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Abstract

Background: The involvement of service users and caregivers is recommended as a strategy to strengthen health
systems and scale up quality mental healthcare equitably, particularly in low-and-middle-income countries. Service
user and caregiver involvement is complex, and its meaningful implementation seems to be a worldwide challenge.
Theory of Change (ToC) has been recommended to guide the development, implementation and evaluation of
such complex interventions. This paper aims to describe a ToC model for service user and caregiver involvement in a
primary mental health care in rural Ethiopia.

Methods: The ToC was developed in two workshops conducted in (i) Addis Ababa with purposively selected psy-
chiatrists (n =4) and multidisciplinary researchers (n=3), and (ii) a rural district in south-central Ethiopia (Sodo), with
community stakeholders (n =24). Information from the workshops (provisional ToC maps, minutes, audio recordings),
and inputs from a previous qualitative study were triangulated to develop the detailed ToC map. This ToC map was
further refined with written feedback and further consultative meetings with the research team (n=6) and commu-
nity stakeholders (n=35).

Results: The experiential knowledge and professional expertise of ToC participants combined to produce a ToC map
that incorporated key components (community, health organisation, service user and caregiver), necessary interven-
tions, preconditions, assumptions and indicators towards the long-term outcomes. The participatory nature of ToC
by itself raised awareness of the possibilities for servicer user and caregiver involvement, promoted co-working and
stimulated immediate commitments to mobilise support for a grass roots service user organization.

Conclusions: The ToC workshops provided an opportunity to co-produce a ToC for service user and caregiver
involvement in mental health system strengthening linked to the planned model for scale-up of mental health care

in Ethiopia. The next steps will be to pilot a multi-faceted intervention based on the ToC and link locally generated evi-
dence to published evidence and theories to refine the ToC for broader transferability to other mental health settings.
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many terms used often interchangeably (e.g. patient/
caregiver engagement/co-production, consumer/fam-
ily participation, patient and public involvement) in
the literature [1, 4, 5]. In this study, service user and
caregiver involvement is defined as the active involve-
ment by service users, caregivers and their representa-
tives in decision-making within mental health system
in a range of activities including, policy making, plan-
ning, service development and delivery, monitoring and
evaluation or quality assurance, research, training and
education, peer support and case management, and
advocacy within the health system starting from their
expertise gained from experience [1]. The involvement
of service user and caregiver can take place at multi-
ple levels: the micro-level (e.g. in individual care deci-
sion-making, planning and management), meso-level
(e.g. in local service planning, monitoring and evalua-
tion, advocacy, training and recruitment of staff, input
into guidelines), and macro-level (e.g. policy making,
national level planning and advocacy) [1, 5, 6].

There is explicit international policy direction from the
World Health Organization for national mental health
systems to empower and involve service users in mental
health system strengthening [7, 8]. The same directive
has become a policy imperative and is therefore firmly
embedded in policy documents of many high income
countries [3, 9].

There is evidence from high income countries of many
benefits of service user and caregiver involvement for: (i)
the healthcare system (e.g., better access to, and accept-
ability of health care services) [10, 11]; (ii) for health pro-
fessionals (e.g., improved attitudes, better understanding
of service users’ and caregivers’ needs) [10—13], and (iii)
improved knowledge about mental health and available
services, and networking among service users and car-
egivers [10-13].

In low-and-middle income countries (LMICs), service
user and caregiver involvement has been widely recom-
mended as an essential ingredient of strengthening weak
mental health systems [14, 15], which has potential to
increase the likelihood of scale-up of appropriate and
quality mental healthcare [16, 17], and reduce the treat-
ment gap for quality care [8, 18]. However, in LMICs,
there is less prioritization and government support for
either mental healthcare provision or involvement of ser-
vice users [19, 20]. Furthermore, there are often no poli-
cies and laws to direct mental health programs and/or the
policies and laws are not fully in line with human rights
recommendations (e.g., service user participation) or are
poorly implemented [19, 20]. Service users and caregiv-
ers are still exposed to stigma and discrimination [21, 22]
and have multiple unmet needs [22], including symptoms
of illness and disability [23], premature mortality [24, 25],
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and human rights abuses (e.g., being chained or kept in
isolation) [21, 26, 27].

While the importance of service user and caregiver
involvement in the mental health system is clear, the
question of how to implement participation in practice
remains a global challenge. The involvement of services
and caregivers is a complex process that (1) has been
variously defined [1, 5]; (2) is characterized by multiple
and often inequitable interactions at the micro-level,
the meso-level, and at the macro-level [1, 6, 28]; and (3)
requires resources and actions of actors at multiple levels
to build a supportive environment [1, 12, 29]. This com-
plexity can be a barrier to developing consensus in rela-
tion to (i) the meaning of involvement, (ii) understanding
the goals, (iii) identifying the appropriate model and (iv),
the expectations, roles and responsibilities of stakehold-
ers for service user and caregiver involvement [1, 11, 30,
31]. Recommended approaches to complex intervention
development and implementation [32] have not been
applied to articulate what the complex nature of service
user involvement might look like in practice [1, 6, 28].

A growing body of development and health actors rec-
ommend Theory of Change (ToC) for dealing with com-
plex health interventions [33—35]. ToC has been adopted
in some LMICs, including Ethiopia, to develop, imple-
ment and evaluate interventions in mental healthcare [34,
36, 37]. ToC is a participatory approach to explore pro-
cesses for change; “a theory of how and why an initiative
works” [38], which both develops an intervention using
the experience and expertise of the participants, and doc-
uments key indicators that allow systematic evaluation of
processes and outcomes of the intervention (e.g., service
user and caregiver involvement) for expected steps on
the hypothesized causal pathway to impact [35]. Further-
more, several scholars suggested that ToC gives insights
not only into intended change, but also the model of
action or practice and unforeseen consequences [39-41].

However, there is little published evidence of the appli-
cation of ToC to the involvement of service user and car-
egivers in mental health system strengthening. The main
objective of this study was, therefore, to describe our
experiences of bringing together service users, caregiv-
ers, and other key stakeholders to use a ToC approach to
develop a model of how best to involve service user and
caregivers in mental health system strengthening in pri-
mary healthcare in rural Ethiopia.

Methods

Setting

This study was conducted as part of the ‘Emerging
mental health systems in low- and middle-income
countries’(Emerald) project, which investigated the
health system requirements for successful improvement
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of integrated mental health care in six LMICs(Ethiopia,
India, Nepal, Nigeria, South Africa and Uganda) [42, 43].
Emerald built upon the PRogramme for Improving Men-
tal health carE (PRIME), an implementation research
project which developed, implemented and evaluated an
integrated district mental health care plan in collabora-
tion with local stakeholders [44, 45].

This study was undertaken at both the national level
in the capital city, Addis Ababa, and the district level
in Sodo district, Gurage Zone, located about 100 km
south of Addis Ababa. Sodo district had a population of
161 952 people in 2007 [46]. Around 90% of the district
population resides in rural areas and most are reliant on
subsistence farming [47]. Most of the population in the
district follow Orthodox Christianity and are from the
Gurage ethnic group. The official language of the district
is Ambharic [46]. There is one primary hospital with an
outpatient psychiatric service in the main town, and eight
health centres, four of which are located within the three
towns of the district. The primary hospital and all eight
health centres have functioning mental health services,
developed and implemented recently as part of PRIME
[44, 45]. The primary hospital is staffed by a psychiatric
nurse and the health centres have general health workers
(health officers, nurses and midwives) trained in mental
healthcare according to the World Health Organization’s
mental health Gap Action Programme (mhGAP) [48].
Each health centre serves a population of about 25,000—
40,000 people [49]. Each sub-district has a health post
(lowest statutory healthcare facility), covering 3000—5000
population. The health posts are staffed by a pair of com-
munity health workers called health extension workers
(HEWS). The HEWs are high school graduates with 1 year
of training in prevention and promotion activities [50].
A minority of HEWSs have received government train-
ing in mental health as part of their upgrading to level
IV. PRIME has also provided capacity building train-
ing for HEWs, in addition to facility-based workers, and
established a multi-sectoral community health advisory
board (CAB) [51]. The CAB includes representation from
key members of the district leadership (security, gender
office, women and youth affairs, religious affairs and edu-
cation), the community and service users and caregiv-
ers, and is chaired by the head of the district health office
[52]. The CAB meets twice a year to oversee and advise
PRIME and support strengthening of the mental health
system [51].

ToC workshop participants

Two ToC workshops were held in 2017 to engage stake-
holders in tackling the challenge of how best to embed
service user and caregiver involvement in mental health
system strengthening. The first ToC workshop was
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carried out with seven participants (three male, four
female) from Addis Ababa University, Department of Psy-
chiatry, who had extensive experience working to expand
mental health care in the study site, as well as experi-
ence working with service users and advising the Federal
Ministry of Health on policy and service planning. The
participants had diverse professional backgrounds (psy-
chiatry, psychology, social work, pharmacology, epidemi-
ology, public health).

The second ToC workshop took place in Sodo, and
involved 24 participants selected purposively [53] on
the basis of being key stakeholders in mental healthcare
or possessing expertise in service planning. The par-
ticipants included: (i) district level government office
representatives(managers of the district health adminis-
tration, focal person for mental health, women and chil-
dren’s office, youth and sport office, social affairs office),
(ii) community-based organizations and leaders (reli-
gious and faith-based leaders, non-governmental organi-
zation representatives), (iii) representatives of service
providers, service users and caregivers, and (iv) five sen-
ior mental health researchers from Addis Ababa Univer-
sity who had also participated in the first ToC workshop
to provide cross-learning and link local perspectives with
national scale-up plans.

Procedures

The ToC development underwent five iterative activities
in three stages (See Fig. 1 for a schematic depiction of the
process).

The first stage involved provisional ToC development
using workshops. The first ToC workshop was conducted
at Addis Ababa University in April 2017. The second ToC
workshop was conducted in Sodo district in July 2017.
The ToC was co-facilitated by senior psychiatrists and
researchers (AF and CH). Both authors are trained in the
use of ToC and had experience of facilitating ToC work-
shops with diverse stakeholders, including the PRIME
project that involved most of the participants who par-
ticipated in this study. As mental health professionals,
both AF and CH were mindful of how they would be per-
ceived by the participants and sought to emphasise that
the focus of involvement went beyond narrow biomedical
concerns. Power differentials between the facilitators and
the Sodo participants were reduced by building on exist-
ing collaborative relationships where trust has been build
up and participants are comfortable expressing opinions.
In both workshops, the facilitators introduced and stated
the objectives of the workshop, provided a brief descrip-
tion of the ToC approach and moderated discussions.
The processes used to create the ToCs started by defining
the desired impact and long—term outcomes, and then
worked backwards iteratively to map out preconditions,
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Provisional ToC maps:

ToC workshops: (1) April 2017,at Addis Ababa University with seven professionals
with diverse disciplinary backgrounds (psychiatry, psychology, social work,
pharmacology, epidemiology, community-based rehabilitation), and (2) July 2017,
with Sodo district stakeholder groups (n=24) including representative of service
user, caregivers, health professionals, leaders of statutory and non-statutory

Theory of Change
(ToC) workshops:
Provisional ToC

and refinement

CH

Final refined ToC

Fig. 1 ToC development process

maps i s
organizations, researchers and psychiatrists that resulted:
e Provisional ToC maps
e Workshop minutes and audio-recordings
ToC development:
e Triangulation of the provisional ToC maps, workshop minutes and
Integrated ToC audio-recordings
map and narratives e Inputs from qualitative study about barriers, facilitators, potential
strategies for service user involvement
e Discussion and refinement between SA and CH
N / » Core research team written feedback
R > e ToC map and narratives circulated via email to four core research
- team and obtained detailed feedback
e Feedback incorporated and discussed between SA and CH
Face to-face meeting with professionals, and stakeholder groups
ToC improvement e December 2018, a half-day face-to-face meeting with six

multidisciplinary professionals (psychologists, public health, social
work, epidemiology and psychiatry) at Addis Ababa University +
written hardcopy feedback from AF

e Professional feedback incorporated and discussed between SA and

e August 2019, A half-day face-to-face meeting with stakeholder
groups ( service users, caregivers, health professionals, leaders of
statutory and non-statutory organisations at Sodo district

e Professional and stakeholder inputs and feedback incorporated , and
4 discussed between SA and CH
e Written feedback from core research team

interventions, assumptions and indicators to generate
desired change [33]. The process was assisted by writing
down the preconditions, interventions, assumptions, and
indicators suggested by the participants on sticky notes
on a wall. The two workshops led to two provisional ToC
roadmaps.

Second stage, SA drafted the ToC by combining the
provisional ToC road maps, minutes of the workshops
and inputs from a formative qualitative study detailed
elsewhere [54]. In that qualitative study, in-depth inter-
views were conducted with policy makers/planners,

health professionals/facility heads, service users and car-
egivers from the current study setting and at the national.
We found that all groups of participants supported ser-
vice user and caregiver involvement in mental health sys-
tem strengthening; however, hardly any respondents had
prior experience of service user involvement. Key bar-
riers to involvement identified included limited knowl-
edge of stakeholders about how to work together, service
user/caregiver lack of experience and opportunities to
be involved, lack of service user networks/associations,
and lack of systemic collaboration among stakeholders
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to support service user involvement. Pervasive stigmatiz-
ing attitudes and discrimination operating at multilevel
(the health system, the local community and individuals)
tended to disqualify service user and caregiver involve-
ment from full social acceptance, marginalize them and
hinder their active involvement. All groups of respond-
ents identified a need for awareness-raising and training
to equip service users, caregivers, service providers and
local community for effective involvement. The findings
of the study informed the development of the ToC, par-
ticularly to triangulate components of the interventions,
barriers, facilitators, and capacity building needs for
participation.

The third stage of the ToC development process
involved further stakeholder consultation to refine the
ToC, comprising: (1) core research team written feed-
back, (2) consultation meeting with professionals(n=6,
e.g. psychology, social work, public health, psychiatry,
epidemiology backgrounds), and (3) Community stake-
holder group meeting.

The revised ToC was then discussed and validated in
a half-day face-to-face meeting with stakeholder groups
including service users (n=7), caregivers (n=>5), health
professionals (n=38), leaders of statutory and non-statu-
tory organisations (n=15). The workshop was convened
at Sodo district and held in August 2019. After a brief
presentation to recap the ToC process and existing ToC
map, the group was encouraged to refine and validate the
draft ToC against the practical problems encountered in
the local district and their knowledge, e.g. of what may
work in this context.

Data collection

The data for this study came mainly from the workshops
and meeting minutes, and the provisional ToC maps
developed during the workshops. The first ToC work-
shop was audio-recorded and notes were taken by the
first author. These formed the basis for a detailed report
of the ToC, which was checked against the audio files
for completeness. In the second ToC workshop, minutes
were taken. The first (national level) workshop lasted
3:30 h, and the ToC in Sodo district lasted 2:10 h. Data
from the formal process documentation of ToC work-
shops, the two draft ToC maps and consultation meet-
ings were reviewed and combined to develop the final
ToC map. We included in the result some illustrative
quotes from the minutes checked with first author notes
and audio-recordings.

Results

The details of the ToC workshop participants are pre-
sented in Table 1. The following sections will describe
details of (i) the finally agreed ToC map (Fig. 2) and (ii)
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Table 1 Theory of Change workshop participants

Stakeholder group N Female Literate

ToC 1—National
Psychiatrists 4 2
Researchers 3 2

ToC 2—Sodo district
Service users
Caregivers
Local government administrators

Community representatives

N o L S =T
[N T N N N

1
1
5
Health workers 4
4
9

Senior psychiatrists and researchers

narratives of the process of ToC development to highlight
the programme levels, preconditions, assumptions [1-8],
indicators (i—iv), and interventions (a—e).

Consensus on outcomes and impact

In the first ToC workshop, the participants suggested (i)
improved quality of mental healthcare as the long-term
outcome and (ii) better quality of life for service users
and caregivers as the ultimate impact of the study. In
contrast, members of the second ToC workshop advo-
cated for enhanced (i) physical and mental health, (ii)
work productivity, (iii) social inclusion for service users
(e.g. Community activities);(iv) improved life satisfaction
and (v) economic capacity for caregivers as long-term
outcomes. Furthermore, reduced (vi) homelessness and
(vii) mortality of service users was identified as a desired
impact that went beyond the ceiling of accountability of
the project. During the follow-up consultation meetings,
the participants came to a consensus on the long-term
outcomes, leading to minor modifications to the impact
(improved quality of life and reduced mortality of service
users in the district). During meetings with health profes-
sionals and researchers, concern was expressed about the
feasibility of some aspects of the long-term outcome (e.g.,
work productivity and economic capacity). This concern
was presented to stakeholder groups at the meeting at
Sodo district and stimulated a heated discussion, with
the group expressing their firm belief in the necessity
and feasibility of the outcomes. Some participants justi-
fied the ambitious long-term outcomes, recounting that
they, at the beginning of the PRIME project, had been
pessimistic about the viability of integration of mental
health care within primary care in the district, but that
their perspectives had changed in a very relatively short
time after seeing what could be achieved. For example,
one participant from the health professional stakeholder
group stated:



Abayneh et al. Int J Ment Health Syst (2020) 14:51 Page 6 of 17

g U
CONTEXT Programme levels | | Intermediate outcomes | | Long-term || | Impact |
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Fig. 2 ToC map for developing service user and caregiver involvement in mental health system strengthening in rural Ethiopia. Example
assumptions: Willingness to (1) involve in ToC workshop, (2) undergo consultative workshop on service user and caregiver mobilization and
support, (3) undergo participatory capacity building training(4) form collaborative community (5) involve in participatory action plan development,
implementation and evaluating the ToC for service user and caregiver involvement ;(6) Availability of reliable medication supply; (7) CAB's
willingness to mobilize resources to service user and caregiver; (8) Non-governmental organization support to service user and caregiver. Example
indicators: i. Number of people participated in ToC workshop, consultative workshop, capacity building training and involvement plan. ii. Changes
in knowledge and perception pre and post training, experiences gained developing and evaluating the plan for service user and caregiver
involvement. iii. Service user and caregiver groups established, and support generated. iv. Experience of involvement in participatory action plan
development, implementation and evaluation. Example interventions a. Conduct (a) ToC workshop, (b) consultative workshop (c) capacity
building participatory training, (d) facilitate participatory involvement in mental health system, (e) Assist service user and caregiver and their group

“When PRIME project conducted its project sensiti- farming, and carrying out their daily home routines, were
zation workshop, I and many of my acquaintances given as evidence of the achievability of the outcomes.
who attended that meeting considered many of the In addition, the district government commitment and
project objectives as impossible dreams and mere action to cover costs of medication, combined with an
wishes....but now in a very short time all became emerging government focus on community-based care
true...we have mental health service integrated at and economic empowerment of people under difficult
primary healthcare delivered with professionals circumstances were considered conducive to success.
working there, which reduced enormous problems The participants identified the necessary interventions
families used to struggled with... maybe this is the and preconditions to be in place to achieve the outcomes
best experience that others can take ... now we have (See Table 2).

many experiences....no doubt if we collaboratively

work and tap our rich social capital of supporting Interventions

each another and effectively use our community In the first ToC workshop, participants emphasized three
resources..... we can achieve.” (Health professional at programme levels (service users, caregivers, and dis-
Sodo district) trict health organisation) where interventions would be

necessary. The participants from the second workshop
added ‘local community’ as an important additional level.
During the meeting with researchers and particularly
stakeholder groups, the participants spent much time

The positive changes observed in service users with
severe mental health conditions after accessing the new
service, now productively working, attending school,
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unpacking the changes and inputs needed from different
actors at different layers of the community (e.g., leaders
of social organizations, faith-based organizations) and
interventions at the community programme level. The
final ToC roadmap included four programme levels: i)
local community, ii) district health organisation (service
providers and health service managers), iii) service users,
and iv) caregivers. For each level, various interventions
and distinct preconditions (see Table 2) were identified
by the participants as necessary steps towards achieving
the long-term outcomes.

Community level

The participants of the ToC workshops reflected on the
challenges of the service users and caregivers in the local
setting, because they tended to be excluded from social
participation in the community, and tended to be of lower
socio-economic status or unemployed and at risk of lack
secure housing, food, clothing and abuse of their rights.
There was no organized community support for service
users and caregivers, except the ad hoc contributions of
individuals who were supporting some service users on
a voluntary basis. The participants identified various
barriers (e.g., low awareness about mental illness in the
community, lack of service user and caregiver organiza-
tions) that needed to be addressed in their local settings.
During the two workshops and meetings, the need for
community mobilization was prioritized to overcome the
socio-economic challenges of service users and caregiv-
ers and to empower them to contribute to the strength-
ening of the mental health system. At the subsequent
consultation meetings, several actors, preconditions and
interventions were added to the community programme
level. For example, participants recommended expanding
the composition of the CAB to include more faith-based
organizations, traditional healers, social association
leaders (e.g., Idir; burial societies), HEWSs, development
agents, and health development army leaders (commu-
nity health volunteers). The participants emphasised the
need to identify and work with these actors as champi-
ons at the community level for the following reasons:
to facilitate community awareness raising about men-
tal health/illness, to promote roles of service users and
caregivers, to help to mobilise community resources,
and to expand community-based psychosocial care for
mental health. The CAB was assumed to serve as a vital
platform for information sharing, community dialogue,
strengthening collaborations and involvement of local
statutory bodies (e.g., district health office, justice, social
and labor affairs) and non-statutory organizations (e.g.,
social associations, religious and faith-based organiza-
tion, non-governmental organizations) to organize and
support self-help groups (e.g., orphan support group,
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caregiver organization, service user organization), as well
as to overcome the barriers to involvement and facilitate
the recovery of service users. HEWs were identified as
the key actors for awareness raising activities and stigma
reduction in the wider community, due to their links
with community leaders, and close relationships to the
community and health facility. The recognition of men-
tal health as a key package in the health extension pro-
gramme was raised in support of the proposal.

The participants made strong verbal commitments to
work together, although working plans for specific out-
comes still needed to be drawn up (e.g., processes or
procedures for awareness raising, packages of training at
community level). Participants’ verbal feedback indicated
that the ToC process helped to clarify how programme
level actors saw their roles and how they could work
together. For example, one participant from the stake-
holder leaders group explained how the process of ToC
development had been helpful:

“The discussion was really a learning forum, really
forces us to put our thoughts and experiences that
we have been doing the last five or so years... discus-
sion helped us critically reflect what we have done so
far; the reflection in the process stood out in what we
have discussed during the previous ToC workshop;
this also pointed to what we are going to work as in
a government strategic direction, to strengthen what
we have done in PRIME, also showed what we have
not done well and where we need to improve par-
ticularly strengthening collaboration and CAB....it
has been great. (District official)

As shown on the ToC map and Table 2, at the com-
munity level, the participants articulated key precon-
ditions to achieve the intended long-term outcome. In
particular, the need for strengthening service user and
caregiver associations to function as an important part-
ner in healthcare service improvement was stressed at all
levels of the ToC development process. The participants
recommended working with the CAB of the PRIME pro-
ject. During the meeting with stakeholders in Sodo dis-
trict, priority was given to the need for capacity building
training for CAB members and key community leaders
to enable them to promote community level awareness
raising about mental health/illness, to reduce the impact
of stigma and discrimination associated with mental ill-
ness and promote the human rights of service users and
caregivers. Some participants advised that mental health
promotion should be linked to schools.

Health organization (service providers/managers) level
The workshop participants appreciated the initiative by
the government and PRIME to integrate mental health
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services into primary healthcare, and thus to provide
accessible mental healthcare in Sodo district. In order
to ensure ongoing sustainability of mental health ser-
vices, participants identified the following as crucial:
to equip healthcare centres with adequate medication
supplies, and ensure continued availability of compe-
tent, compassionate, respectful and caring service pro-
viders. Unreliable medication supplies were raised by
both service providers and users as a source of dissat-
isfaction. During the stakeholder meeting, the officials
described several efforts to improve the conditions of
service users and practical measures taken since the
first ToC workshop (e.g., housing, community-based
initiatives to support service users). All the stakeholder
groups appreciated these efforts, particularly the com-
mitment of the district health office to improve medica-
tion affordability through alternative solutions to cover
the costs for those who cannot afford to pay. However,
the lack of a consistent supply of psychotropic medica-
tions remained a severe problem. The root cause of the
problem was a point of heated discussion, with accusa-
tions of discrimination against mental health care when
compared to physical health service delivery. For exam-
ple, one health professional currently working in the
district administration stated:

“We have enough money to cover the psychotropic
medication, but the problem is unavailability of
the medication at stock even sometimes in Emma-
nuel Hospital...is not in the essential medicines
list in their procurement processes. This is lack
of attention to mental health and service users
within the health systems...human rights violation
...we can do or perfectly capable of doing this, but
negligence... for example, after PRIME we started
doing many things by ourselves” (District health

official)

The participants discussed the need to advocate and
create pressure at federal level about the medication
supply problem. The importance of empowering ser-
vice user associations to advocate for their rights was
underlined.

Communication problems between recipients and
providers of care, lack of relevant evidence-based infor-
mation for service users and caregivers about mental
health treatment options, including medication types and
side effects, were also highlighted as a barrier to better
involvement. Staff expressed the need for training about
how best to collaborate and involve service users and
caregivers within the healthcare system. Several precon-
ditions were articulated, together with necessary inter-
ventions (see Table 2) at the health organization level to
achieve the intended long-term outcome.
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Service user and caregiver level

The participants voiced their concerns about the lack
of service user and caregiver involvement in the men-
tal healthcare system in Sodo district. In the qualitative
formative study [54], several barriers to involvement were
identified, including severity of mental health condition
and lack of a service user and caregiver organization and
empowerment. The qualitative study and ToC workshops
participants demanded the establishment of an effective
service users-caregivers association. The ToC workshop
participants listed several tasks that service users-car-
egivers and their organizations could accomplish to sup-
port health system strengthening (e.g., serve as pathways
to enhance advocacy for mental health, peer support;
see Table 2). The ToC workshop participants debated
about the best focus for a new service user and caregiver
organization. In the first ToC workshop it was proposed
to cover the entire Sodo district, but in the second work-
shop the participants agreed to start in the capital town
(Buie) of the district and gradually scale up because of
topographical, logistical and other perceived challenges.

The workshop participants agreed that the district
health office needed to take responsibility to facilitate
the establishment of representative service user and car-
egiver organizations, with technical support, e.g. draft
charter, to be provided from researchers and profession-
als in the area of developing policy/charters. The dis-
trict health office made a public commitment to support
establishment of a service user and caregiver association
in the district, including the process of certification to
become a legal entity. Stakeholders drew on their expe-
rience and recommended adopting the model used for
HIV/AIDS associations.

At the service users-caregivers programme level, sev-
eral interventions were identified (See Table 2), including
the need for capacity building training for service users-
caregivers and to promote the role of non-governmental
organizations (e.g. the recently established Mental Ser-
vice Users Association at Addis Ababa, the Mental Health
Society of Ethiopia), and professionals and researchers
to empower service user and caregiver for meaningful
involvement. The ToC workshops participants also artic-
ulated pre-conditions (see Table 2) to be achieved at this
level to reach the intended long-term outcome.

Key assumptions, evidence and indicators

Our ToC identified several assumptions (e.g. willingness
of actors to work collaboratively) deemed necessary to be
in place for the outcomes to be achieved. The ToC also
outlined indicators of success (e.g., comprehensiveness
of mental healthcare at primary health, stakeholder sat-
isfaction), as well as the key rationale for the programme
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along the ToC causal pathway to the intended long-term
outcome. A summary of the key assumptions, evidence/
experience base and indicators to reach the long-term
outcome and intermediate outcomes at the four levels is
presented in Table 3.

Discussion

In this study, we report about the development of a The-
ory of Change (ToC) which aimed to integrate service
user and caregiver involvement in mental health system
strengthening in a primary healthcare setting in a low-
income country. The ToC describes service user and car-
egiver involvement as a complex intervention and makes
explicit the hypothesized pathways through which the
intervention components interact to achieve the intended
long-term goals of (i) improved physical and mental
health, work productivity and social inclusion for service
users, and (ii) improved life satisfaction and economic
capacity for caregivers. The achievement of these long-
term outcomes may ultimately lead to improved quality
of life and reduced mortality of service users in the Sodo
district. The current study drew upon findings from rig-
orous formative work with key stakeholders and involved
diverse representation of service users, researchers and
community groups in the co-produced ToC.

The final ToC consists of four programme levels (com-
munity, health organization, service user, and caregiver).
This is line with the well documented evidence that deter-
minants of mental health and illness are multi-layered
[55] and require intervention packages beyond a health
facility (e.g., health system, and community levels) [56—
58] to address service users’ and caregivers’ multidimen-
sional needs (e.g., health costs, employment, education,
housing, social inclusion). Clear articulation and under-
standing of how different programme levels fit together
is essential to guide the coordinated working of multiple
actors and agencies and provide a clear picture of what
needs to change and how, to achieve sustainable change
[59, 60]. For example, district stakeholders identified the
availability of rich community resources (also reported in
previous study in the district [61]) and multiple actors,
particularly at community programme level (e.g., social
organizations like Idir) with viable potential to address
the psychosocial needs of service users-caregivers locally,
with less external support and in a sustainable manner.

In our study, the ToC development process created
a forum for knowledge exchange and dialogue among
stakeholders about the value of service user involvement,
needs, and how to work together to implement this in
the local context. The critical reflective discussion with
stakeholder groups at Sodo district applied participatory
action research (PAR), where participants brainstormed
possible solutions to several barriers for effective service
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user involvement, including the urgency for local solu-
tions (e.g., medication supply challenges, supporting
establishment of a service user association). For example,
in our separate ToC with professionals (psychiatrists and
researchers) and community stakeholders we observed
that professionals emphasized long-term outcomes
that were more health system focused compared to the
community stakeholder groups that tended to empha-
size more holistic goals. In the subsequent meeting, the
participants discussed this difference of perspective and
reached consensus on outcomes that accommodated the
perspectives of all participants. Much research evidence
indicates that active involvement of stakeholders, includ-
ing service-users and caregivers, in research ensures that
the research evidence is relevant, useful and trusted by
all, including the end user (service users) [28, 62, 63].
More importantly, the process created heightened stake-
holder buy-in [64], particularly among the political lead-
ers and the community representatives. The ToC process
also stimulated collaborative working of stakeholders
to empower mental service users-caregivers, which was
identified to be starting from a ‘low base’ in the district
[47]. ToC approach offers a key contribution to enhance
equity and reach of key stakeholders [65], and to incorpo-
rate the expertise and knowledge of diverse stakeholder
groups” values, needs and preferences. Hence, the ToC
development process by itself can be capacity building
[66], helping to foster learning and reflection [67], and
can facilitate contextualised solutions through a sense of
stakeholder ownership of the programme [68-70]. Par-
ticularly when ToC employs the techniques of participa-
tory action research, it can serve as a catalyst for learning
and promote informed action by supporting stakeholders
to achieve sustained positive changes in the local context
[35, 40, 71].

In our previous qualitative study [54], several struc-
tural barriers (e.g., lack of access to care) were identified
that serve to disempower people with lived experience
of mental health conditions and undermine involve-
ment within healthcare systems. Recently, the Ethiopian
government has made a national level commitment to
improve the situation of people with mental health con-
ditions through increasing the availability of mental
healthcare services at primary healthcare level [49, 72].
Based on our ToC findings, this initiative needs to ensure
good quality of care and interventions to address the high
levels of physical, emotional and social suffering and dis-
ability [73], excess mortality [74], lack of reliable supplies
of medication, and low socio-economic status of service
users and caregivers (lack of basic needs, shelter, edu-
cation) [47, 54]. Many studies from LMICs [75, 76] and
high-income countries [3, 12, 13] similarly recommend
to address and overcome these structural problems,
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including opportunities to ensure social inclusion and
protection of basic human rights (including healthcare)
as required conditions to enable mental health service
user involvement and recovery to occur.

In many high-income countries, enabling organisa-
tional level conditions (e.g., policy directives, legislation,
strategies/guidelines, education and support) are avail-
able to support meaningful service user and caregiver
involvement in mental health systems [1, 28, 77]. In this
regard, the promotion of and effective implementation
of national and international instruments for the pro-
tection of the human rights of service users; and enact-
ing comprehensive mental health legislation with robust
enforcement mechanisms are key areas that need atten-
tion in LMICs [26, 78], including Ethiopia. The Ethiopian
national constitution [79] clearly guarantees the rights
of people with disabilities. The country has ratified the
United Nations Convention on the Rights of Persons with
Disabilities, which includes both physical and mental dis-
abilities [80]; and employment rights [81]. The Health
Policy [82], the revision of the National Mental Health
Strategy [72] and the Health Sector Transformation Plan
[49] also need provisions to explicitly state how service
user and caregivers need to be involved within the men-
tal health system.

In our ToC, we identified strengthening local commu-
nity collaboration to support service user and caregiv-
ers as a major intervention component. Previous studies
from Sodo district have indicated that there are poten-
tially rich local resources and capabilities (e.g., diverse
community based organizations, community based
health workers, assets, micro-finance institutions, social
capital, community self-support organisations [47, 61].
These resources are not currently mobilized to support
mental health service users and caregivers, and there is
still limited inter-sectoral collaboration and community
awareness about mental illness [47] that may contribute
to marginalisation of service users in society. The com-
munity level problems require the participation of a
range of societal actors [70]; and the need for community
collaboration in the provision of comprehensive com-
munity mental health services is well recognized, includ-
ing in LMICs [83, 84]. The current direction of global
mental health care emphasizes strengthening commu-
nity resources, greater focus to address local priorities
and developing local assets to solve local problems [7,
85, 86]. One of the mechanisms of community involve-
ment that has been of high policy interest, and is increas-
ingly supported by research evidence, such as engaging
local community stakeholders through Health Commit-
tees/Community Advisory Boards (CAB) [87-89]. CABs
mediate between communities and health services in
many health systems [87] and can be effective to improve
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the quality and coverage of healthcare, as well as impact-
ing on health outcomes [2, 88, 90].

A healthcare organization programme level was
included in our ToC as a key intervention pathway to
empower service users and caregivers to play a role to
improve the mental healthcare system. A qualitative
study of nine service user and caregiver organizations in
seven African countries found that one of the important
success factors is strategic government level and health
organization support that promotes self-determination
and service users’ and caregivers’ control over agenda-
setting [91]. There are various ways in which health-
care organizations can create an enabling environment
for involvement, including development of a culture of
acceptance(non-stigmatizing attitudes and eliminating
discriminatory practices); allocation of financial, human
and material resources, and recognition of experiential
knowledge to strengthen the mental health system [3, 12,
13, 92]. At the health facility level, available up-to-date
information about service user rights, the nature of their
condition, available evidence-based treatment options
and services, and provide infrastructure for involvement
can enhance meaningful involvement of service users-
caregivers [3, 12, 93].

The service user and caregiver programme level was
a key intervention pathway in our ToC to mobilize and
empower service users and caregivers for mental health
system strengthening. Various barriers hinder service
user involvement (e.g., severity of mental and physical ill-
ness, lack of decision making skills, poor information and
insufficient opportunities for choice) [3, 12, 13, 94]. The
pervasive stigma operating within the health system, the
local community and individuals, and limited empower-
ment and mobilization of service users can have disem-
powering effects on active involvement [54]. Moreover,
resource limitations, practical and logistical challenges
are important barriers to mental health service user
involvement in LMICs which must be addressed [95].
The importance of empowerment of service users and
caregivers (at individual and group level) has been recog-
nized widely in mental health system strengthening [12,
13, 94]. At the individual level, empowerment involves
addressing both knowledge (e.g. training about effective
communication, advocacy, working collaboratively) [12,
13, 31, 96] and health challenges (e.g., medication supply)
[12, 13]. Training can improve self-esteem and self-advo-
cacy, assertiveness, confidence and hopefulness of service
users and promotes recovery [12, 13, 96]. At the group
level, empowerment can be achieved through organiza-
tion of service users-caregivers.

Several studies identified a range of benefits of ser-
vice user and caregiver organizations to service users
and caregivers, health professionals and health systems.
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Empowering service users to self-organize and advo-
cate for their interests can promote their recognition
of a sense of belonging, and develop their confidence,
strengths, resources and skills [26, 91]. This also ensures
a collective voice to influence and lobby for policy and
legislative reforms [91, 94, 97]. Service user and caregiver
associations operate at different levels to protect the
rights of service users [76, 91, 98] and there are reports
that participation in self-help groups is an independent
predictor of improved functioning in areas like voting,
marriage, attending festivals, treatment adherence [99],
fostering greater acceptance of service users by their
family members and by the community, consistent treat-
ment and better outcomes [100]; income generation and
quality of life [76]. Self-help groups are important plat-
forms for exchange of individual experiences and mutual
support that can lead to better quality of life and insight
about how best to cope with their situations [91]. How-
ever, there are few service user and caregiver associations
in LMICs; for example, in Ethiopia The Mental Service
User Association was established in Addis Ababa in 2018,
and there is only one association of caregivers at the
national level [47].

The ToC workshop and qualitative study participants
[54] underlined the importance of capacity building train-
ing for service providers/managers and service users-car-
egivers to enable service user and caregiver involvement.
Our finding aligns with Carman et al. [31] who identi-
fied the importance of technical support, strong leader-
ship, preparation of service users, health professional
and other stakeholders, and partnerships as key facili-
tators in implementation of multilevel frameworks for
service user and caregivers involvement. Various studies
also recommend to address the knowledge, attitudes and
skills needed for service providers, health administrators
at all levels of the healthcare system and service user and
caregivers to implement models of service user and car-
egiver involvement [3, 12, 13, 96]. Participatory action
research oriented approaches, such as photovoice, can
create longer and repeated opportunities for social con-
tact between service user and caregivers and care provid-
ers [101-103] and lead to attitudinal change. Photovoice
is a multistep participatory action research methodology
whereby service users are equipped to represent their
stories, including their perceived health and work reality,
using photographs, with the goal of impacting an aspect
of the system and/or policy [104-106].

Strengths and limitations

The participatory ToC development and refinement pro-
cess brought together diverse stakeholder groups includ-
ing service users and caregivers to work collaboratively
to strengthen service user and caregiver involvement
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in mental health system, which is a novel approach in
LMICs. Their involvement in the ToC development cre-
ated a sense of ownership and stakeholder buy-in, which
is important from the point of view of follow-through
on implementation. The overarching goal of this study,
was to develop active service user and caregiver involve-
ment in mental health system strengthening. We did not
attempt to stratify the ToC process as a mechanism to
overcome power imbalance among the multi-stakeholder
groups; because the process of bringing diverse stake-
holder groups through facilitated interaction can offer
better social contact opportunities. Such an approach
has been recommended as an effective mechanism to
improve attitudes and reduce stigma [107, 108]. None-
theless, we drew upon the rich experience of the facilita-
tors and their awareness of the potential power difference
to intentionally encourage service users, caregiver and
other less vocal participants to engage more. The princi-
pal facilitator (AF) started the process with a simple and
concrete example to explain about ToC to make it under-
standable for all participants, and to ensure the process
achieved its intended goal with the highest possible buy-
in from the participants.

Despite this, even with encouragement from the facili-
tator, the service user participants were not as active as
other participants in voicing their views during the ToC
workshop. Similar observations have been made previ-
ously when developing a participatory mental health care
plan in a neighbouring rural Ethiopian district [109]. We
were able to draw upon findings from in-depth inter-
views conducted in the formative phase, which may have
helped to mitigate this problem [54]. We dont think
there is a ‘one-size-fits all' recommendation to make the
ToC process more inclusive and overcome the inherent
power differentials that could exist in multi-stakeholder
discussions. However, we believe that, in addition to the
key role of trained and experienced facilitators' efforts
to make the process more inclusive, it is helpful to train/
equip the participants to engage in discussions and to
provide clear initial orientation about the ToC process
using local metaphors.

The ToC is mainly based on the views of stakeholders
from a limited geographical area of Ethiopia (Sodo dis-
trict) and may not be transferable to other settings.

Conclusions

The development of ToC and the involvement of
diverse community representatives in the process was
critical in terms of understanding the context of the
programme intervention, to identify components of
interventions, and articulate preconditions and under-
lying assumptions. The participatory approach, system-
atically applied, gives structure to the identification and
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articulation of programme theory, an important step
of service user involvement in mental health systems
strengthening initiatives. This study adds to the limited
empirical data on best practices to develop service user
and caregiver involvement, particularly in LMICs. The
next step will be to pilot and evaluate the model using
participatory action research methodology in this rural
Ethiopian setting.
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