world, with freedom of movement, the right
to employment, education, and health. Despite access to
these opportunities, 80% of refugees live below the
poverty line [35]. Kiryandongo Settlement, the location
for this study, has a population of approximately 313,800
people, of whom 17% are refugees; the rest are Ugandan
nationals, including internally displaced persons (IDPs).
The large majority (99%) of the refugee population in
Kiryandongo have fled conflict in South Sudan, while
the rest are from the Democratic Republic of Congo,
Sudan, Kenya, Burundi, and Rwanda [36]. Approximately
62% of the Kiryandongo population is under the age of
18. In February 2020 there were 847 children identified
as unaccompanied, separated, or currently at risk [36].
These numbers are not exhaustive due to incomplete
birth registrations and record keeping. Children and ad-
olescents within Kiryandongo consistently report high
levels of distress, with 30 to 50% meeting criteria for
anxiety and depression [6, 37]. Additionally, 77% of refu-
gees in Kiryandongo reported that when a family mem-
ber was in psychological distress they were not able to
access psychosocial care [38].

Intervention design

JoL was developed to raise awareness among adults
about the psychosocial needs of vulnerable children
[39-41]. It provides an opportunity for individuals
impacted by conflict and displacement to examine the
ways they support children and families in their
communities. This JoL adaption focuses on engaging
caregivers in building awareness around child protec-
tion and fosters psychosocial support through reflec-
tion, dialogue, and action. The series of workshops are
divided into twelve sessions that include; psychoeduca-
tion, self-care, positive parenting, understanding chil-
dren’s needs, identifying children who need help, and
building on children’s strengths. The manualized
protocol for 12 sessions is designed to be implemented
by non-specialized humanitarian workers. There is an
overall emphasis across the curriculum on creating
nurturing and caring communities.
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Study design

The proposed study will evaluate the effectiveness and
implementation of the JoL intervention using a quasi-
experimental waitlist control design. In order to reduce
contamination, the treatment group will be conducted in
one Ranch (a demarcated segment of the settlement) of
Kiryandongo, while the wait-list control group will be in
a Ranch that is geographically separate. Participants in
the intervention group will receive the program weekly
for 12 weeks. The waitlist control group will be invited
to participate in the intervention shortly after the
endline assessment in the intervention group has been
completed (see Fig. 1). Effectiveness indicators will be
assessed at baseline and endline.

Quantitative study design

Every community member (intervention and wait-list
control) invited to participate in JoL will also be invited
to participate in the evaluation study. To ensure suffi-
cient power, we conducted a sample size calculation for
our primary outcome measure — mental distress, mea-
sured through the Kessler 6. The proposed sample size
(n =960; assuming 80% retention of an initial # = 1200)
is adequate for detecting an effect size of 11% with 80%
power. R (base library, command power.prop.test) was
used to conduct the power analysis. We intend to
maximize our sample in order to be able to explore
potential differences between males and females, and
also to be able to look at per-protocol (those who attend
>75% of sessions) versus intent-to-treat analyses.
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Recruitment and population characteristics

Participant recruitment will be conducted in collabor-
ation with the staff of the implementing organization
and their community partners. Inclusion criteria for par-
ticipation in JoL is any person (men and women) ages
18 and over who lives with a child under 18 years old or
has caregiving responsibilities for someone under the
age of 18. Participants can be refugees or Ugandan
nationals living in the study location, they do not need
to meet any criteria for adverse mental health, including
stress or mild mental illness. Additionally, individuals
who have experienced an adverse mental health event
are not excluded from the study. Exclusion criteria
for the intervention includes anyone aged 17 and
under and anyone who is not able to consent to
participate.

Nested qualitative study

Data regarding the implementation of JoL will be col-
lected through qualitative interviews at baseline and
endline, and through a process evaluation. Interviewers
will conduct key informant interviews (KIIs) with imple-
menting staff, community partners, and participants at
baseline and endline. Sample sizes for qualitative data
collection will be oriented with the aim of reaching sat-
uration [42]. Data will be analyzed using Dedoose [43].
The process evaluation will draw on routine monitoring
tools, including activity sheets, attendance and observa-
tion checklists.

-
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Fig. 1 Study flow chart
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Data management

Participants names will not appear on any collected data;
they will each be assigned a unique study ID. Quantitative
survey data collected on tablets will be uploaded to the se-
cure server directly by the research coordinator, from
which it will be downloaded to Washington University in
St. Louis’ secure server and entered into STATA. Qualita-
tive data will be similarly downloaded to a secure server
and entered into Dedoose. All non-digital data (e.g. con-
sent forms, activity sheets, and attendance and observation
checklists) will be stored securely at the implementation
site office, and all data and analysis files will be securely
password protected and encrypted. For all quantitative
survey data, range and consistently checks will be per-
formed within a few days of data collection. De-identified
qualitative data will be translated and transcribed verbatim
and entered in Dedoose where they will be coded and ana-
lyzed by the research team.

Adverse events

There is minimal risk to participant safety or wellbeing
from participation in this study due to the non-
pharmacological and non-clinical nature of this interven-
tion. The occurrence of adverse events (AEs) will be
monitored through a standard Adverse Event Reporting
Procedure. All AEs reported by enumerators will be re-
corded by the research team, discussed with the research
coordinator and referred to appropriate support services
within 24 h of notification.

Ethics

All study procedures were approved by the Washington
University in St. Louis Institutional Review Board (IRB)
and by an in-country IRB (TASO Uganda). Eligible par-
ticipants will be systematically screened by interviewers
to determine that they meet the inclusion criteria and
are competent to be interviewed. Everyone participating
in the intervention will be invited to participate in the
baseline and endline surveys to track participant
changes. Data collection staff will be trained and avail-
able to respond to any questions on the consenting
process. Consent will be explained to participants ver-
bally and in a written format, participants will sign writ-
ten consent for participation.

Effectiveness outcomes

All questionnaire data will be gathered using Android
tablets. Measures will be administered in Juba Arabic,
Dinka, Nuer, and Acholi (languages covering the major-
ity of the population) by trained and supervised enumer-
ators. In order to capture key demographic information,
the survey contains questions related to age, gender,
marital status, years of education, current sources of in-
come, and caregiving status. Survey modules cover
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functioning, social support, experiences of intimate part-
ner violence, mental distress, child protection behaviors,
and parenting styles. See Table 1 for a detailed overview
of measures.

Implementation measures

Frameworks such as FRAME (Framework for Reporting
Adaptations and Modifications-Expanded) provides a
structure to analyze program adaptations pre-, during,
and post-implementation [54]. FRAME includes [1]
when and how adaptations were made, [2] whether the
adaptations were unplanned/reactive or planned/pro-
active, [3] who determined the adaptation, [4] what was
adapted, [5] at what level of delivery the adaptation was
made, [6] the type of adaptation, [7] the extent to which
the adaptation is consistent with fidelity, [8] the reasons
for the adaptation. Adaptations, including the successful
tailoring of evidence-based practices for the target popu-
lation, may improve participant involvement and overall
clinical outcomes.

Additionally, components of the CFIR (Consolidated
Framework for Implementation Research) [55] will be
integrated into qualitative semi-structured Klls at base-
line and endline with implementation staff, community
organization partners, and community members in order
to address implementation components, including ac-
ceptability, feasibility, and others outlined in Table 2.
Findings from KlIs will be used to inform program adap-
tations and record implementation indicators. Additional
indicators will be tracked using monitoring and evalu-
ation (M&E) approaches such as tracking attendance,
and monitoring fidelity to program components using
observation checklists.

Data analysis

Quantitative analysis

The analytic plan is designed to assess effectiveness of
the JoL intervention on MHPSS and caregiving behav-
iors. The level of significance for all analyses will be set
at 5%. We will initially assess the sample in terms of
baseline characteristics. Other preliminary data analyses
will include studies of patterns of missing data, dropout
rates, distributional properties of dependent and other
measures, and correlations among outcomes. We will
determine if effectiveness differs meaningfully in the
intervention group compared to the control group. As
the primary intervention is community based, an indi-
vidual’s specific exposure to intervention activities (e.g.
intervention dose received) will not be explored, but ra-
ther all individuals within the intervention group will be
categorized as intervention respondents and all individ-
uals within the control group will be categorized as
control respondents. We will also assess the effect of
potential mediators in the causal pathway between
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Table 1 Outcome Measures
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Measure

Tool

Description

Mental distress

Functioning

Social Support

Parenting behaviors

Attitudes towards
child protection

Intimate partner
violence

Kessler-6

World Health Organization
Disability Assessment Schedule

Medical Outcomes Study (MOS)

Parenting Acceptance and
Rejection Questionnaire

Child Protection Index

WHO multi-country Violence
Against Women (VAW) study

The Kessler-6 asks participants how frequently they have experienced certain symptoms in
the past thirty days and presents a consistent range of responses ranging from “1 - All of
the time” to “5 - None of the time” [44]. The scale shows consistency across multiple
socio-demographic variables and has been previously documented among refugees in
Uganda [45].

WHODAS assesses functioning through six domains of cognition, mobility, self-care, inter-
personal skills, life activities, and community participation. The WHODAS has been used in
international settings including Uganda Bachani et al. [46].

The MOS measures social support across five dimensions, including: 1) emotional, 2)
informational, 3) tangible, 4) positive social interactions, and 5) affection. It has been used
to assess social support among individuals affected by HIV in Uganda [47-49].

For the purposes of this study, the subscales of warmth/affection, hostility/aggression,
indifference/neglect, and undifferentiated rejection will be used. The PARQ has been used
in similar settings to assess parenting behaviors [50].

ltems related to perceptions on the treatment of children, child rearing, and educating
children are included in this study. Developed in collaboration with the UNHCR, AVSI, and
the CPC Learning Network, the Child Protection Index, assesses child protection outcomes
in displacement settings Meyer et al. [51], and has been used previously in Uganda Meyer
et al, [6, 52, 53].

These items estimate the prevalence of physical, sexual, and emotional violence against
women. The World Health Organization (WHO) Multi-country study on Women's Health
and Domestic Violence included the collection of data from over 24,000 women in 10
countries.

treatment and outcome. To explore if efficacy differs by
baseline characteristics (moderation), we will model the
outcomes with the relevant baseline characteristics and
their interaction as predictors. Factor-stratified models
(e.g. by gender) may be explored if interaction terms are

found to be statistically significant. Our modeling ap-
proach to assess changes in outcomes over time will use
generalized mixed models for longitudinal data. This
class of models does not assume that subjects are
measured at all time-points, and therefore can include

Table 2 Implementation science framework for JoL assessment

Construct

Short Description

Collection Method

Intervention characteristics

Acceptability
Outer setting

Needs & Resources

Cosmopolitanism
Inner setting

Culture

Feasibility

Define if the program feels acceptable to community stakeholders Kil
Community needs and available supportive resources. Kil
Organizational network and connections with other organizations. Kil
Organizational norms, values, and customs. Kl
Defining barriers and facilitators in order to address potential Kil

adaptions to the implementation strategy and manualized tools.

Characteristics of individuals

Self-efficacy
Attendance
Execution

JoL Components
Adaptations
Group composition
Space procurement
Scheduling
Attrition
Fidelity

Belief in one's own capabilities to execute the implementation plan. Kil
Track attendance at weekly sessions and reasons for not attending M&E
Delivering the program according to plan. Kl
Tailoring the intervention to population and context specific needs. Kil
The composition of groups, including demographics of participants.

The proposed location of the JoL groups. Kl
The best time of day and/or day of the week to meet Kil
Barriers and facilitators to retention Kil
Track fidelity to program components using observation checklists M&E
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subjects with two measurement time-points. In these
analyses, we will examine changes across time in order
to assess — and isolate from programmatic efficacy - the
effect of time. Based on intervention attendance records,
both intention-to-treat and per-protocol analyses will be
explored. We will also conduct sensitivity analyses to
investigate the robustness of results across different
models for missing data, following this detailed ap-
proach. Additional analyses will also be explored, such
as the need for models that use inverse probability
weighting to account for potentially high levels of in-
complete intervention participation within the interven-
tion community.

Qualitative analysis

On-going qualitative analyses will be conducted over the
course of the study to explore new and unexpected
themes that arise; we will shift to new questions when
saturation is reached. Using Dedoose, multiple study
staff members will independently code 10% of the tran-
scripts and compare the application of the coding
scheme to assess its reliability and robustness; we will
resolve disagreements through discussion.

Systematic analysis of the various types of data
collected will be conducted using a grounded theory
approach. Grounded theory analysis requires that data
be analyzed continuously throughout the duration of
data collection, so that theories generated from the data
can be used to direct and inform subsequent research
efforts. In grounded theory, the researcher summarizes
initial observations into conceptual categories and then
tests the coherence of the categories in the research set-
ting with additional observations so that theory evolves
but is grounded in data from subsequent observations.
An initial codebook and coding scheme will be devel-
oped and expanded as the data are analyzed.

We will use the content analysis techniques, repetitions
and cutting and sorting, to identify themes in the data.
These content analyses techniques involve identifying
the recurrence of words/phrases (repetitions), and recog-
nizing patterns in quotes and expressions that are salient
and that can be distinguished from other patterns in the
data (cutting), then organizing them together (sorting).

Dissemination

The results of this project will be disseminated internally
among implementation staf of TPO and REPSSI about
the use and implementation of JoL. Results will be
shared in verbal and written formats to ensure accessibil-
ity. Additionally, presentations about outcomes will be or-
ganized for UNHCR agency meetings both in settlement
locations and among agencies in Kampala. Other forums
for dissemination will include annual research meetings
and forums virtually and in-person. If JoL is proven to be
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effective, the adapted manual will be shared with program
developers, implementation staff, and key partners in
order to facilitate scale up of implementation. REPSSI will
also disseminate the adapted manual across countries of
operation. Furthermore, results will be published in
English in peer-reviewed journals for regional and glo-
bal audiences.

Discussion

Although psychosocial programs comprise a large
proportion of MHPSS humanitarian programming for
mental health and wellbeing, evidence to support the
effectiveness of psychosocial interventions remains
nascent [56]. Psychosocial programming remains con-
ceptually different from the treatment of mental disor-
ders through mental health programming, and includes
a broader array of potential intervention approaches.
This breadth presents a challenge in the field, as bound-
aries of what is meant by ‘psychosocial wellbeing’ remain
nebulous. For example, a series of impact evaluations re-
cently found that widely-implemented child-friendly
spaces (CFS), which have generally been perceived to be
instrumental for psychosocial wellbeing and child pro-
tection, have small to no effects (potentially related to
quality and fit to local context) [57-59]. One of the
lessons learned from this body of research is that the
provision of space alone is not sufficient to improve
psychosocial wellbeing, but programming that supports
social support and psychological wellbeing alongside the
provision of basic services is vital.

Even when there is sufficient evidence for programs,
they are rarely scaled or widely implemented [60]. In re-
cent years, there has been a shift in research to ensure
that evidence-informed programs, such as JoL, incorpor-
ate rigorous tracking of implementation strategies to
strengthen future scalability, replicability, and sustain-
ability. Ideally, psychosocial programs can continue to
be implemented and have an impact on communities
long after the program is first initiated. Implementation
strategies, guided by implementing organizations and it-
eratively improved, help to maximize the effectiveness of
programs within each community, while being mindful
of contextual factors and available resources. This study
tests the effectiveness of a seldom-studied psychosocial
intervention, while simultaneously gathering information
about its implementation in a real world setting [61].
This hybrid design is particularly important in areas with
limited resources, where factors to improve the imple-
mentation and sustainability of programs are lesser
known and where there are barriers to rigorous imple-
mentation trials [61-65].

We acknowledge potential challenges that may emerge
during the implementation and evaluation of the JoL
program. One of these challenges includes operating
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during the COVID-19 pandemic. Good practice safety
measures have been put in place to protect the health of
staff and participants involved in the program and evalu-
ation. Another challenge may involve operating during
the wet season in Uganda, which may affect access and
participation and will be monitored as part of program
M&E. Additionally, we have tried to account for poten-
tial spillover effects by ensuring the selected Ranches are
sufficiently geographically separated. We know that
groups of participants will include community members
who hold various roles in the community who may en-
gage with program material differently; we will be care-
fully monitoring and working to minimize power
dynamics within the groups. Implementation and evalu-
ation staff will monitor emerging issues, and provide a
constructive environment for participation.

The primary goal of JoL is to provide a sustainable so-
lution to support the wellbeing of children and families
living in Kiryandongo, Uganda. Following intervention
delivery, it is hypothesized that participants will have im-
proved self-care strategies and be better able to promote
and improve child wellbeing. Overall, this study supports
burgeoning literature about caregiver psychosocial sup-
port and child protection programs in humanitarian and
low-resourced settings.
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