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ABSTRACT
Background

Bipolar disorder is a severe mental illness characterized by recurrent manic and depressive or mixed
episodes. Bipolar disorder leads to a significant impairment in functioning, considerable stigma and
premature mortality. The social disruption caused by acute episodes related to the illness often
persists beyond clinical remission. Various factors affect the outcome of bipolar disorder such as
distressing life events, substance use, poor coping mechanisms, sleep disturbance and treatment non-
adherence. Complementing pharmacotherapy with psychological interventions has been shown to
be more effective in preventing or delaying relapse and improving the course and outcome of the
disorder compared to pharmacotherapy alone. In LMICs, there is very limited evidence on the
adaptation, effectiveness and implementation of such psychological interventions. Furthermore,
there is limited understanding of the particular risk factors and coping mechanisms relevant to
LMICs that may be addressed with psychological interventions.

Objective

The objective of this thesis work was to develop and test a brief psychological intervention for
bipolar disorder that can be delivered by non-specialist health workers in integrated health care
settings in rural Ethiopia.

Methods

The study was carried out in the Butajira and Sodo districts in southern Ethiopia. We used the
framework of the Medical Research Council (MRC) for the development and evaluation of complex
interventions integrated with the Theory of Change (ToC) approach. Overall, the study was
conducted in two phases. Phase-I involved development of intervention which included, (i) a
systematic review, (ii) a qualitative study, (iii) a mental health expert workshop, and (iv) a series of
ToC workshops. In the second phase, we conducted a feasibility study.

Q) Intervention development phase: In this phase, we first conducted a systematic review
of studies that focus on the effectiveness of psychological intervention in LMICs to assist
with the identification and adaptation of potential therapies that have been tested. We
used PubMed, PsycINFO, Medline, EMBASE, Cochrane database for systematic review,
Cochrane central register of controlled trials, LILACS, and AJOL databases with no
restriction in language or year of publication. The methodological heterogeneity of

studies precluded meta-analysis.
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We also conducted a qualitative study using in-depth interviews with 27 individuals (15
people with bipolar disorder and 12 caregivers) in order to identify targets and
opportunities of intervention. Interviews were carried out in Amharic, audio-recorded,
transcribed, and then translated into English. Data was analyzed using thematic analysis
informed by a phenomenological approach. Then, we carried out a mental health expert
workshop to get experts’ suggestions and recommendations on the content and delivery
of the intervention. Finally, we also conducted five ToC workshops with: (i) people with
bipolar disorder (n=8) and caregivers (n=11), (ii) male community and religious leaders
(n=8), (iii) female community leaders (n=11), (iv) primary care workers (n=21), and (iv)
all participants included in the first four workshops.

(i)  Feasibility study: A total of 12 euthymic people with bipolar disorder and five
caregivers participated in five-weekly sessions of the PSI, in which each session was
scheduled for 20 minutes. We used a mixed-method evaluation, including in-depth
interviews, intervention fidelity assessment in 25% of randomly selected recorded
intervention sessions, and recorded changes in symptom severity using the symptom
severity assessment checklist. We used thematic analysis for qualitative data and

descriptive analysis for quantitative data.

Results
Intervention development phase:

A total of 18 studies were identified in the systematic review which focused on: psychoeducation
(n=14), family intervention (n=1), group cognitive behavioural therapy (CBT) (n=2), and group
mindfulness based cognitive therapy (MBCT) (n=1). All studies were conducted in middle-income
countries and used mental health specialists or experienced therapists to deliver the intervention.
Psychoeducation to the client, family psychoeducation, CBT and MBCT were found to be effective
in improving treatment adherence, knowledge, and attitude towards bipolar disorder, and quality of
life, and led to a decrease in relapse rate, hospital admissions and emotional dysregulation.

In a qualitative study, three major themes emerged: expressions and experiences of illness, managing
self and living with otherness, and the cost of affliction. People with bipolar disorder and caregivers

were concerned about different forewarnings of the illness. Stigma and social exclusion were



entwined in a vicious cycle that shaped both the illness experience and the economic health and
social life of the household. Nonetheless, People with bipolar disorder and caregivers learned from
their experiences, developed coping strategies, and sought relief from trusted relationships,
spirituality, and medication. Participants of the ToC workshops identified components of
interventions and collaborated on the development of a ToC roadmap to achieve the shared goal of

improving the quality of life of people with bipolar disorder and reducing family burden.

Finally, we developed a manualized psychological intervention that had five-sessions, each
scheduled to last 20 minutes. The intervention manual included intervention components,
implementation methods, and settings for delivery of intervention based on the recommendation and
agreement of primary beneficiaries of this intervention (people with bipolar disorder and caregivers)
and all stakeholders. The five treatment sessions were: Needs assessment and goal setting;
psychoeducation about bipolar disorder, causes and influencing factors; treatment and ensuring
treatment adherence; wellness promotion focused on sleep hygiene and problem-solving techniques;

and behavioural techniques targeted anxiety and relapse prevention.
Feasibility study

Except for one caregiver, all participants completed all five-sessions. Intervention providers and
recipients expressed satisfaction with the intervention. Intervention providers confirmed that the
intervention can be provided in a PHC setting although 20-minutes was reported to be too short for
effective delivery of the intervention. While participants acknowledged the importance of involving
caregivers in the intervention, they also raised privacy concerns. Intervention providers’ adherence
to the manual was rated as moderate. Preliminary findings were reduction of depressive symptoms

post-intervention and improvement in providers’ perceived knowledge and skills.

Conclusion

This the extent our preliminary study on a manualized psychological intervention for bipolar
disorder has shown its feasibility and acceptability in a primary care setting of a low-income country.
This is an important advance for the care of people with this neglected mental disorder. However,
further study is needed to evaluate its effectiveness, and to improve feasibility, before its wider

implementation.



Recommendation

e There is aneed for further improvement packages, especially around duration of intervention
to improve its feasibility

e This intervention needs to be tested for effectiveness before scale it up and recommending it
for day-to-day clinical use

e This psychological intervention should be integrated into the care of people with bipolar

disorder

Key Words

Psychoeducation, behavioral intervention, relapse prevention, individual therapy, community

engagement, Theory of Change approach, review, Low-and middle-income countries
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CHAPTER ONE: INTRODUCTION
1.1 Background of the study

Bipolar disorder is a severe mental illness characterized by unusual mood shifts (1), primarily of
manic nature alternating with depressive episodes (1, 2). Elated or irritable mood in combination
with persistently increased activity or energy are the central features of manic episodes, whereas
depressed or low mood, and loss of interest are core features of the depressive phases of the illness
(1, 2). Bipolar disorder is a relapsing condition with varying severity of illness, ranging from mild
episodes of depressive, manic or of mixed features to the most severe form of illness leading to
hospital admission, and even death (1-3). Bipolar disorder affects people everywhere worldwide,
its average age of onset is early twenties (4) and its incidence is higher in the age range of 10-14

years (5).

Prevalence for bipolar disorder globally ranges from 0.4%-2.4% (4). Bipolar disorder has a life-long
risk of recurrence (6) and it affects the patients’ day-to- day life (7, 8), physical health (9) and
productivity (8). Globally, mental illness accounts for one-fourth of Disability-Adjusted Life Years
(DALYSs), and bipolar disorder is one of the top five mental disorders contributing to this disability
(10). Moreover, it is associated with a high risk of suicidality (11, 12) and premature mortality (13,
14) mostly due to suicide, homicide, accident and various medical illness. The negative impact of
bipolar disorder goes beyond the people affected with the disorder and it affects the life of
caregivers’ (15) and increases caregivers’ burden (16, 17). Studies reported various factors that
affect the course and outcome of bipolar disorder: treatment related factors such as non-adherence
(18-21) and side-effect of medication (22), understanding about the illness and its treatment (23),
social factors like stigma, discrimination (24) and stressful life events (25, 26), and substance use
(27). These factors cannot be directly addressed by medication and therefore, it requires long- term

treatment, care and support to improve the outcomes and to reduce its negative impact (28).

The treatment of bipolar disorder is aimed to control acute symptoms of bipolar disorder (the acute
phase treatment), reduce recurrence and improve long-term prospects (maintenance phase treatment)
(29, 30). Once people with bipolar disorder return to a stable mood, reducing prodromal symptoms
and preventing relapse are the goal of treatment (29). Different guidelines recommend

pharmacological treatment as first line treatment for bipolar disorder, particularly mood stabilizers

1



and atypical antipsychotics, during the acute and maintenance phase of the illness (31-34). However,
mood stabilizers are not widely or sustainably available in many LMICs (33). For example, people
with bipolar disorder in Ethiopia, especially in the rural setting, are treated with typical antipsychotic
medications (35) and tricyclic antidepressants during depressive episodes, which increase the risk
of rapid mood swings (22). Additionally, medications have only a moderate effect on relapse
prevention (36, 37) and therefore, people with bipolar experience relapse despite taking evidence-
based pharmacotherapy. These challenges highlight the need for holistic approaches to treatment,
which includes a better understanding of people with bipolar disorder and the treatment options.

In a systematic review and meta-analysis that incorporated studies mainly from high income
countries (HIC), adjunctive psychological intervention to pharmacotherapy was shown to be more

effective in improving outcomes in people with bipolar disorder than pharmacotherapy alone (38).

There are various types of psychological interventions that have resulted in positive outcome. Some
examples of these interventions include Cognitive Behavioral Therapy (CBT) (39), psychoeducation
(40), family therapy (41), Mindfulness Based Cognitive Therapy (MBCT) (42, 43) and integrative
cognitive and interpersonal therapy (44). However, these interventions have been developed in HICs
and delivered by professionals who have formal training in psychology or psychotherapy (40-43).
A review that included 24 psychological intervention trials also reported that in all intervention
providers in the included studies were professionals (45). Implementation of these interventions in
LMICs could be less feasible and acceptable due to two main reasons: due to scarcity of specialized
mental health professionals to deliver the intervention (46, 47) and the intervention needs adaptation
to fit cultural and social context (48, 49).

To overcome the challenges related to the scarcity of specialized mental health professionals, the
World Health Organization (WHQO) recommends task sharing delivery of mental health care with
available and affordable non-specialist health professionals (50), and integrating the service into
primary health care (PHC) (51). There are also efforts by the Ethiopian ministry of health to scale
up access to mental health care through integration of services into PHC. In LMICs, there is also
evidence of the positive effect of psychological intervention delivered by non-specialist health
workers (50, 52), but the evidence is limited for bipolar disorder in LMICs. In Ethiopia, the national
mental health care strategy 2012-2026, recommends integrating mental health care into primary
health care (53).



Studies also showed that adaptation of psychological intervention to the targeted participants’ culture
and social context is likely to improve the feasibility, acceptability, and effectiveness of the
intervention (48, 49, 54) . However, in LMICs, including Ethiopia, there is no contextualized
psychological intervention for bipolar disorder (48, 55). Therefore, the aim of this PhD project was
to adapt an adjunctive psychological intervention for bipolar disorder for use by non-specialists in a

rural primary care setting in Ethiopia and evaluate its feasibility, acceptability, and potential utility.

1.2 Statement of the problem

Mental and substance use disorders were the fifth leading cause of disabilities (56). The global
Disability-Adjusted Life Years (DALYSs) for bipolar disorder reached 9.29 million in 2017, up by
54.4% from 6.02 million in in 1990 (5). People with bipolar disorder aged 20-44 years contributed
the most to the number of DALYs (5). In sub-Saharan Africa, mental disorders were the third
leading cause of the non-communicable disease burden, contributing to 13.6 million DALY or 9%
of the Non-Communicable Disease (NCD) burden in 2017. Among these, bipolar disorder accounted
for 1.11 million DALYs (57). In Ethiopia, mental illness accounted for 11% of the total burden of
disease, with bipolar disorder being among the main contributors (53). The life expectancy of people
with bipolar disorder was also shorter compared to the general population (58). The premature
mortality in bipolar disorder was due to medical comorbidities, suicide, homicide, and accidents
(14, 59). In Ethiopia, a ten-year population-based cohort study showed that premature mortality
among people with bipolar disorder was double that of the general population and the Years of Life

Lost (YLL) per person for people with bipolar disorder was nearly three decades (60).

Several studies have also shown the association of bipolar disorder with suicidality (60-64) and how
this disorder accounts for 3.4-14% of all suicide deaths (65). Several factors, such as stressful life
events (66), illness related factors such as experiencing mixed episodes and severity of illness (63),
comorbid mental and medical disorders (62, 63) and family history of mental illness (66) were
associated with suicidality among people with bipolar disorder. Studies also reported that bipolar
disorder has poor clinical and functional outcomes (35, 67-70) and a negative economic impact (71,
72) despite pharmacological treatments. Bipolar disorder is also characterized by a high relapse rate
(71) and experience of clinical recovery without functional recovery (26), which is critical for

returning to regular life.



People with bipolar disorder experience social problems (25, 26, 73-75), which also affect other
members of the family, which, in turn, undermines social support (7) and exacerbates the social
difficulties of their family members (76, 77). Studies have reported several factors that negatively
affect the clinical and functional outcomes of bipolar disorder, such as treatment related factors (18-
21), substance use (78-82), illness related factors (83, 84), patients’ knowledge of the disorder (85),
and coping mechanisms for stressful life events (86-88).

Despite the high burden of bipolar disorder, access to mental health care in developing countries,
including Ethiopia, is very low (71, 89, 90). Even for those patients who access care, the first line
drugs for bipolar disorder are not widely available or reliably sustainable (91). In LMICs, the
shortage of specialized mental health professionals to deliver evidence-based interventions (46, 47)
and low resource allocation for mental health care (92) are additional bottlenecks in the treatment of
mental illness in general. According to a 2011 WHO report, the median expenditure on medication
for mental and behavioral disorders in HICs was approximately 340 times higher than the median
expenditures in LMICs care (92). In order to overcome the challenges related to the shortage of
specialized mental health professionals and improve access to mental health care, task sharing to
PHC workers by providing mhGAP intervention has been implemented in LMICs, including
Ethiopia (93). However, challenges related to mental health care costs are still a challenge. In
Ethiopia, despite the government’s commitment to decentralize the mental health service, there is
no culturally appropriate and contextualized psychological intervention for bipolar disorder that can

be delivered by PHC workers.
1.3 Rationale and significance of the study

Bipolar disorder is treatable and complete recovery between episodes is part of the illness history
(94). However, given the relapsing nature of the illness and the role of various psychosocial factors,
it is crucial to understand how patients’ try to manage stress, and to understand the unmet needs and
concerns of service users in order to formulate an appropriate treatment plan. Thus, interventions
geared towards reducing psychosocial stressors or helping the patients and their caregivers cope with

the illness need to be included as components of treatment (29).



There is a clear treatment gap related to the availability and sustainability of medication, and the

knowledge/ understanding of the types of psychosocial interventions that could complement

pharmacotherapy in LMICs, including Ethiopia (71, 90, 92). Thus, it is essential to identify and

adapt evidence-based, feasible and acceptable psychosocial interventions that could potentially

improve the clinical and functional outcomes for bipolar disorder treatment while decreasing the

burden on caregivers. So far, psychosocial interventions have received little attention in LMICs,

which is reflected by the fact that treatment for bipolar disorder is mostly limited to

pharmacotherapy.

Developing a feasible and acceptable psychosocial intervention through this study would:

Allow us to gain insight into the experiences of people with bipolar disorder and their
caregivers; identify unmet needs related to the illness and treatment, and understand the
effects of the illness on patients and their caregivers/families

Help fill the existing gap in knowledge about which type of psychosocial intervention can be
used to complement pharmacotherapy.

Contribute to the scale-up of the mental health care access strategy, specifically in relation
to access to psychological interventions for bipolar disorder in primary care settings in
Ethiopia.

Offer lessons for adaptation and use of other similar interventions for other mental disorders.
Contributing to the scholarship in the mental health field in LMICs, especially in Ethiopia,
and laying the groundwork for further studies in the area that evaluate the effectiveness and

impact of this intervention in different parts of the country.

1.4 Thesis structure

This thesis is organized into six chapters

1. The first chapter is an introduction which is presented above. The chapter includes background

2.

information about bipolar disorder, a statement of the problems, and the role of psychological

intervention for bipolar disorder, and finally, the rationale of the study.

The second chapter includes; the foundation of the adapted psychosocial intervention, methods

and the results of a scoping review of psychological interventions for bipolar disorder. This



chapter concludes with a description of the conceptual framework developed based on the
review.

Chapter three describes research questions and objectives

Chapter four presents the methods used to address the research questions along with the rationale
for why these methods were selected. This chapter also describes the study setting, design, study
populations, sample selection, data collection methods, data processing and management,
analysis, ethical considerations, and plans for disseminating findings.

Chapter five provides a detailed summary of the results.

Chapter six is the final chapter where the study findings are discussed in the context of existing
literature. This chapter also highlights the implications of the findings for research, policy, and
practice. Finally, the limitations and strengths of the thesis are presented, alongside
recommendations for future research on psychological interventions for bipolar disorder.



CHAPTER TWO: LITERATURE REVIEW

The literature review here focused on the global literature and has two sections. The first section
described the methods and findings of reviews on the prevalence of bipolar disorder and factors
influencing the course and outcome of bipolar disorder. The second section focused on the methods
and findings of an umbrella review on the effectiveness of psychological interventions for bipolar

disorder.

2.1 Prevalence of bipolar disorder and factors affecting the course and outcomes of

bipolar disorder

2.1.1 Methods for reviewing prevalence and factors affecting the course and outcomes of

bipolar disorder

Search of Databases: We conducted a systematic search of three databases: PsycINFO, Medline,
and EMBASE from January 2000 to May 2021 and with restriction to studies reported in English.

Search terms: The search terms that we used for bipolar disorder were: Bipolar OR Mania OR
Manic Disorder OR Manic State OR Manic-Depressive Psychosis. For the outcome: Prevalence OR
Magnitude OR outcome OR course OR adherence OR compliance OR coping OR social support
OR life events OR Sleep problems OR sleep disturbance. Then, we combined the term used for
bipolar disorder and for outcomes with “AND”. All the retrieved articles were exported to the

reference manager, EndNoteX7.

Inclusion criteria
1. Study Language: English
2. Study populations: Patients with bipolar disorder aged 15 and above
3. Type of study review: (1) peer-reviewed observational studies, systematic reviews and meta-
analyses.
4. Outcome: prevalence, and any psychosocial factors affecting the course and outcome of
bipolar disorders. These include life events, social support, adherence, substance use,

comorbidities



Quiality assessment: we used a checklist called Appraisal tool for Cross-Sectional Studies (AXIS)
for the assessment for assessing the risk of bias and reporting quality of cross-sectional studies. The
tool has 20- items that assess that used to assess the quality of reporting and study design, and risk

of biases. Each item was rated as ‘yes’, ‘No’ or I don’t know (95).

Data extraction: We extracted data using a data extraction format that included the following items:
authors’ name and publication dates, setting, study design, sample size, outcomes measured in the

paper, and the key findings.

2.1.2 Findings of reviews on the prevalence and factors affecting the course and outcomes of

bipolar disorder

2.1.2.1 Search results

A total of 49 studies that reported the prevalence, factors affecting the course and outcomes of
bipolar disorder identified. Among them, nine studies reported prevalence (4 reviews and 5 primary

studies) and 40 studies reported factors affecting the course and outcomes of bipolar disorder.

2.1.2.2 Summary of the quality assessment result of studies

All eligible studies clearly stated their study aims and they used appropriate study design to achieve
the stated objectives. With the exception of two studies (1, 2), all studies reported their sample size
and justified how their sample size was determined. Regarding the target population, all but two
studies clearly defined their target population. About half of the studies (47.3%) used an
inappropriate sampling frame and 56.5% of the studies employed a sample selection technique which

is likely to be non-representative.

The majority of the studies (91.6%) used validated and reliable instruments to measure their key
outcome variables, and all of the studies clearly provided statistical significance and/ or precision
estimates of the outcome and the independent variables. A study conducted by Aksoy in 2016 did
not describe the methods section sufficiently to enable others to repeat their findings. All of the
studies described their findings adequately and consistently, and they reported findings that
corresponded to the analyses described in their methods section of the papers. All studies interpreted

their results, made conclusions based on their findings and discussed their limitations. Non-response



bias was not a critical concern for most of the studies (86.96%) and 66.7% of the studies provided
information about non-response. All except two studies (3, 4) did clearly declare funding sources or
conflicts of interest that may affect the authors’ interpretation of the results. All studies clearly
reported that they obtained ethical approval and consent from study participants. We computed a
summary score weighing all 20 items equally for use in the meta-regression analysis, with a higher

score indicating the better quality of a study.

2.1.2.3 Findings on prevalence and associated factors

(1) Prevalence of bipolar disorder

The prevalence of bipolar disorder extracted from both community and facility-based
epidemiological studies is summarized in Table 1. Overall, the prevalence of bipolar disorder varied
by subtype of disorder. The lifetime prevalence of Bipolar-I disorders, characterized by mania
alternating with major depressive disorder, was between 0.6- 1.1% (4, 96). Whereas, the lifetime
prevalence of Bipolar-11, characterized by hypomania alternating with major depressive disorder,
was between 0.4- 1.6% (4, 96) and the prevalence of bipolar spectrum, characterized by bipolar and
related symptoms that do not meet the full criteria for any of the bipolar was 1.4 % (4).

In LMICs, there is limited published evidence on the prevalence of bipolar disorder. A systematic
review of studies conducted in Africa reported that the prevalence of bipolar disorder ranged from
0.1% to 1.83% in community-based surveys (97). In Ethiopia, there is no national-level estimate
for the prevalence of bipolar disorder based on scientific research. However, the prevalence ranged
from 0.1% to 1.8% in studies conducted in different parts of the country (79, 98). One of the few
largest (n=68,378) community-based studies in sub-Saharan Africa was the Butajira population-
based study, carried out with validated diagnostic tools. The prevalence of bipolar disorder in this
was 0.5% (35).

Studies conducted in PHC settings reported a higher prevalence of bipolar disorder as compared to
community-based studies. For example, in a systematic review that included 15 studies, the
prevalence ranged from 0.5% to 4.3% using a diagnostic instrument (99) and in another systematic
review, it ranged from 3.4%-9% among people with depression and other mental illnesses who
attend a PHC setting (100). In Africa, a 9% prevalence of bipolar disorder was reported among
attendees of the PHC setting (101).



Table 1: Prevalence of bipolar disorder

Authors Country Sample Case identification Prevalence
size

Systematic reviews and meta-analysis

Clemente, 2015(96) Global literature 25 studies | DSM-III or DSM-1V BD-I1 =1.06 %
BD-11 =157 %
Cerimele, 2014 (99) | PHC Studies 12 studies | Structured interviews 0.5-4.3%
3 studies | Screening measure 7.6 -9.8%
Clinical interviews 3.4%9%
Cerimele, 2013 (100) g':_t:gles conducted at 7 studies screening measures 20.9%30.8%
Esan, 2016 (97) Studies done in Africa | 18 studies | CIDI, SCAN 0.1-1.8%
Community survey
Cross-country 61,392 CIDI BD-1=0.6 %
Merikangas, 2011(4) | (Americas, Europe, & BD-11 =0.4%
Asia) PBSD =1.4%
Rao, 2014 (102) India 3033 M.LN.I. Plus 0.54%
Kebede, 2006 (35) Butajira, Ethiopia 68,378 SCAN 0.5%
Fekadu, 2004 (98) Zeway island, Ethiopia | 1691 CIDI, SCAN, 1.83%
Kebede, 1999 (103) | Addis Ababa, Ethiopia | 1420 CIDI 0.3%
Beyero, 2004 (79) Borana, Ethiopia 1,854 CIDI 0.1%
Facility-based study
Aillon, 2014 (101) Kenya 300 M.LN.I. Plus 9%

* Mood Disorder Questionnaire (MDQ), Composite International Diagnostic Interview (CIDI),
Diagnostic and Statistical Manual (DSM), Mini-International Neuropsychiatric Interview (M.I.N.L.),
Schedules for Clinical Assessment in Neuropsychiatry (SCAN), Bipolar Spectrum (BPS)

(i) Factors affecting the course and outcome of bipolar disorder

Several factors, such as life events, social support, sleep disturbance, coping, and treatment
adherence, are reported to affect the course and outcome of bipolar disorder (Table 2).

Life events: are factors that play a significant role in the onset, course, and outcome of bipolar
disorder. People with bipolar disorder experience more negative life events prior to mood episodes
(104, 105), and 20% of bipolar relapses are preceded by a severe life event (106). A meta-analysis

of 42 studies found that bipolar patients who were episodic experienced significantly more life
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events before an acute episode compared to their euthymic counterparts and even more life events
than people with physical illness, though the difference is not statistically different. However, in this
paper, there was no significant difference in exposure to stress between people with BD and
schizophrenia as well as people with BD and unipolar depression (107). There is also evidence that
people with BD more significantly affirm exposure to stressful life events and lifetime DSM-IV
criteria for post-traumatic stress disorder compared to people with unipolar depression (108). There
are also studies that highlight the severity and significant association of a number of events with a
higher relapse rate (25, 104, 109, 110). This included both positive and negative life events (25,
111). The risk of relapse is increased fourfold among patients that faced the highest level of stress
(112). There is also evidence that strengthens the finding that stressful life events, especially events
that disrupt the social rhythm, are more likely to precipitate manic episodes in bipolar disorder (113).
Stressful life events lead to sleep disturbance among people with bipolar spectrum disorder

compared to healthy individuals (114)

Sleep disturbance: is a common problem among young people, which has been demonstrated to
have a principal role in the bipolarity of mood onset (115) and is associated with stressful life events
(116). Sleep disturbance is one of the criteria for the diagnosis of both depressive and manic episodes
of bipolar disorder (1, 2) as well as the most common triggering factor for illness episodes (117).
Sleep disturbance is also one of the most common prodromal symptoms and is identified by one-
fourth to three-fourths of patients as early warning symptoms of relapse (118). People with BD who
are in remission have poor sleep quality compared to healthy individuals, which is associated with
residual mood symptoms (119) and increases the risk of recurrence in euthymic bipolar patients
(120).

Treatment adherence is defined as “the extent to which a person’s behavior of taking medication,
following a diet, and/or executing lifestyle changes corresponds with agreed recommendations from
a healthcare provider ’(21). Treatment adherence is a highly prevalent issue in bipolar disorder, and
it is a complex phenomenon that appears to be influenced by a number of factors (121). A systematic
review conducted to assess medication adherence and its associated factors among people with
schizophrenia and bipolar disorder reported that treatment adherence ranged from 34% to 80%, with
a mean rate of 42% (122). Studies conducted among people with BD found that one-third to three-
fourth of people with BD did not comply with drug treatment (123-125). Studies identified various
patient-related, treatment and illness related factors, social factors and intervention providers related
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factors with treatment adherence (122, 126, 127). Among those factors, having awareness about
the illness and benefit of treatment, social support, family involvement in treatment (122), good
relationships between patients and providers (122, 126, 128), accessibility of medication, (126), and
being educated (129) were associated with better treatment adherence. On the contrary, early onset
of illness, short duration of episodes, low level of education, economic problems to cover the
treatment related costs, (122), fear of side-effects of medication, younger age (122, 127-129), patient
who are substance abusers or dependent (128, 130), and history of suicidality (130), depressive
symptoms/ episodes, and anxiety symptoms (131) were factors associated with poor treatment
adherence. Studies have also reported that treatment adherence is associated with the clinical and
functional outcomes of bipolar disorder. A study conducted among 303 people with BD in Spain
reported that poor treatment adherence was associated with severity of illness and poor functioning
(125). Another study that assessed 12 weeks of treatment adherence and the clinical outcomes among
273 people with BD-I and BD-I11 reported that patients who were non-adherent spent considerably
more time in non-euthymic mood than adherent patients (132). Therefore, treatment adherence is

one of the areas that needs to be considered to improve the outcomes of bipolar disorder.

Table 2: Summary of evidence factors influencing the course and outcomes of bipolar disorder.

Authors Setting Design Findings
e 44% of participants could report an external factor triggering
Smedler Sweden 7-years prospective manic episodes that includes sleep disturbance, medication,
2020 (111) cohort study substance use, family-related problems, and work-related issue
N=204 e Ten percent of them reported positive life events as a triggering
factor
Cross-sectional Experience of pre-onset stressful life events
Sam 2019 India e Total 69.5% (89/128)
(105) N=128 Mania 50 (56.2%) had mania

[ ]

e  Depressive 39 (43.8%)

e Bipolar relapse score was significantly high in subjects with
pre-onset stressful life events (P = 0.02).

Life events and relapse in [ES/ Hedges’ g; 95% CI]

Lex, 2017 Studies Meta-analysis e Episodic BD Vs, euthymic BD 0.13(0.3,0.8)
(107) conducted e  BD Vs Health individuals 0.6 (0.3,0.8)
globally N=42 studies e BD Vs People with physical 0.7 (-0,1,1.5)
e  BD Vs Schizophrenia 0.2 (-0,1, 0.5)
e BD Vs unipolar depression -0.16 (-0,36, 0,08)
McCraw Sydney Comparative study o Exposure to extremely stressful event in BD Vx unipolar depression
2017 (108) = (45% vs. 36%)
N=747
(bipolar =334 & o Lifetime PTSD for BD Vs unipolar depression was 26.3% Vs.14.5%

depression=413)
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Effect of number of life events on relapse after the index episode (HR;

Simhandl Austria 4-year prospective 95% ClI)
2015 (109) cohort e  All relapses 1.2 (0.99, 1.33)
e  Manic relapses 0.8 (0.5, 1.15)
N=222 o Depressive relapses  1.33 (1.12, 1.58)
Negative life events [B(BE); 95% CI]
Koenders Netherland 2-year prospective e Mania- 0.16 (0.05); P =0.003
2014 (25) cohort e Depression 0.08(0.03); P =0.012
e  Functioning 0.16 (0.04); P <0.001
N=176
Positive life events
e Mania -0.24 (0.06); P = 0.001
e  Depressions -0.01(0.03); P<0.5
e  Functioning 0.04(0.04); P=0.3
Malkoff- Pittsburgh Cross-sectional At 8 weeks pre-onset period
Schwartz comparative study e The rates of subjects with at least one SRD event were
2000 (113) greater for bipolar manic subjects compared to other groups
Purely Manic = 21 20- weeks pre-onset period
Purely depressed=21 e The rates of subjects with at least one SRD event were
Cycling =24 ) greater for manic subjects compared with depression and
Recurrent unipolar rapid cyclic patients
depression =44 e The rates of subjects with at least one severe event were
greater for manic subjects compared with depression and
rapid cyclic patients
Lewis 2017 UK Nested cross-sectional e There is an association between bipolar disorder and self-reports
(117) of sleep loss triggering episodes of high mood [X?(2) =98.189;
N = 3140 P<0.001]
e In depressive episodes, females report sleep loss triggering
episodes of depression 1.5 times greater than men [OR = 1.4; 95%
Cl(1.2,1.8)]
o In multivariate analysis, hypomania or mania triggered by sleep
loss [OR= 2.8; 95% CI (2.2, 3.5)]
Sylvia 22 sites in the Multi-center, 2-years,
2012 (120) | United States | Longitudinal study o Sleep disturbance significantly associated with a greater risk for
Bipolar euthymic recurrence [Kaplan—Meier log-rank p < 0.05]
N=483
The majority of participants identified sleep disturbance as early signs
Jackson Studies Review of relapse.
2003 (118) conducted e In manic prodromes = 77% participants
globally N=17 e Depressive prodromes = 24%
Recovered PBD Vs. Health control [M (SD); 95%Cl]
Cretu 2016 22 sites in Recovered BD = 89 e Poor sleep quality among PBD
(119) United States HC =56 4.8 (2.7) Vs. 2.8 (1.5); F (1,110) = 12.6; P<0.001]
Poor sleep is associated with residual symptoms of mood
e  Objective assessment (Pearson r =0.36; R?= 0.1; P<0.005
e  Subjectively assessment (Pearson r =0.28, R2=0.08; P<0.008)
Saunders Michigan, US | Retrospective cohort Poor sleep quality in euthymic people with BD was associated with
2013 (116) e stressful events (B =0.20, P =0 .02).

BD N= 119) and
HC =136)

e  Rapid cycling (f = 0.20; P =0.03)

*Bipolar disorder (BD), people with bipolar disorder (PBD), Healthy control (HC), Confidence Intervale (Cl), Hazard
Ratio (HR), Odds Ratio (OR), Mean (M), Standard Deviation (SD), social rhythm disruption (SRD)
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Coping with stress: Coping with stress is the use of different cognitive and behavioral strategies for
reducing psychological distress and physiological reactions induced by stressful life events (133,
134). People with BD use various coping mechanisms to cope with stressful life events and
prodromal symptoms. The studies that reported that reported the coping mechanisms among people
with BD are summarized in Table 3.

A study conducted in a mental hospital in Korea reported that bipolar patients with psychotic and
non-psychotic features experience different prodromal symptoms and also use different coping
mechanisms to manage those symptoms. For example, fear of going crazy and hearing
hallucinations were common prodromal symptoms among patients with psychotic symptoms,
whereas feeling energetic was reported more in non-psychotic bipolar patients than in patients who
had psychotic symptoms (135). Regarding coping styles, bipolar patients who had psychotic
features denied the symptoms, ignored them as if nothing happened, or blamed others for coping
with prodromal symptoms more than non-psychotic features (135). Other studies also identified
various coping mechanisms, such as: less adaptive and risk-taking behavior (136), not active in
solving problems, using more avoidant coping and being more introverted in expressing emotions
(137), substance use, extra-marital affairs, stealing, and beating as a coping mechanism for stress
(138) compared with the general population/ healthy control group. A study conducted to assess the
relationship between mood, self-esteem and coping reported that a higher level of risk-taking was
associated with both depression and mania (P < 0.001). Additionally, a higher level of rumination
and adaptive coping were found to be associated with depression (P < 0.001) (139).

The studies also compared coping styles among the subtypes of bipolar disorder (136) and with
unipolar depression (140). The findings showed that people with bipolar-I use problem-directed
coping and professional help-seeking more than patients with bipolar-11 (136). A study that
compared people with BD and with unipolar depression reported that people with BD use more
adaptive coping, such as seeking social support, planning, sharing feelings with family and friends,

and are less uncomfortable with socialization compared to people with unipolar or depression (140).
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Table 3: Summary of evidences on coping mechanisms among people with bipolar disorder.

Authors Country Study design | Instrument Patient status Key findings
used
Goossens, Netherland CS with Utrecht -Euthymic PBD | e People with BD use more avoidance coping, had
2008 [HIC] comparative Coping  List lower expression of emotions and more passive
(137) group (UCL) -Male and compared to control group
N=157 female Dutch
population
Ryu 2012 Mental Cross Euthymic PBD | e Denial or blame in bipolar patients with psychotic
(135) hospital in sectional CIPM symptoms (t =—2.27, P =0.03).
Korea N=83
e BD Vs. Unipolar
Fletcher, Australia CS with -CIPM, RSQ, -BD-l1 & 11 = Bipolar use emotion focused and self-focused
2013 comparative RPAQ, CERQ | -Unipolar rumination of positive affect (p<0.05)
(136) group depression
-Healthy control = People with BD engaged in risk taking
N= 417 behavior (p<0.05)
PBD use more adaptive coping compared to
Carissa, Australia CS with COPE -PBD =77 unipolar (M, SD, P)
2013 comparative inventory -Unipolar =96 -Abl«_e to ta!k about feelings (2.8, 1.3; P<0.001]
(140) group =Socialization (2.5, 1.4; P<0.04]
=Shy or uncomfortable with people (2.4, 1.2;
N=173 P<0.02]
=Contact with outside family members (91.5%,
P<0.01]
Moon, 2014 Korea CS with 53-items
comparative survey PBD and e PBD wusing less socializations for example
(138) group questionnaire Healthy control socialization with friends, going to movies, dating
N= 206 to cope with stressful life events compared to
healthy control (All P value < 0.05)

e PBD engage more in maladaptive stress-coping
strategies such as using substance, stealing and
beating and extra-marital affairs compared to HC

(All P value < 0.05
Pavlickova, UK Longitudinal Revised Bipolar patients | ¢ Rumination, risk taking behavior and adaptive
2013 [HIC] version of -In remission coping were associated with mood symptoms
(139) N=48 NHRSQ -Depressed (P<0.001)
-Hypomanic

** Brief Cope (BC), Responses to Positive Affect questionnaire (RPAQ), Response Styles Questionnaire (RSQ), the Coping
Inventory for Prodromes of Mania (CIPM), and Cognitive Emotion Regulation Questionnaire (CERQ), Family Coping
Questionnaire (FCQ), Responses to Positive Affect (RPA), revised version of Nolen-Hoeksema’s Response Style Questionnaire
(NHRSQ), Cross-sectional study (CS)

2.2 Effectiveness of psychological intervention for bipolar disorder: Umbrella review

2.2.1 Methods of review effectiveness of PSI

Search Database: We conducted an umbrella review by systematically and comprehensively

searching PsycINFO, Medline, EMBASE, and Cochrane Library from inception to June 2020 using

terms for bipolar disorder, psychological intervention, and review.
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Search terms: Terms used for psychosocial intervention: “Psychosocial intervention” OR
“psychological intervention” OR “Psychosocial therapy” OR “Cognitive behavioural therapy” OR
“Cognitive Therapy” OR “Behavior Therapy” OR “Family-focused intervention” OR “Family
intervention” OR “Family therapy” OR Psychoeducation OR “Interpersonal and social rhythm
therapy” OR “Social rhythm therapy” OR “Interpersonal therapy” OR “Mindfulness-based cognitive
therapy” OR psychotherapy OR “Individual therapy” OR “group therapy”.

The search terms used for bipolar disorder include: “bipolar disorder” OR “Affective disorder OR
Mania OR Manic Disorder OR Manic State. For reviews: review OR “systematic review” OR
“Meta-analysis OR Network Meta-analysis were used. Then, the three- pillars of the above search
terms were combined with “AND”. All the retrieved articles were exported to the reference manager,
EndNoteX7. The process employed in the selection of the papers and documents is presented in

Figure 1.
Inclusion criteria

1. Study Language: English

2. Study populations: Patients with bipolar disorder

3. Type of study review: (1) peer-reviewed systematic reviews and meta-analyses of RCTs,
observational studies, case-controlled or other quasi-experimental studies. Comparison
groups could include treatment, as usual, waiting list control, or another standard
psychosocial intervention. Investigating the effect of any type of psychological intervention
on bipolar disorder. The intervention could be delivered in an individual, family, or group
format. Reviews that didn’t include clear search strategies, methods, and narrative reviews
were excluded.

4. Outcome: Relapse or recurrence, severity of mood or anxiety symptoms, suicidality,
functioning, quality of life (QOL), and treatment adherence, and delivered in individual or

group format.

Data extraction: Data was extracted using a data extraction format that included the following
items: number of included studies, publication dates, purpose of the review, outcomes measured,
study inclusion criteria of the review, and limitations of each review. Data extraction was expected
to be checked and extracted by two reviewers, but in this review, it was conducted by a single

individual (candidate).
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Quality assessment: The methodological quality of the systematic review/meta-analysis was
evaluated using the Assessment of Multiple Systematic Reviews (AMSTAR). AMSART has eleven
items rated as “Yes”, “No”, “Can’t answer”, or “Not applicable.” The total score is calculated by
adding one point for ‘yes’ and no point for others, resulting in a summary score of 0-11 (141). In
order to rate the quality of systematic reviews/ meta-analysis, the following three categories were
applied: a score of 04 is classified as low quality, 5-8 indicates moderate quality, and 9-11 as
high-quality based on other studies (142, 143). The quality of included studies was expected to be
checked against AMSTAR by two reviewers, but in this review, it was done by a single person
(candidate).

2.2.2 Findings of the review from scoping review

2.2.2.1 Search results and characteristics of the included reviews

The initial search resulted in 1231 paper, of which 248 articles were excluded due to being duplicate
and 940 during title and abstract screening. An additional 27 articles were excluded during a full
text review. Finally, 16 papers met the inclusion criteria and included in this review (Figure 1). The
sixteen included papers were: Nine meta-analysis, five systematic review, one each Network meta-
analysis and component network meta-analysis. Among the 16 papers, eight papers reviewed the
mixed types of psychological interventions (45, 144-151), two each on Mindfulness-based cognitive
therapy (MBCT) (42, 152) and group psychological intervention (153, 154), Cognitive Behavioral
Therapy (CBT) (155), the psychological intervention focused on caregivers (156), and earliest stage
of bipolar disorder (157) each reviewed separately one paper. Regarding outcomes reported, 10
reviews reported relapse, seven on the severity of symptoms, three on anxiety, three on functioning,

three on treatment adherence, and one paper on Knowledge and caregivers’ burden.

2.2.2.2 Summary of the quality assessment result of the included reviews

Of the 16 evaluated systematic reviews, two-thirds of them rated were as moderate to high quality
(AMSTAR score 9-11) and three papers were moderate (AMSTAR score 5-8). and only 2 reviews
were categorized as low quality (AMSTAR score 1-4). The results of methodological quality
assessment according to each item of the AMSTAR are presented in Table-4.
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Studies identified through database searching
N=1226

v

Title and Abstract screening N=983

Excluded N=248
Due to Duplicate

\ 4

Full test review, N=43

Excluded N= 940
Because they are not on
bipolar or PSI or Review

v

Included in the final analysis = 16

v

Excluded N=27
Narrative’s review

Not reported exclusively
for bipolar disorder

Figure 1: PRISMA flow diagram of the study selection process

Table 4: Methodological quality of systematic reviews or meta-analyses using AMSTAR.

Authors and year AMSTAR Quality items AMSTAR
1 2 3 4 5 6 7 8 9 10 11 score

Seeberg 2021 Y Y Y Y Y Y CA | Y Y Y Y 10
Miklowitz 2020 Y Y Y Y Y Y Y Y Y Y Y 11
Xuan 2020 Y Y Y Y Y Y Y N Y Y N 10
Janis 2020 Y Y N N Y Y Y N Y Y N 8
Lovas 2018 Y Y Y Y Y Y N N Y Y Y 9
Baruch 2018 Y Y Y Y Y Y N N Y Y Y 9
Chatterton 2017 Y y Y CA Y Y Y Y y N Y 11
Chiang 2017 N Y Y CA | N Y Y Y Y Y Y 9
Macheiner 2017 Y N Y Y N N N Y Y N Y 11
Oud 2016 Y N N Y N N N N NA | N Y 4
MacDonald 2016 | Y Y Y Y N Y Y Y Y N Y 9
Miziou 2015 Y CA |Y CA |Y Y Y Y CA | N Y 7
Vallarino 2015 Y Y Y Y Y Y N Y Y N Y 10
Bond 2015 Y Y Y Y CA | Y N Y Y Y Y 9
Lam, 2009 Y CA |Y Y Y Y N CA |Y N Y 7
Beynon, 2008 Y Y Y Y Y Y CA|CA|Y Y Y 9
Scott J 2007 y CA |CA |CA |N N N CA Y Y NA |3

*Yes (Y), No (N), Not applicable (NA), Can’t answer (CA)
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2.2.2.3 Effect of psychological intervention in outcomes

(i) Effect of psychological intervention in relapse/ recurrence prevention among people with BD

The effectiveness of six types of psychological intervention in individual and group reported:
Psychoeducation (PE), Cognitive Behavioural Review (CBT), Family or Carer-focused (FFT), and
Interpersonal and Social Rhythm Therapy (IPSRT). The findings are summarized in Table 5.

Psychoeducation: is tested in individual, family, and group formats. It was tested in almost a single
group before-after intervention trial and a controlled trial. All comparative PE trials were compared
with the Treatment as Usual (TAU) or waitlist control (WLC) groups. In general, the majority of the
reviews reported a medium effect of PE in preventing relapse, with a Relative Risk (RR) ranging
from 0.3 -0.8 compared to TAU/ WLC. The findings also showed, the group PE was more effective
in preventing relapse compared to unstructured group meetings, though the effect was small
(RR=0.16) (149). Few also reported the long-lasting effect of PE in preventing relapse (147). One
review reported that group PE is effective in preventing any relapse/manic relapse, but not depressive
relapse (40). The review found brief psychoeducation with fewer than six sessions was linked to a
reduced attrition rate than PE with more sessions (144). One systematic review reported that
whatever the underlying theoretical model used in the type of psychological intervention trial, most
interventions incorporate PE, problem solving, symptom-management or relapse prevention
strategies, and some advice on sleep, social rhythms, and cognitive regulation (157). Although the
PE mechanism of action remains unknown, it is believed that the beneficial effect is mediated by the
enhancement of treatment adherence, promoting normal routines and regular sleep habits, and early
detection of early signs of relapse (147).

Cognitive Behavioural Therapy (CBT): inalmost all reviews, CBT was compared with the TAU
group. Most of the reviews showed that CBT has a medium effect on reducing the risk of relapse in
post-assessment and 6 to 18 months post-intervention assessment compared to the TAU or WLC
groups. In one meta-analysis, combined CBT and PE were shown to be associated with a reduced
risk of relapse compared to TAU, though the difference was not significant (145). Likewise, CBT
was not significantly different in relapse prevention compared to supportive therapy (147). One
review mentioned that CBT was more effective in relapse prevention when PBD are euthymic during
recruitment and had fewer than twelve previous episodes (150). On the contrary, another review of

a meta-regression of six studies using the number of episodes as a predictor variable found no
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relationship between the number of episodes and the number of relapses. This review also didn't find
a difference in terms of survival rate between patients who had less than and greater than twelve
previous episodes (148).

Family focused Therapy (FFT): The effectiveness of FFT was compared with TAU, individual
psychological intervention, and crisis management. The findings were mixed, in which some studies
reported significant improvement in reducing relapse/recurrence compared to TAU (144-146).
Whereas other reviews reported a non-significant reduction in the risk of relapse among the FFT
group compared to the TAU/ or active comparison group (146). One review assessed the effect of
PSI on the earliest stage of bipolar disorder. The review reported that young people who were at risk
of developing bipolar disorder and assigned to the FFT experienced faster recovery and a longer
period of remission and were less likely to meet the bipolar disorder criteria during follow-up (157).
Interpersonal and Social Rhythm Therapy (IPSRT): findings in the identified review didn’t
support the benefit of IPSRT in relapse prevention (150).

A component network meta-analysis identified eighteen components of intervention and among
them family format, and encouraging patients to monitor prodromal symptoms were significantly
associated with a lower recurrence rate (144). Additionally, PE with skill development, practice and
self-monitoring delivered in a family or group format (152) and individual, structured psychological

intervention, were more effective at reducing the rate of recurrence (146).

Table 5: Effect of psychological intervention in relapse/ recurrence prevention among PBD

Reference | Type of analysis Summary of the findings

Relapse prevention
= The pooled OR from 20, two-group trials showed a lower rate of recurrence among

39 studies the PSI group than control (OR, 0.56; 95%Cl, 0.43-0.74).
Miklowitz | conducted until
2021(144) | 2019 = PS| effective in reducing relapse compared to TAU (OR, 95% CI)
e Family or conjoint therapy 0.30(0.17, 0.53)
Component e CBT 0.52 (0.34, 0.79)
network ) e Standard psychoeducation 0.52 (0.32,0.84)
meta-analysis e  Brief psychoeducation 0.34(0.16, 0.74)
= Components of intervention associated with lower recurrence rates
e Family format 0.16 (0.02, 1.22)
e  Monitor prodromal symptoms 0.22 (0.04, 1.35)

e PE with skill development and practice 0.12 (0.02-0.94)
Acceptability
= Factors associated with acceptability /high retention rate of PSI (incremental OR,
95% Cl)
e Family or conjoint therapy 0.46 (0.26, 0.82)
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e Brief PE (<6 sessions) 0.44 (0.23, 0.85)

Chatterton | Forty-five studies | = Effect PSI in relapse prevention compared to TAU (RR, 95% ClI)
2017 are done until e  Carer-focused 0.6 (0.44, 0.86)
(145) 2016 e FFT 0.8 (0.54, 1.15)
e Psychoeducation 0.8 (0.65, 1.06)
Network e CBT 0.9 (0.68, 1.17)
meta-analysis e PE+CBT 1.12 (0.58, 2.18)
e Attention control 1.19 (0.85, 1.67)
Twenty-three = Group PSI plus medication effective in reducing the risk of relapse compared to
trials (2003- 2015) | medication alone (RR, 95% CI)
Macheiner e PE 0.65 (0.6, 0.8)
2017 Meta-analysis e CBT 0.68 (0.5, 0.9)
(153) e FFT 0.78 (0.6, 1.1)
e IPSRT 0.97 (0.5,1.8)
e AllPSI 0.7 (0.62, 0.8)
Chiang Ten trials
2017 conducted until = CBT reduce relapse compared to TAU/WLC/PE (pooled OR = 0.5; 95% CI =
(155) 2016 0.3-0.9)
Meta-analysis
PSI Vs TAU in prevention of any relapse (RR, 95% CI)
48 studies Post-intervention Follow-up
conducted from e Individual PSI 0.66 (0.48, 0.92) 0.74 (0.63, 0.87)
Oud 2016 | 1984- 2014 e Group PSI 0.48 (0.22, 1.04) 0.86 (0.61, 1.20)
(146) e Collaborative care 0.99 (0.84, 1.17)
] e FFT e 0.52 (0.32t0 0.84)
Meta-analysis
PSI Vs Active control (supportive therapy) in the prevention of any relapse (RR,
95% ClI)
Post-intervention Follow-up
e FFT 0.89 (0.52, 1.54) 0.67 (0.34, 1.30)
e CBT 0.60 (0.34, 1.05) 1.13(0.81t0 1.58)
e IPSRT 155(0.63,384) -
78 RCT Among 78 included CBT, PE, ISRT, FT, and MBCT studies.
conducted from PE Vs. TAU
Miziou 1998-2015 e The review showed that only PE has a long-lasting prophylactic effect
2015 especially the prevention of manic relapse
(247) Systematic review | IPSRT
e Overall, the findings are not supporting the usefulness of IPSRT during the
maintenance phase of BD. However, some data suggesting that IPSRT
might prolong the time to relapse during the acute phase
CBT Vs. TAU among cases less than and greater than 12 previous episodes
Ten studies e No difference in survival rate between groups [HR = 0.56, 95% ClI: 0.32—
1.17, p = 0.134).
Lam, Systematic review
2009 e Among cases with more than 12 previous episodes, CBT group had
(148) significantly better survival rate (HR = 0.31, 95% CI: 0.12-0.79, p = 0.014)

From 10 studies, the overall RR of relapse 0.74 [95% CI: 0.64, 0.85]

No relationship found between number of previous episodes and relapse
[log OR =0.01, 95% CI: (0.05-0.03)]
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People with a high risk of BD
Vallarino | 8 completed RCTs e FFT group experienced less mood symptoms, faster recovery from mood
2015 symptoms, and longer periods of remission, and less likely to meet the
(157) criteria for a bipolar spectrum disorder.
Systematic review
People with early-onset BD
e IPSRT resulted in less mood symptoms and improved interpersonal
functioning
e CBT reduced anxiety symptoms and improved and modification of beliefs
about the self
People first onset BD
e IPSRT and FFT result in negative results in people with first onset BD
Bond Nine studies Compared participants who di(.ln’t relapse among PE.and TAU/placebo group
2015 e Higher number of patients who didn’t experience any relapse/ manic
Meta-analysis relapse in PE group compared to TAU
e Any relapse [OR=1.98; CI: 1.09, 3.58]
e Manic relapse [OR=1.68; CI:0.99,2.85]
e Depressive relapse [OR=1.39; Cl: 0.78, 2.48]
Goop PE [OR=2.8; C1=1.63,4.82] was effective, but individual PE was not different
from TAU/placebo [0.89; C1=0.45,1.76]
Scott Nine trials PSI had a positive effect on relapse prevention compared to TAU/WLC (OR, 95%
2007 conducted from Cl)
(150) 2000-2005 e Psychoeducation 0.41 (0.2, 0.86)
e CBT 0.5(0.36, 0.77)
Meta-analysis e FFT 0.46 (0.19, 1.11)
e IPSRT 1.8 (0.7, 4.5)
e All studies 0.54 (0.37,0.73)
Beynon, Twelve RCT Effect of PSI in the prevention of any relapse from authors’ and admission (OR,
2008 conducted until 95%Cl) o
(149) 2005 Authors’ report Admission
e CBTvs. TAU 0.24 (0.12,0.51) 0.30 (0.05, 1.91)
e FFT vs. Crisis management  0.46 (0.19, 1.11)
Meta-analysis e FFTvs. I-PSI 0.80 (0.27, 2.36 0.60 (0.19, 1.89)
e G-PEvs. Group meeting 0.16 (0.07-0.40) 0.42 (0.21, 0.86)
e I|-PEvs. TAU - 0.76 (0.29, 2.02)
e Care managementv. TAU  ----- 0.75 (0.35, 1.61)
e Integrated group therapy v. TAU  ---- 0.86 (0.26, 2.85)
Effect of PSI in manic and depressive relapse authors’ report (OR, 95%CI)
Manic relapse Depressive relapse
e CBTVs. TAU 0.48 (0.21, 1.13) 0.32 (0.13, 0.74)
e FFT vs. Crisis management 0.93(0.31, 2.82) 0.41(0.15, 1.12)
e Group-PE vs. Group meeting  0.27 (0.14-0.53) 0.24 (0.12, 0.45)

** Group meeting was unstructured group meeting, Individual psychosocial intervention (I-PSI), Odds Ratio (OR), Risk Ratio (RR),
Standardized Mean Difference (SMD), Confidence Interval (Cl), Intensive clinical Management (ICM), Psychoeducation (PE), Family
Focused Therapy (FFT), Cognitive Behavioural Therapy (CBT) and Interpersonal Psychosocial Rhythm therapy (IPSRT), Global
Assessment of Functioning (GAF) Personalized Real-time Intervention for Stabilizing Mood (PRISM), Waitlist Control (WLC),
Treatment as usual (TAU), Integrated cognitive and interpersonal therapy (ICIT), Integrated group therapy (IGT)
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(i) Effect of psychological intervention and severity of mood symptoms

Five types of psychological interventions have been reported on the effectiveness of PSI to control
or reduce mood symptom severity: family-focused therapy, CBT, PE, MBCT, and IPSRT.
Additionally, there are reviews that have reported the effectiveness of group and individual PSI
included in the above types of interventions. Details of the studies and the findings are summarized
in Table 6.

Psychoeducation (PE): The findings show that PE had beneficial effect in reducing both depressive
and manic symptoms. However, it was found to be most effective in reducing manic symptoms
severity, with a large effect (SMD > 0.8) compared with TAU and active control groups (supportive
therapy) (145, 146, 158), whereas the effect on depressive symptoms was not significantly different
from the control group.

Cognitive Behavioural Therapy: the majority of the included papers assessed the effect of CBT
on symptom severity. In almost all studies, CBT resulted in a significant medium effect on reducing
depressive mood symptoms compared to the TAU or active control group in the post and follow-up
assessment (144, 155), and a non-significant reduction in manic symptoms. However, a combination
of PE and CBT had a significant, large effect on reducing manic symptoms (145). One review
reported a small to medium positive effect of supportive therapy on reducing depressive symptoms
compared to CBT (146).

Family-focused intervention (FFT): Findings showed FFT had some effect on reducing mood

symptoms. However, the difference was not statistically significant (144-146).

Mindfulness-Based cognitive therapy (MBCT): one meta-analysis that included 10 studies
conducted on MBCT in bipolar disorder was identified (152). The findings showed MBCT had no
significant effect in reducing mood symptoms compared to the waitlist or TAU groups. However,
uncontrolled studies showed promising results on reducing depressive symptoms in the post and
three-month post-intervention assessment (152).

Inter-Personal and Social Rhythm Therapy (IPSRT): two reviews reported the effect of MBCT
on symptom severity, and both reviews reported negative effect on symptom severity (144, 146).
Group vs. individual intervention: Regardless of the type of intervention (PE, CBT...), the effect
of delivering the intervention in group and individual format was also evaluated in the reviews (145,

146). The group PSI had no significant effect on reducing mood symptoms compared to TAU (145,
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146, 154). Whereas, individual PSI had a significant lower effect on reducing depressive symptoms

compared to TAU at post-assessment, and had a significant, medium effect on reducing manic

symptoms compared to both TAU and supportive therapy during follow-up time (146).

Regarding factors that have a role in mood symptoms, one component meta-analysis, intervention

components such as cognitive restructuring, regulating daily rhythms, and communication training

were found to have a significant, greater effect on reducing the severity of mood symptoms (144).

Another meta-analysis that used a meta-regression to examine factors that might affect intervention

efficacy found that studies with longer follow-up data collection had larger effect sizes than those

collecting data only in the short term (145).

Table 6: Effect of psychological intervention in mood symptom severity.

Reference | Type of Summary of the findings
review
Post assessment compared with TAU for mood symptom severity (SMD, 95% CI)
Depressive Manic
e  Cognitive behavioral therapy -0.32 (-0.64, -0.01) -0.32 (-0.65, 0.01)
Miklowitz | 39 studies e Family or conjoint therapy ~ -0.46 (-1.01, 0.08) -0.35(-0.8100.2)
2021(144) | conducted e IPSRT -0.46 (-1.07, 0.15)
until 2019 e Psychoeducation -0.31 (-0.7,0.08)
Components that are potent in reducing mood symptom severity (iSMD, 95% CI)
Component Depressive Manic
network e Cognitive restructuring -1.26 (-2.1,-0.4) -1.0(-2.2,0.2)
meta-analysis e Regulating daily rhythms -0.78 (-1.3,-0.24) -0.4 (-1.1,0.3)

e Communication training -0.84 (-1.8, 0.23)

9-trials (1990-

The pooled estimate from five studies- Group-PSI Vs. TAU group (Hedges G. 95% CI)

Meta-analysis

i 2018
2?2115)2021 ) e Post intervention assessment 0.69 (0.18, 1.21)
Meta-analysis e Long-term follow-up time points 0.61 (0.30, 0.93)
10 trials MBCT Vs. control group (TAU/Waitlist) (SMD, 95% CI)
Xuan, 2020 | Conducted
(152) until 2020 e  Post- assessment MBCT reduced depressive symptoms [0.3 (-0.05, 0.6)]
Meta-analysis | 7/10 were uncontrolled, before-after MBCT intervention, (SMD, 95% CI)
Mania Depression
e  Post assessment -0.26 (-1.4,0.9) 0.37 (0.1, 0.6)
e 3-months post intervention -0.04 (-1.3, 1.3) 0.46 (0.1, 0.8)
e 12-moths post intervention 1.6 (0.3,2.9) 0.04 (-0.3,0.4)
Chiang 10- CBT = CBT/ CT compared to TAU/WLC/PE (Hedges G., 95% CI)
2017 (155) erﬁ:lsggfg e Depressive symptoms severity - 0.5 (- 0.9, -0.03)

= Manic symptom severity -0.6 (-1.12, -0.04)

24




13 MBCT

Effect on manic symptoms

Lovas, trials done « Inall included studies, PBD were enrolled during remission from manic/ mixed/
2018(42) until 2018 hypomanic episodes. Therefore, is no significant change in manic symptoms.
Systematic e 2/3 trials (One RCT and one-open-label trial) found a significant positive effect in
review reducing depressive symptoms
Chatterton | Forty-five = Effect of PSI on mood symptom severity_ compared to TAU (SME_), 95% CI)
2017 (145) | Studies are Depressive Manic
done until e PE+CBT -0.58 (-2.4, 1.3) -0.95(-1.5,-0.4)
2016 e  Group drug counselling -0.17 (-0.7, 0.4) 0.24 (-0.3,0.8)
e Psychoeducation -0.14 (-1.3,1.01) -0.22 (-0.6, 0.2)
Network e CBT 0.14 (-0.6, 0.9) -0.17 (-0.8, 0.4)
Meta-analysis e PE+PRISM 0.6(0.1,1.1) 0.33 (-0.2,0.9)
o FFT -0.26 (-0.7, 0.2)
= Factors related to PSI efficacy at the longest follow-up assessment
¢ Studies with longer follow-up data collection period Vs. Shorter follow-up
t (18) = 2.63, P=0.02, adjusted R2 = 25.8%]
Post assessment compared with TAU for mood symptom severity (SMD, 95% CI)
Oud 2016 48 studies Depressive Manic
(146) conducted e Individual PSI -0.2(-0.41, -0.05) 0.05 (-0.35, 0.25)
from 1984- e Group PSI_ -0.2(-0.6, 0.2) -0.08 (- 0.33,0.16)
2014 e Family PE -0.7 (-1.4,-0.1) -0.66 (- 1.28,-0.04)
e Collaborative care  -0.2 (-0.6, 0.2) -0.07 (-0.47,0.32)
e ICIT -0.6 (-1.2,-0.1) -0.10 (- 0.30, 0.10)

Meta-analysis

Follow-up assessment compared with TAU for mood symptom severity (SMD, 95%
Cl)

Depressive Manic
e Individual PSI_ -0.21 (-0.4, 0.01) -0.4(-0.7, -0.04)
e GroupPSI__ 0.22 (-0.05, 0.5) 0.2 (-0.1,0.4)
e FamilyPE -0.15 (-0.7, 0.4) -0.8 (-1.3,-0.2)
e Collaborative care -0.6 (-1.1, -0.1) -0.10 (-0.59 to 0.38)

Post assessment compared with supportive therapy for mood symptom severity
(SMD, 95% ClI)

Depressive Manic
o FFT -0.4 (-0.8, 0.0) 0.00(-0.4,0.4)
e CBT 0.4 (0.1,0.7) 0.20(-0.1,0.5)
e IGT -0.35(-0.8,0.2) -0.2 (-0.7,0.3)
e IPSRT 0.44 (-0.3,1.2)

Follow-up assessment compared with supportive therapy for mood symptom
severity (SMD, 95% CI)

Depressive Manic
e FFT -0.1 (-0.6,0.4) -0.3(-0.7,0.1)
e CBT 05(0.04,09) e
e Integrated group therapy 0.1 (-0.4, 0.6) -0.5 (-1.05, -0.02)

** Group meeting was unstructured group meeting, Individual psychosocial intervention (I-PSI), Odds Ratio (OR), Risk Ratio (RR),
Standardized Mean Difference (SMD), Confidence Interval (Cl), Intensive clinical Management (ICM), Psychoeducation (PE), Family
Focused Therapy (FFT), Cognitive Behavioural Therapy (CBT) and Interpersonal Psychosocial Rhythm therapy (IPSRT), Global
Assessment of Functioning (GAF) Personalized Real-time Intervention for Stabilizing Mood (PRISM), Waitlist Control (WLC),
Treatment as usual (TAU), Integrated cognitive and interpersonal therapy (ICIT), Integrated group therapy (IGT)
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(iii)  Effect of psychological intervention on anxiety symptoms among people with BD

The effect of PSI was reported in two systematic reviews and one-meta-analysis papers (42, 152,
159). Among the three, two of them reviewed exclusively MBCT trials in improving outcomes of
bipolar disorder (42, 152), whereas the third looked at the effect of PSI on anxiety symptoms in
bipolar disorder (159). The included types of interventions were MBCT and CBT. The findings from

these reviews are summarized in Table 7.

Mindfulness-based cognitive therapy: one of the three reviews reported the pooled effect size
(152) and in two papers they provide the summary without providing the effect size (42, 159).
Findings showed that MBCT had a significant effect in reducing or preventing anxiety symptoms,
stress, and emotional dysregulation compared to the baseline (152, 159). In one of the reviews, the
findings from RCT were not significantly different from the control group, however, it mentioned
that the interventions in the negative trials were all less specific and less modified for bipolar
disorders (42).

Cognitive behavioural therapy (CBT): is the second type of PSI reported and findings showed a
positive effect in favor of mindfulness-based cognitive behavioural improving the anxiety symptoms
among patients with bipolar disorder(159).

Table 7: Effect of psychological interventions on anxiety symptoms of bipolar disorder.

Reference | Type of review | Summary of the findings

= Five CBT RCTs that compared with TAU and one with PE in post-assessment

Seeberg, Conducted till and at least 6-months follow-up reported
2021 (159) 2020 o The findings showed a positive effect of CBT in reducing residual symptoms
of anxiety in self-rated, clinician-rated or both
Systematic .
review Three MBCT controlled trials compared TAU

o MBCT improved anxiety in remitted PBD compared to TAU in two studies
and one study within-group reduction in anxiety symptoms.

Xuan, 2020 | 10 MBCT trials 7/10 trials are uncontrolled, Before-after intervention studies (Hedges G. 95,
(152) done till 2020 95% ClI)

Meta-analvsis Post-assessment 3-months 12-months
Yy o Anxiety 0.45 (0.2, 0.7) 0.57 (0.2,0.9) 0.17(-0.2,0.5)
e Stress 0.39(0.1,0.7)

o Mindfulness ability 0.63(0.4,0.9)
o and emotion regulation 0.62 (0.1, 1.1)

MBCT more effective in reducing anxiety symptoms compared to TAU/waitlist
(SMD, 95% CI) =0.51 (-0.2,1.2)
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Lovas, 2018 | 13 trials of e 7 (3 RCT and 4 open trials) assessed the effect of MBCT in anxiety symptoms.
(42) MBCT done

until 2018 e All three RCTs found positive effects of MBCT in improving or preventing
worsening of anxiety symptoms compared to the waitlist control group.

Systematic ) o ) ) )

review « Only one of the four open-trial reported significant improvement in anxiety

that was maintained at 3-months follow-up.

(iv)  Effect of psychological intervention on functioning among people with BD

As the results summarized in Table 8 show, the impact of PSI on the functional status of people
with BD was reported in two reviews. The first review reported five interventions, and except for
one trial on CBT, four trials included PE given to PBD or caregivers only (carer-focused), or
combined with CBT. The finding showed a large effect of combined PE and CBT intervention on
GAF compared to TAU (145). The second review pooled the effect sizes from seven trials. Among
them, four of them compared CT or CBT with TAU/WLC, and two trials compared CBT with
standard care and PE, and the seventh trial compared intensive psychosocial treatment with
collaborative care. The results indicated that CBT had a medium effect on improving psychosocial
functioning in people with BD (155). In the first review, the sample included both people with
bipolar type | and type -Il, and studies with a shorter duration of follow-up data collection had a
smaller effect size than those studies collecting data for a longer duration and included people with
bipolar type-I.

(v) Effect of psychological intervention on treatment adherence among people with BD

There are two meta-analyses that synthesized evidence on the effectiveness of psychological
intervention in improving treatment adherence among people with bipolar disorder (45, 145). The
first review showed that PE alone or in combination with CBT has a positive effect on reducing non-
adherence compared to the TAU group (145). The second review also reported the positive effect of
psychological intervention on improvement of treatment adherence. Additionally, this review found
that a brief intervention focused specifically on adherence was more effective in improving

adherence than an intervention with a longer duration (45)(see Table 8).
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Table 8: Effectiveness of psychological intervention on functioning and treatment adherence

Meta-analysis in 18
/24 studies

Reference No.& type of analysis Summary of the findings
= PSIVs. TAU (g: 95% ClI)
Chatterton Forty-five studies
2017 (145) condyucted until 2016 e PE+PRISM  -0.11(-0.65, 0.44)
e PE= 0.20 (-0.17, 0.58)
e CBT 0.22 (-0.15, 0.59)
Network MA e Carer-focused 0.62 (-0.63, 1.87)
e PE+CBT 2.55 (1.69, 3.40)
= Factors related to intervention efficacy PSI
e Long data collection time Vs. Shorter GAF=1 (15) =5.19, P<0.01
e  Sample with B-I and B-1l Vs. B-l only = t (15) =73.03, P=0.01
= Treatment non-adherence [RR, 95% CI]
e PE+CBTVs. TAU (RR =0.14; C1 0.02-0.85)
e FFTvs. TAU [RR =0.17; C1=0.03,1.04]
e PEVs. TAU[RR=0.27, CI=0.14, 0.53]
e CBT Vs. TAU [RR=0.69; Cl = 0.43,1.1]
Chiang 2017 | Ten CBT ftrials did until = Pooled seven RCT on CBT/ CT that compared with TAU/WLC/PE (Hedges G.,
(155) 2016 95% CI)
e  Psychosocial functioning (g = 0.457; 95% CI = 0.1 £ 0.8).
Meta-analysis
=24 trials conducted
MacDonald till 2014 o Meta-analysis was conducted in 18/24 studies and the findings showed the
2016 (45) positive effect of PSI in improving adherent (OR=0.27 (95%CI=1.45-

3.56)

Ratio (RR)

** Standardized Mean Difference (SMD), Confidence Interval (CI), Psychoeducation (PE), Family Focused Therapy (FFT),
Cognitive Behavioural Therapy (CBT) Global Assessment of Functioning (GAF), Treatment as usual (TAU, Odds Ratio (OR), Risk
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(vi)  Summary of literature review

Overall, the life time prevalence of bipolar disorder or any type of disorder was 0.1% to 1.8% and
the prevalence is higher in primary health care settings. There are various factors that affect the
course and outcome of bipolar disorder. Among them, social factors such as social support, stressful
life events, treatment related factors like treatment adherence, sleep problems, and coping strategies
for stress were reported.

Overall, PSlIs were found to be effective in improving the outcomes of bipolar disorder compared to
treatment as usual or waiting list control. Specifically, PE, CBT, and FFT had a positive effect on
reducing relapse and mood symptoms. However, PE is more effective at reducing manic relapses
and manic symptoms. The reviews also showed that individual structured intervention, family-
focused intervention, and intervention components that encouraged patients to monitor prodromal
symptoms, focused on skill development, practice, and self-monitoring were more effective at
reducing the rate of recurrence/relapse. Whereas, intervention that had components of cognitive
restructuring, regulating daily rhythms, and communication training were associated with lower
severity of mood symptoms. Both CBT and MBCT were found to be effective in reducing anxiety
symptoms. Regarding the effect of PSI on improving functioning, combined PE and CBT
intervention had a large effect on improving functioning compared to TAU. PE alone or in
combination with CBT has a positive effect on reducing non-adherence and improving function
compared to the TAU group. Brief PE (less than six sessions) was found to be beneficial at reducing

attrition and non-adherence compared to six sessions.
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CHAPTER THREE: RESEARCH QUESTIONS AND OBJECTIVE

3.1 Research questions

We assessed the following four research questions in this dissertation:

1. What is the evidence on the effectiveness of psychological interventions for bipolar disorder in
Low-and Middle-Income Countries (LMICs)?

2. What is the lived experience of people with bipolar disroder in rural Ethiopia?

3. What adaptations are required to make existing psychological interventions for bipolar disorder
feasible and acceptable for use in integrated care settings in rural Ethiopia?

4. What is the acceptability, feasibility, fidelity and potential impact of the new contextualized

psychological intervention for bipolar disorder in rural Ethiopia?

3.2 Objective

3.2.1 General objective

In this PhD dissertation, we addressed two major objectives:

1. Develop a manualized psychological intervention for bipolar disorder that can be delivered
by non-specialist health workers in a PHC setting in rural Ethiopia.
2. Test the feasibility, acceptability and potential benefits of the developed intervention in a

PHC setting in rural Ethiopia.

3.2.2 Specific objective
The following four specific objectives are addressed in this PhD dissertation:
1.Synthesize the evidence base for the efficacy of adjunctive psychological interventions in
improving clinical and functional outcomes in people with bipolar disorder in LMIC;
2.Explore experiences, unmet needs, and impact of bipolar disorder on people with bipolar
disorder and their caregivers in rural Ethiopia;
3.Adapt/Develop a manualized culturally and contextually appropriate psychological intervention
that can be delivered by non-specialist health workers for bipolar disorder in rural Ethiopia;
4.Test the feasibility, acceptability, and fidelity of the developed psychological intervention to be
delivered by non-specialist health workers in integrated primary health care settings in rural

Ethiopia.
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CHAPTER FOUR: RESEARCH METHODS

4.1 Political and Health System Context of Ethiopia

Ethiopia follows a federal administrative structure. During the conduct of the study, there were 10
regional states (Tigray, Amhara, Oromia, Southern Nations Nationalities and Peoples region,
Sidama, Benishanguel-Gumuz, Gambella, Harari, Afar, and Somali) and two city administrations
(Addis Ababa and Dire-Dawa). Each region is further structured into Zones and each Zone is
structured into woredas (district). The woredas are the lowest budget center of the government and

are subdivided into Kebeles (sub-districts).

Ethiopia’s healthcare system consists of three levels: tertiary level healthcare provided by
specialized hospital, secondary level healthcare provided by general hospitals, and primary level
healthcare provided by primary hospitals, health centers and health posts. Health centers are staffed
with health officers, nurses and midwives (160). Health posts are staffed with Health Extension
Workers (HEWSs) who are high school graduates with one-year of training in disease prevention and
health promotion at community level (161). Health centers supervise a cluster of health posts around

their catchment area.

The Federal Ministry of Health (MOH) developed the first National Mental Health Strategy in 2012
marking an important milestone towards the delivery of a comprehensive and integrated program to
address mental health needs of Ethiopians. The National Mental Health Strategy 2012-2026
mandated that mental health be integrated into the primary healthcare system through scaling up
implementation of WHOs mental health Gap Action Programme (mhGAP). The 2020 annual report
by all regions, 26 percent of health facilities to have integrated mental health service into their
general service (1040 facilities /3650 functional health centers+ 400 hospitals) (53). According to
MoH National Health Work Update 2019, mental health professionals constitute 0.26% of the
national health workforce in Ethiopia. There were 111 practicing general psychiatrists; 46 Clinical
psychologists with MSc; 10 social workers; 165 Mental Health professionals with MSc; 320
Psychiatry professionals with BSc and 111 Psychiatry professionals with advanced Diploma in the
country. There were only one Forensic, one Addiction and two Child and Adolescent Psychiatrists

in the country (53).
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4.2 Study setting

This study was conducted in Butajira town and three rural Woredas\districts (Meskan, Mareko and
Sodo) of the Gurage Zone, Southern Nations, Nationalities and People’s Regional State (SNNPR)
of Ethiopia (Figure 2). According to the 2007 Population and Housing Census, the literacy rate for
the Gurage zone was 77% in urban and 45% in rural settings (162). Rain-fed agriculture is the main
economic activity of the people in the Gurage zone. The zone has two relatively discrete rainy
seasons and three climate zones called Gurage lowland zone (Locally called Kola), Gurage midland
(Locally called Woina-dega), and Gurage highland Zone (Locally called Dega) (163).

Sodo woreda: This woreda, located 100km south of the capital city, Addis Ababa, is predominantly
rural. It extends from lowland to highland of the Gurage zone. The woreda has 58 Kebeles (sub-
districts) and Buei is its capital town. 91% of the population speaks Guragigna as their mother
tongue; while 5.2% speaks Afan Oromo and 2.5 % speaks Amharic as their mother tongue. Amharic
language serves as the official language of the region and is understood by most people. Most of the
people in the woreda are followers of Coptic Orthodox Christianity (97%), and 2.3%. are Muslim.
The health delivery system within the Sodo woreda comprises an administrative woreda health

office, one primary hospital, eight health centers and one health post in each of the 54 rural Kebeles.

Meskan woreda and Mareko woreda: These two woredas are adjacent woredas. They were under
one Woreda administration called Meskanena-Mareko woreda until 2002/2003 with Butajira town
as its capital (90, 164). The name Butajira woreda (Butajira district) was also used to refer to the
whole woreda and many previously published mental health researchers used this name (164, 165).
However, the woreda was divided into two woreda administrations (i.e., Meskan woreda and Mareko
wereda) and Butajira town administration in 2004. Hence, in this thesis, “Butajira district” implies
Meskan woreda, Mareko woreda and the Butajira town unless specified.

Butajira is located around 130km away from Addis Ababa, the capital city of Ethiopia. According
to the 2017 population projection, the district has a population of 350, 296 (166) and the detailed
summary is presented in Table 9. Majority of the population are rural dwellers engaged in
agriculture. Muslim followed by Orthodox Christianity. Within the Butajira district, there is one
district hospital located in Butajira town and 13 health centers (161). Butajira town is the center of
a health and demographic surveillance site (HDSS), since 1987 (167).
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Table 9: Residence and sex stratified population of the study woredas projected for the year

2017
Name of woreda in the Projected population size for the year 2017
study settings Urban Rural
Female Male Female Male Total

Sodo woreda 15,126 14,062 72,252 71,745 173,185
Mesekan Woreda 11,689 12,469 88,176 83,711 196,045
Mareko Woreda 7,106 7,493 33,999 34,608 83,206
Butajira town 36,532 34,513 - - 71,045

The study sites were selected for the following reasons:

Mental healthcare service is integrated into Primary Health Care (PHC) setting in these
Woredas (161, 168). Sodo district hosted the PRogramme for Improving Mental health carE
(PRIME) project (169), a multi-country research consortium involving five countries (India,
Nepal, South Africa, Uganda and Ethiopia), which aimed to develop evidence for the
integration of mental healthcare into Primary Health Care (PHC) setting (169). Butajira
district was the host of the Butajira study on severe mental disorders (SMD) and subsequently
for the Task-Sharing for the Care of Severe mental Disorder in a low-income country
(TaSCS) project. TaSCS aimed to test the effectiveness and cost-effectiveness of task sharing
care of people with SMD within the PHC setting (161).

PHC workers in these woredas are trained with mhGAP intervention guide and deliver
mental healthcare services (161, 168).

A pool of people living with SMD, including bipolar disorder, were identified (170) and
given care. The community-based SMD cohort in the Butajira district, in particular, was
established 20 years ago (170, 171) and the course and outcome of SMD has been well
described (60, 67, 71, 172).
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Figure 2: Map of the study setting
4.3 Study design

The study is guided by the Medical Research Council (MRC) framework for the development and
evaluation of complex interventions, supplemented with a participatory Theory of Change (ToC)
approach (173).

The MRC framework is a framework used to guide the development and evaluation of complex
interventions (174). This framework was first developed in the year 2000 and later updated in 2006
and 2019 (175). It has four phases that are expected to take place as an iterative process rather than
as a linear process: intervention development, feasibility and piloting, evaluation, and
implementation. However, the MRC framework does not include theory-driven approaches to
evaluation of intervention (176) or provide guidance on how to incorporate theory driven approaches
into the designing and evaluating of complex interventions (174). Additionally, the framework does
not provide a clear explanation of the mechanisms of change through which the intervention leads

to real-world impact, and for not examining how the intervention interacts with context (177). To
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address these limitations, researchers have used MRC framework integrating the Theory of Change
(ToC) approach (173, 178).

ToC is atheory driven, participatory approach recommended to understand how and why a particular
intervention or program works (179, 180). It was hypothesized that this approach will ensure
incorporation of a theory-driven approach to the development, evaluation and implementation of
complex interventions. The MRC framework explains the anticipated causal pathway through which
the proposed intervention will likely be effective. ToC is built through stakeholders’ consensus and
an iterative method which allows the intervention to be modified throughout the intervention
development and evaluation process through serious of workshops and an ‘ongoing process of
reflection to explore change and how it occurs. Therefore, it uses the experience and expertise of
various stakeholders which helps to ensure the interventions appropriateness and relevance of the
intervention, as well as to facilitate its implementation as a result of early buy-in. Stakeholders are
also expected to work on ToC map, which is a graphic representation of the causal pathways through
which an intervention is expected to achieve its impact within the constraints of the setting in which
it is implemented (179). The ToC map includes four key components: (i) Assumptions which are an
external condition beyond the control of the project that must exist for the outcome to be achieved,
(i) Intervention which includes different components of the complex intervention (iii) Rationale
which are key beliefs that underlie why one outcome is an outcome for the next, and why you must
do certain activities to produce the desired outcome, and (iv) Indicators which help in the assessment
of the progress of various program components. ToC can be incorporated into, and provide practical
guidance for, the different phases of the MRC framework (173). The approach was used to develop,
implement and evaluate mental health interventions and mental healthcare plans in some LMICs,
including Ethiopia (168, 178, 181-183).

Based on the above descriptions, we integrated the ToC approach into the MRC framework and used
it for intervention development and planning and conduct of feasibility phases and illustrated in
Figure 3 below.
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Feasibility/Piloting
1. Testing procedures
2. Estimating recruitment/retention
3. Determining sample size

ToC Strengthening
1. Identifies formative research questions by highlighting
knowledge gap
2. Highlights barriers to implementation early on and helps

develop strategies to overcome them.
3. Improves piloting by providing evidence of links between

early project activities and short-term outcomes to refine the
interventinn deginn

Evaluation
1. Assessing effectiveness

2. Understanding change process
3. Assessing cost-effectiveness

Development phase
1. Identification of evidence base
2. ldentifying/developing theory

Modeling process and outcome

ToC strengthening .
1. Improve intervention design though: TOC? Strengthenl_ng
a. Mental health expert workshop and qualitative . Allows for multiple pre-specified outcomes
study . Combines process and effectiveness evaluations
b. Consensus building with stakeholders . Helps disentangle which intervention
c. Designing interventions that aim to cause real-world components are most effective by explicitly

change . - measuring the impact of each intervention
d. Embedding intervention within the context pathway

e. Providing a frame “Theory”
2. Creates realistic expectations of impact of the
intervention as stakeholders have to compromise on what
outcomes are possible within the context and resources.

Implementation
1. Dissemination

2. Surveillance and monitoring
3. Lona term follow-up

ToC Strengthening
1. Improves dissemination of results with a powerful visual,
common sense tool which can be used throughout the
project with a diverse range of stakeholders

a. Intervention description

b. Local buy-in and adoption of results

c. [llustrates adaption “active ingredients” of
intervention to facilitate adaptation in new context

Figure 3: Theory of Change’ within the MRC’s framework on complex interventions.
(Adapted from De Silva et al, 2015)
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This PhD study was carried out in two phases, intervention development and feasibility phases, in
line with the first two phases of the MRC framework. Therefore, it is organizer under two main
subheadings that reflect the key steps we followed during: (a) Intervention development and (b)
feasibility assessment of the developed intervention. The methods employed in each phase of the

study are summarized in Figure 4, with details described subsequently.

Intervention development phase Feasibility phase
Identifying the Modeling process and Feasibility trial
evidence base outcomes -
= Feasibility
= I|dentification of potential
= Systematic review intervention targets using = Acceptability

on effectiveness of > qualitative research >

psychological = Fidelity

intervention for = Mental health expert

bipolar disorder in workshop

LMICs = ToC approaches

Figure 4: Summary of methods conducted in each phase of the studies

4.4 Intervention development phase

This phase study included collection and synthesis of evidence on effectiveness of psychological
interventions from LMICs, understanding the experience of people with bipolar disorder and their
caregivers, defining key elements of relevant interventions and acceptability of the interventions.

Prioritization of impactful paths within the planned intervention was also done through ToC.

4.4.1 Collating evidence on effectiveness of interventions from LMICs

The MRC framework recommends using existing recent, and high-quality systematic review that is
relevant to the context or to conduct a systematic review if one is not available. Therefore, we
conducted a systematic review on effectiveness of psychological intervention for bipolar disorder in

LMICs because no high-quality systematic reviews were available.

Study design: We used systematic review of existing evidence. We reviewed studies that examined

the effectiveness of any type of psychological intervention in terms of improving outcomes of
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bipolar disorder, including prevention of relapse or recurrence and hospital admissions; treatment
adherence, biological rhythm, quality of life and knowledge and attitude about bipolar disorder

among people with bipolar disorder.

Outcomes of interest: The main measures of effectiveness of psychosocial intervention included:
number of relapses or recurrence of the illness, severity of mood symptoms, treatment adherence,
quality of life, functional status, number of hospital admissions, knowledge and attitudes about
bipolar disorder, and stigma and biological rhythm. The review protocol was registered in
PROSPERO database (CRD42017054572) (184).

Eligibility criteria: Eligible articles were assessed against the following inclusion criteria:

1. Age: Participants of all ages were included in the study;

2. Diagnosis: Bipolar disorder I or Il in any phase of the illness (depressive/manic/mixed
episode or in remission);

3. Study Setting: Studies conducted in a LMIC according to the World Bank classification at
the time of the study (185);

4. Type of study: (i) Randomized controlled studies (RCT), and (ii) controlled before-and-after
studies conducted from LMICs;

5. Comparison groups: Usual care, waiting list control, or an active adjunctive psychosocial
intervention;

6. Type of intervention: Any psychosocial intervention delivered either face-to-face (individual
or group format) or online;

7. Language: No Language restriction;

8. Year of publication: Primary studies published since the establishment of the respective
databases until 2" week of May 2017 are included in the published paper. (Because this
systematic review was published in 2018, we included papers published after May 2017 in

the thesis's literature review section.)

Search strategies: We searched PubMed, PsycINFO, EMBASE, Medline, Cochrane database for
systematic review, Cochrane central register of controlled trials, Latin America and Caribbean
Center on Health Science Literature (LILACs) and African Journal of Online (AJOL) databases
since the inception of the respective databases until the second week of May, 2017 with no language

restriction. The following terms were used to identify psychosocial interventions: ‘“Psychosocial
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intervention” OR “Psychological intervention” OR “Psychosocial therapy” OR “Cognitive
behavioral therapy” OR “Cognitive Therapy” OR “Behavior Therapy” OR “Family focused
intervention” OR “Family intervention” OR “Family therapy” OR Psychoeducation OR
“Interpersonal and social rhythm therapy” OR “Social rhythm therapy” OR “Interpersonal therapy”
OR “Mindfulness based cognitive therapy” OR Psychotherapy OR “Expressed emotion” OR
“Individual therapy” OR “Group therapy”. The search terms used for bipolar disorder were: “bipolar
disorder” OR “Bipolar and related disorders” OR Bipolar OR Mania OR “Major affective disorder”.
We used the World Bank definition and list of countries to identify LMICs. The search terms for

intervention, bipolar disorder and LMICs were combined with the Boolean term “AND”.

Screening of the identified studies and eligibility: After conducting the search for articles on the
databases, the title and abstract were imported to a reference manager (EndNote). Then, duplicates
were removed before starting screening. The PhD candidate and one other researcher (RB) did title
and abstract screening on 20% of the total article based on the inclusion and exclusion criteria. After
discussing on the included and excluded of these 20% of articles and reached on consensus, the PhD
candidate did the screening for the remaining. Once the abstracts were screened, the full papers that
were included in the abstract were assessed for eligibility. All papers excluded during full text

screening and reasons for exclusions were discussed with supervisors (AF and CH) and documented.

Data extraction: First, the data extraction format was adapted from the Cochrane data collection
form and piloted. The form included the authors and publication date, study setting, study design,
sample size in each arm, outcome and outcome measures, type of intervention, mode of intervention,
number and frequency of sessions, duration of follow-up, and intervention providers. Then, for each
paper, the PhD candidate and another researcher (RB) did the data extraction independently. Any

discrepancies were reconciled on a round table discussion.

Quality assessment: The Consolidated Standards of Reporting Trails (CONSORT)(186) and the
Cochrane assessment of risk of bias (187) were used to assess the quality of the studies. The
CONSORT checklist has 25 items on the quality of reporting of each section of the trial, including
funding sources. Each item was assessed as a reported, partially reported and not reported (186).
Whereas, in the Cochrane assessment of risk of bias for randomized controlled trials checklist, the

bias is assessed as a judgment (high, low or unclear) for individual elements from five domains:
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selection bias (systematic differences between baseline characteristics of the groups that are
compared), performance bias (systematic differences between the intervention and control group
other than intervention), attrition bias, detection bias (how outcomes were determined), and
reporting bias (187). The quality of studies was assessed independently by two researchers (PhD
candidate and one research assistant) and any differences were reconciled by involving supervisor
(AF). Assessment of quality of the included studies was not used to exclude studies, but to inform

interpretation of the findings.

Method of analysis: The key findings were evaluated and summarized narratively in relation to the
review equations in figures, tables and text. The original plan was to conduct a meta-analysis and
produce summary effect sizes of intervention. However, this was not conducted due to the
heterogeneity of the included studies in terms of: type of intervention, number of intervention
sessions, length of follow up, format of intervention delivery and qualifications of the persons

delivering the intervention.

4.4.2 Modeling process and outcome:

Modeling focuses on identification of potential targets for intervention, the components of the
intervention, and the underlying mechanisms by which the interventions will influence outcomes,
and predict how they relate to and interact with each other based on the information gathered through
the evidence base. First, we conducted a qualitative study by involving people with bipolar disorder
and their caregivers in order to understand these potential targets of interventions. Then, we used
mental health expert workshop and ToC workshops. A ToC roadmap, which was amenable to change
throughout the intervention development and evaluation process, was developed by incorporating

feedback from stakeholders.

4.4.2.1 Qualitative study for identification of potential intervention targets

Study design: The study used a qualitative study design to explore experiences of people with
bipolar disorder and their caregivers. This includes experience of illness, modifiable psychosocial
and treatment related influencing factors for relapse, priority problems that the service users need to
be addressed, patients’ coping mechanisms with stressful life events and impact of illness on the

patients and the family members.
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Study population: People diagnosed with bipolar disorder who are receiving mental health care at
the health facility or people who were on treatment but who have discontinued taking medications
during the data collection time are included in this qualitative study. Additionally, caregivers of
people with bipolar disorders have participated in the study. Participants were selected with the

following eligibility criteria:

1.Adult people with bipolar disorder who are receiving treatment through the integrated service
of PRIME project in Sodo district or receiving care from healthcare setting found in Butajira
district;

2.People who are determined to have sufficiently stable mental state to participate in the
qualitative study by clinicians who treat them;

3.Able to communicate in Amharic language; and

4.Those who were willing to participate and able to give consent;

Sample size and sampling: A total of 31 participants were approached by field coordinators and 27
(15 people with bipolar disorder and 12 caregivers) agreed and participated in the study. Four
participants did not attend at the scheduled interview time because of social obligations: three
caregivers were absent because of the death of someone in their village and one PBD could not
attend because of an ill relative. Out of 27 participants, 20 were service-user-family caregiver pairs
(i.e.,10 caregivers and 10 PBD). Seven participants were unpaired, from seven different families
(five PBD and two caregivers). Based on previous studies that reported the role of socio-
demographic factors such as age, gender, educational, occupational, and marital status were
associated with clinical/functional outcomes of mental illness (35, 188), we selected participants
purposively based on these key characteristics. The sample was determined based on data saturation.

Data collection:

We used in-depth interview for people with bipolar disorder and caregivers. First, topic guides for
service users and caregivers were developed (Appendix -E). The topic guides cover the following
themes: understanding the early signs and symptoms of relapse, priority concerns of people with
bipolar disorder and their caregivers, factors that influence the illness outcomes, strategies they use
to manage their illness and the impact of illness on people with bipolar disorders and their families.
Then, topic guides were translated into Amharic and piloted by interviewing one person with bipolar
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disorder and one caregiver to check its clarity and acceptability. Based on the pilot findings, some

probes and clarification were made. Finally, pilot interviews were integrated into the main dataset.

Before the data collection, the aim of the study was discussed with primary health care clinicians
who were treating the participants in a regular follow-up. The clinicians, then, made the initial
assessment of the eligibility of potential participants, particularly concerning the person’s current
mental health and capacity to participate in the study. Field coordinators then approached all
potential participants, informed them about the purpose of the study, and gauged their willingness
to participate. All participants from Sodo district were interviewed in their respective health centers
in which the participants were getting regular mental health service. Whereas, participants from
Butajira district were interviewed at the mental health research project office. All interviews were
conducted face-to-face by the PhD candidate in Amharic. Interviews lasted between 40 and 90 min.
All interviews were audio-recorded and field notes were taken simultaneously. Data collection was
a two-stage process; in the first stage, 21 interviews were completed, transcribed, coded, and
analyzed. After discussing these results with co-authors, it was decided to conduct further interviews
with the participants in order to fully explore coping strategies. Six further interviews were
conducted in this second stage of data collection.

Data analysis: We used thematic analysis, which was conducted in three stages (189) and was
influenced by interpretative phenomenological analysis (190). First, during familiarization and
coding, all the first stage interviews were transcribed, translated to English, and imported into Open
Code 4.03 software for analysis. The PhD candidate and her supervisor (CH) independently carried
out line-by-line coding of three randomly selected transcripts. Whenever a new concept appeared in
the text, the coders assigned codes and wrote a code definition. They met to refine codes, developing
a common codebook through discussion of individual code definitions and assignment. The PhD
candidate coded the remaining transcripts based on the codebook, developing and defining new
codes where necessary. The second stage involved using OpenCode to facilitate data retrieval and
comparison of concepts within each code before grouping of similar or related codes together into
clusters to capture the essence of particular themes. Themes were then reviewed to check if they
were a credible distillation of experience. In addition, themes were checked to see whether they were
clearly and concisely defined with an informative name. Finally, quotes from a range of participants

were selected to illustrate themes, and the themes that were not well-represented were dropped.
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4.4.2.2 Mental health expert workshop

Study participants: Twelve mental health experts and health professionals from diverse
professional backgrounds (two psychiatrists, two public health professionals, four clinical
psychologists, one pharmacist, and one social worker) took part in the expert workshop. These
experts were selected purposively based on their research, and clinical experience especially in the

study area.

Procedures: Three steps were followed to get suggestions and recommendations on the possible
culturally appropriate psychological intervention component. First, the PhD candidate presented the
key findings from the systematic review and the qualitative study for mental health experts. The
qualitative study findings included in the presentation were experience of people with bipolar
disorder, priority concerns, factors that have helped them to feel well and factors that have
aggravated their illness, strategies they use to cope with stressful life events, and perceived impact
of illness. Then, mental health experts discussed on the findings and list modifiable psychosocial
factors, illness and treatment related factors. Second, findings from a systematic review that focused
on the type of psychological intervention, components of intervention in each intervention, number
and frequency of sessions, effectiveness and intervention providers and settings were presented.
Then, mental health experts discussed the components on intervention identified through systematic
review and suggested components of intervention that can be feasible as well as helpful to address
the factors identified in the qualitative study. They also discussed and evaluated the proposed
intervention components from the service users and intervention providers’ side. From service
users’ side factors such as time, literacy, social and cultural factors, distance, transportation and other
factors were considered. Likewise, from the proposed intervention providers’ side, the expected time
to cover each component of the interventions, work burden, deliverability or how much the
components are easy to deliver, and acceptability of the intervention were discussed. The workshop
was held in Addis Ababa. The discussion was facilitated by the candidate and the three-hour
discussion which was conducted in a mix of Amharic and English language was facilitated by the
First Advisor (AF). Additionally, Mental health experts discussed and suggested number and
frequency of sessions, duration of session, implementation techniques, format, and possible
intervention providers.

Data collection: The discussion took three hours and it was audio recorded. Minutes was also taken

on the key discussion points and final agreement of the experts as well as reasons to reach on
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consensus in each topic. Finally, the minutes was checked for completeness against the recorded

audio-file.

4.4.2.3 Theory of Change workshops

Participants: Five separate ToC workshops were conducted with various stakeholders: (i) People
with bipolar disorder and caregivers, (ii) Women community leaders, (iii) Community and religious
leaders (all male), and (iv) PHC workers and district level of government office personnel (manager,
mental health focal person, social affairs office) and (v) All participants from the previous four ToC
workshops to ensure the views of participants had been incorporated and also to discuss some issues
that needed consensus. We carried out a separate workshop for these group of participants in order
to avoid power imbalance.

A total of 59 ToC participants from both Sodo and Butajira districts were purposively selected based
on their experience in mental health care service delivery, or their roles in traditional/social
associations like Idir (traditional burial association) or their use of mental health service.
Additionally, PHC workers who had training in mhGAP intervention guide and providing mental
health care service were selected for ToC workshops. The first four ToC workshops were conducted

in Sodo district and the last ToC workshop was held in Butajira town.

Procedures: All ToC workshops except the final one had two sections: (i) Exploring the feasibility
and acceptability of psychological intervention from the community, service users and caregivers,
and health care professionals’ perspectives, and (ii) Production of a ToC map that indicated the
causal pathway through which the proposed psychological intervention was expected to be effective,
identification of preconditions, possible barriers and facilitators, and indicators of success in the

short, medium, and long term.

First section: This section focused on the feasibility and acceptability of psychological intervention.
All the ToC workshops started by introducing the project and aim of the workshops to the
participants, and why and how they are selected for discussion and their expected role were
discussed. Then, findings from the systematic review, qualitative study and mental health expert
workshop were presented. After the presentation, participants in all groups discussed the findings,
the potential benefits of psychological intervention, and the feasibility and acceptability of this

approach. Likewise, participants were asked to propose intervention providers, when and where the
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intervention can be delivered, and the duration and frequently of sessions, as well as intervention
components that need to be added or dropped from components suggested by mental health experts.
Additionally, some specific discussion points also raised for each participant groups. For example,
during workshop with professionals, the possible facilitators and barriers to provide the
interventions, what type of care people with bipolar disorder and caregivers need mostly from them,
what do they do when they get a patient who need psychological support, what type of training and
support they need to provide psychological intervention. Additionally, participants were asked about
where did the community members get this kind of support/service and the reasons and what could

be the possible facilitators and barriers to get psychological intervention in the health facility.

During community leaders and service users’ workshops, the presentations were prepared in
Ambharic language using Ethiopian alphabet on Power Point Slides. Whereas, in the workshop with
PHC workers and district level personnel’s, the Slides were in English language. However, the
discussions with all group of participants were held in Amharic language. During the discussion,
participants were asked to consider anticipated or experienced responses to the intervention in
relation to the culture and religion of the society, health system resources, the impact of the socio-
economic status of service users and the community, transportation availability, affordability, and

accessibility, the PHC workers’ time, and any other relevant considerations.

Second section: This step was intended for co-production of ToC map. First, the ideas and
procedures of ToC was clarified using metaphors that are commonly used in rural communities. We
used farming metaphors to frame some of the questions that were important to describe the key
components of ToC map. For example, asking what the farmer wants to see in the long term, what
is the right time for farming? What does the farmer need to have before he starts farming? What do
farmers do to prepare the land for farming? Which activities should be done first and last, and why?
How do the farmers know whether they have the right seed or not? Finally, how do the farmers
measure their product? What does it mean in terms of quality and quantity of the product? All their
answers were written on a flip chart and then the facilitator explained why he asked the questions
about farming and why this approach is needed for the ToC map. Then, the facilitator explained just
like in farming, there are activities that should be available to give psychological intervention for
people with bipolar disorder and their caregivers. There should be a person who gives the

intervention like that of the farmer, the intervention itself can be considered as a seed.
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Anytime/season is not appropriate for farming so there may also be an optimal period for a person
with bipolar disorder to get psychological intervention. In addition, the facilitator described the need
to start the procedure from the long-term impact “what farmers want to see in the long term” and
then work backwards.

The actual ToC then started by asking the participants what they want to see in the long run for
people with bipolar disorder. Short-term, medium and long-term outcomes and wider impact were
agreed, and then the pathways, interventions, preconditions, assumptions and indicators of success
were mapped using sticky notes posted on the wall. The sticky notes were rearranged as the
discussions proceeded on how one outcome leads to the next or a certain intervention brings a
particular outcome. Then, the first ToC map was drafted by reviewing the ToC maps conducted in
four workshops, minutes, and the recorded discussions. The goal of the fifth and final ToC workshop
was to bring all stakeholder groups to consensus on the content, timing, frequency, duration and
number of sessions of the intervention, in the context of broader care for people with bipolar
disorder. In an initial presentation, the shared and divergent ideas from the preceding workshops

were summarized and used to priority discussion points.

Data collection: All the ToC workshops were facilitated by two PhD candidates and one of them
had previous experience in facilitating ToC in the study setting. All ToCs workshops were conducted
in Amharic and lasted for an average of five hours. The facilitators moderated the discussion,
accepting all ideas and linking back to the themes when new ideas were raised. In the ToC
workshops, we drew on the facilitators’ experience in ensuring all participants had an opportunity
to express their views and avoiding technical words. The first facilitator also encouraged all
participants to give their opinions, identify challenges, and suggest possible solutions for each topic
area, summarizing what they discussed, and asking for confirmation. The second facilitator wrote
the points raised on flip chart. For each of the ToC workshops, the discussions were audio recorded
and minutes were taken by clinical psychologist who was living in the study setting and who has
previous experience in other mental health related ToC workshops. Finally, the workshop minutes,
drafted ToC maps, and the recorded ToC workshops were reviewed to refine the ToC map and
finalize the ToC map and prepare the developed psychological intervention manual ready for pilot

testing.
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Analysis: All the audio recordings were transcribed verbatim in Amharic and translated to English.
The transcripts were imported to Open Code 4.03 to facilitate data management and assist analysis.
We used thematic analysis procedures (191). First, MD conducted line-by-line coding of all five
ToC workshops’ transcripts and shared them with the second author (CH) for review. MD and CH
mapped codes onto themes deductively based on key components of the ToC map, including key
tasks, intervention, preconditions, assumptions, and indicators, as well as acceptability and
feasibility. Finally, we summarized the findings in tables and text and identified illustrative quotes.
In each ToC workshop, four draft ToC maps were co-produced through discussion and consensus,
then combined by the authors to co-produce a single ToC map. Finally, this final draft ToC map was

refined and approved in the fifth ToC workshop with all ToC participants’ groups.

Rigor: We triangulated the findings with different information sources to increase trustworthiness.
Furthermore, MD and SA were engaged for an extended time in the field (192). Involvement of co-

authors with multidisciplinary backgrounds improved data interpretation.
4.5 Feasibility Phase

Feasibility and acceptability of developed intervention

This phase of the study looked in to the feasibility of the developed intervention focused on
describing detailed methods for determining the feasibility and acceptability. This phase also

included methods used to access the fidelity and competency of intervention providers.

4.5.1 Study design
We used a mixed-methods approach to investigate the feasibility, acceptability, fidelity, and change

in symptom severity and perceived utility of the intervention.

4.5.2 Participants

Intervention providers/facilitators: Health professionals were eligible to participate in the
feasibility study if they were previously trained on the World Health Organization mental health
Gap Action Programme Intervention Guide (mhGAP-1G) which seeks to equip primary care workers
with skills to provide frontline care for people with priority mental health conditions, including
bipolar disorder. To be eligible, health workers also needed to be actively treating people with mental
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illness in their out-patient clinics, able to attend all the training sessions, and to express an interest
in taking part in the feasibility study. Seven intervention providers and two supervisors participated
in a two-week-long training course on the intervention manual. The training was facilitated by the
candidate and a clinical psychologist. In the first week, the professionals took theoretical training
and in the second week they practiced applying aspects of the intervention in their clinics. Only four
PHC workers and two supervisors were selected for further delivery of the intervention based on
their engagement in treating people with mental illness during routine services, completing both the
theoretical and practical training, and being able to participate in the intervention during the study
period. The providers were supported by weekly supervision and as-needed consultations from the

trainers

Intervention recipients: The target sample size was 12 people with BD to allow in-depth
exploration of acceptability and feasibility in this pilot study. To explore the acceptability of
providing the intervention for people with BD with or without their caregivers involved in the
sessions, six of the twelve people with BD received the intervention alone and the remaining6 people
with BD received the intervention with their caregivers.

Participants were selected purposively based on gender, socio-economic status, residence and age.
First, potential participants were identified by PHC workers from people with BD attending for their
regular follow-up in the health center. Then, research field workers approached these potential
participants, informed them about the study, and asked for their permission to participate. Those
who provided informed consent were linked to the intervention providers. All those who were
approached agreed to participate in the study. The sample size for the study was decided in
consultation with senior supervisors taking different practical issues into consideration. The

eligibility criteria are summarized in Table 10.

Table 10: Eligibility criteria for study participants

Participants Eligibility criteria
e Age 18 or above
People with BD e Diagnosed with BD and on treatment during the study period,

e Willing to attend five consecutive weekly sessions.

e Psychiatric nurses conducted a clinical assessment to confirm the
person’s ability to give informed consent and participate in the study.

Caregivers e Age 18 or above
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e Immediate caregivers of patients with BD
e Willing to attend five consecutive weekly sessions.

4.5.3 Outcome and outcome measures
The outcomes measured were feasibility, acceptability, fidelity, and potential benefit of the

developed intervention (Table 11).

Table 11: Primary and secondary outcomes measured.

Outcomes Outcomes measures

Feasibility Number of People with BD

= Participants approached and willing to participate
= Dropped out before finishing the intervention

= Intervention completion rate

Primary Acceptability Satisfaction of intervention providers and service recipients

outcome Expert review of 25% of the recorded intervention sessions
Fidelity using a fidelity measure created for this project
Change in knowledge and | Pre- and post-training assessment of perceived knowledge
skill of intervention and skills

Secondary | providers

outcome Before and after intervention assessment using Patient
Change in symptom Health Questionnaire-9 and Young Mania Rating Scale for
severity mania symptoms

1. Feasibility of intervention: We recorded the number of people with BD and caregivers who were
approached and agreed to participate. We also recorded the number of sessions completed by

participants.

2. Acceptability of intervention: We developed a topic guide and used semi-structured interviews
with people with bipolar disorder, caregivers, and intervention providers to explore satisfaction with
the intervention, understandability of the content, challenges they experienced during the
intervention process and their perceptions of the benefits or any harms of the interventions
(Appendix-G and H). All interviews were conducted in Amharic by two experienced researchers
who were not involved in the training or delivery of the intervention. Participants were interviewed
in a private room, either in the facilities where they received the intervention or in the project office,
based on their preference. The interviews were conducted one week after completion of the

intervention. Interviews lasted from 20 to 40 minutes and all were audio recorded.
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3. Fidelity: A recommended approach to assessing intervention fidelity is to compare the content of
20-40% of recorded intervention sessions to a pre-specified criterion such as a treatment manual
(193, 194). All intervention sessions were audio-recorded which resulted in a total of 60 audio
records from 12 participants.

A fidelity checklist was developed based on the manual and piloted before starting the intervention
study (Appendix-1). The fidelity checklist had two sections: the first section included three items
used to assess the general skill of the intervention providers. The second section included specific
items for each session, as follows: session-one =2 items, session-two = 3 items, session-three = 4
items, session-four = 3 items and session-five = 2 items. Each item rated in Likert scale ranged from
1 (very poor) to 5 (excellent). Rating of 1 and 2 indicate a lack of adherence and rating of 3 to 5
indicate that the providers were adherent to the intervention manual.

Two MA level clinical psychologists who were not part of the research team carried out the ratings
of intervention fidelity. In order to understand the intervention fidelity of each session, they
randomly selected three records from each of the five-session which resulted 25% (15/60) of the
total records. Then, each of them listened to the selected recorded interventions and rated them
independently using the fidelity checklist. For any differences in ratings, the two raters listened again
to the session that was rated differently and reconciled their ratings through discussion. Additionally,
when providing a score for each session, they also documented their observations on the quality of

the intervention delivery and identified any areas that indicated the need for further training.

4. Change in knowledge and skill: We used self-administered pre- and post-training assessment
questionnaires to investigate changes in the knowledge and skills of intervention providers. The
questionnaires had eight knowledge-related items and eight items linked to skill (Appendix -J). Each
item was rated on a Likert scale that ranges from 1 (very poor) to 5 (excellent). The items focused
on symptoms and causes of BD (3 items), treatment (3-items), knowledge about how to promote

wellness and manage anxiety (1-item), and core skills in the psychological intervention (2 item).

5. Change in symptom severity: We used pre-and post-intervention assessments. We used the
Young Mania Rating Scale (YMRS) (195) for manic symptoms and Patient Health Questionnaire-9
(PHQ-9) for depressive symptoms (196) (Appendix -K and L). Both instruments were previously
used in Ethiopia (71, 197). The questionnaires were administered by PHC workers who had been

trained in the mhGAP intervention guide and the intervention manual. These healthcare workers
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were not involved in the direct provision of psychological intervention. Participant information such
as age, gender, education, job, duration of illness, and number of previous relapses was also collected

at baseline.

4.5.4 Analysis

For the qualitative data, we used thematic analysis. First, interviews were transcribed verbatim, and
then translated to English and imported into Open Code 4.03 (198). The first authors carried out
line-by-line coding of two randomly selected transcripts, discussed the codes, and developed a
codebook. MD coded the remaining transcripts based on the codebook, developing and defining new
codes when necessary. In the second stage, we grouped similar or related codes into clusters to
capture the essence of particular themes, assisted by Nvivo-12.

For the fidelity assessment, the consensus scores obtained from the two raters for each item within
a session were averaged to get mean score for the session. We obtained the overall fidelity measure
across all the sections by calculating the mean score of all items across the five sessions (n=15). To
understand the changes obtained in symptom severity and knowledge of intervention providers, we
used simple descriptive summary measures, and we reported the median score with a minimum and

maximum because of the small sample size.

4.6 Data quality assurance

Qualitative study and ToC workshops: The PhD candidate conducted all the in-depth interviews.
The ToC workshops were facilitated by the candidate and other PhD candidate who has previous

experience in facilitating ToCs with various group in the study site.

Feasibility study: First, a two-weeks training (one week theoretical and one week practical) on the
intervention manual was delivered to the intervention providers. Trained psychiatric nurses and
PHC workers who have been trained in mhGAP intervention guide conducted the structured
interviews before and after the feasibility study. These professionals took training with intervention
providers and one additional session on how to administer the tools like Young Mania Rating Scale
(YMRS) and PHQ-9. The PhD candidate checked all the collected data for clarity, completeness,
and consistency while the interviewers were on the data collection site. The primary reason was to
minimize the difficulty of re-interviewing the patients after sending them back to their home which
is usually far from the health center. During the intervention delivery period, the candidate was in
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the field to collect all the recorded intervention sessions immidiately after the session and transfer
them to computer. The data then were deleted from the recorder and to make the recorder ready for

use for the next sessions.

4.7 Ethical considerations

This study was carried out with strict adherence to human subject research ethics, such as the
Helsinki Declaration (233). First, the study was approved by the Institutional Review Board of the
College of Health Sciences of Addis Ababa University (Reference Number 043/17/Psy). Moreover,

the following ethical issues were addressed throughout the study.

Informed consent: Information sheet that explains the purpose of the study/intervention, possible
risks and benefits of participating in the study, voluntary participation, confidentiality, duration of
the intervention, number of sessions, place of intervention, how they are chosen to participate and
whom to contact for any question and concern were explained to the potential study participants.
Additionally, participants were told they can withdraw from the study any time they want. A copy
of information sheet and informed consent are included in as annex (Appendix M and N). After
providing the information, written informed consent was obtained from participants who can read
and write. For participants who can’t read and write, the intervention providers read the information
sheet in front of a witness who confirms that full and accurate information was read for potential
study participants. Consenting illiterate participants signed with fingerprint and signature from the

witness was obtained before engaging them in the study.
Potential risks and benefits:

Potential risks: The risks associated with this research project were expected to be minimal. The
potential risks were reduced by ensuring that participants were informed of all potential risks and
benefits prior to their decision to voluntary participation. The potential risks and the strategies used
for minimizing them are discussed as follows. Psychological distress during in-depth interview and
feasibility studies may find discussing personal and community issues distressing. We used skilled
and experienced interviewers who could establish good rapport with the participants. These risks
were minimized by establishing good rapport with the participants prior to and during the interviews.
People with bipolar disorder and caregivers were advised to contact PHC professionals who provide

mental health care if they experienced psychological distress following an in-depth interview or ToC
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workshop. Each participant (people with bipolar disoder and caregivers) was getting time

compensation payment of 100 Ethiopian birr which is around 3 USD.

Potential benefits: This research project was expected to have potential benefits to various
stakeholders. People with bipolar disorder and caregivers could benefit from participating in ToC
workshop which enable to share their experience and suggest what strategies possibly work related
to the intervention provision. Additionally, they would benefit from the contextualized
psychological intervention developed. Likewise, clinicians would benefit from the findings and
intervention manual.

Privacy and Confidentiality: Privacy of patient was respected and patient’s information was kept
confidential throughout the research process using the following mechanism; all in-depth interviews
and psychosocial intervention were conducted in a quiet place that is suitable to keep the privacy of
both the participants and intervention providers/ interviewer. Anonymity of the study participants
was maintained by codifying all the questionnaires and interviews. In addition, all the file names or
personal identifiers were kept separate from the participants’ responses. All the audio files recorded
during in-depth interview, ToC workshop and feasibility studies were kept confidential and stored

in a password protected computer accessed only by the principal investigator.

4.8 Dissemination of findings

Three manuscripts were published in reputable journals in order to disseminate the findings and to
enable the findings to be replicated in other similar settings by clearly describing the methods. The
findings were also presented in different international conferences: African Mental Health Research
Initiative (AMARI) annual grantees meeting, DELTAS Africa annual grantees meeting and Global
Mental Health Conference 2021 (online platform) using oral and poster presentations. The findings
on the first three objectives are published in reputable journal. We have also planned in the near
future to share the generated evidence through the feasibility study and the developed intervention
manual in order to add the knowledge into existing knowledge base, inform policy and practice and
to ensure replication of the study findings or support further exploration of the issue by other

scholars.
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CHAPTER FIVE: RESULTS

In this section we report the findings of the whole PhD work organized in line with the MRC
framework following the order in which the evidences were generated. First, we report the findings
of the intervention development phase: (i) existing evidence on effective interventions in LMICs;
and (ii) modeling process and outcome, which included qualitative study to understand the lived
experience of people with bipolar disorder and caregivers, findings from a mental health expert
workshop and ToC. Finally, results from the feasibility study of the developed intervention are
reported. This includes the feasibility and acceptability of interventions delivered by PHC workers

in a rural setting.
5.1 Results of the intervention development phase

5.1.1 Results of identifying the evidence on psychological interventions for bipolar disorder
in LMICs: Systematic review

Search results and screening: A total of 7987 articles were identified from the primary search.
Of these, 532 were duplicates and were excluded. An additional 7213 were excluded because they
were not related to bipolar disorder or to psychosocial interventions during the title screen and a
further 162 during the abstract screen. Of the 80 studies included in full text review, 62 were
excluded because they were not from LMICs or were not related to bipolar disorder. This resulted
in a total of 18 intervention studies for final analysis (Figure 5). Four types of psychosocial
intervention were identified: psychoeducation, family psychoeducation, cognitive behavioral
therapy (CBT) and mindfulness based cognitive therapy (MBCT) (

Table 12).
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Figure 5: PRISMA flow diagram of the study selection process

Description of studies included in the review: All studies were conducted in upper middle-
income countries except one, which was conducted in a middle-income country. There was only
one study from Africa (South Africa). All of the 18 studies were published between 2003 and
2017 and were conducted in six countries. Brazil (199-203) , Turkey (204-208) and Iran (209-
213) each contributed five studies, and India (214), South Africa(215), and Pakistan(216) each
contributing only one study. Fifteen studies examined psychoeducation (five individuals, nine
groups, and one family intervention); two studies were of group cognitive behavioral therapy; and
one study was group mindfulness-based cognitive therapy. All studies were randomized controlled
trials, and in all, except two studies, compared adjunctive psychosocial interventions against
treatment as usual. The nature of ‘treatment as usual’ or the type of medication, was not specified
in all these studies. the two studies that used an intervention comparison group, had used an equal
number of session of relaxation and informal conversation(201), or non-specific support(211). The
total number of participants in each study ranged from 26 (209) to 59 (212) . Overall follow-up

time after the end of intervention ranged from 0 to 18 months (

Table 12).
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Content and provider of the interventions: Providers of the intervention were specified in the
15 out of the 18 studies and they were included mental health specialists or practitioners ( BSc
psychiatric nurse (204-206), MSc psychiatric nurse(213), clinical psychologist(202, 211, 216),
MSc research psychology students(200), undergraduate psychologist(199), psychiatrists or
psychiatric residents (201, 210, 212)), and therapists or persons with some form of clinical
experience (203, 208, 214). Although only half of the studies indicated how the interventions were
developed or adapted, most of the studies described the core content of the interventions. In most
of the intervention’s component was educational: education about bipolar disorder, symptoms of
mania, depression, mixed and hypomanic episodes, cause and prognosis of bipolar disorder,
treatment adherence and side effects of medication, early identification of symptoms of relapse,
triggering factors and substance, behavioral strategies such as sleep hygiene and relaxation
training, problem solving techniques and relapse prevention strategies.

Case identification and definition of outcomes: In all of the studies participants were aged at
least 18 years of age. Most of the study participants were recruited from the outpatient setting of a
teaching or university hospital or from a public hospital, they were in remission during recruitment
and they were receiving pharmacotherapy and follow-up from psychiatrists. In the majority of the
studies, the Young Mania Rating scale (MRS) was used to measure manic symptom severity either
as a categorical scale with an average cutoff of nine(201-204, 209, 211, 213-216)or as a
continuous scale (199, 200). Similarly, in the majority of the studies, the Hamilton Depression
Rating Scale (HDRS) was used to measure depressive symptom severity either as a categorical
scale with an average cutoff point of eight (201, 203, 204, 209-211, 213, 214) or as continuous
measure (199, 200). Five studies included people with bipolar I or Il disorder, three studies
recruited only bipolar | cases and two studies recruited only people with bipolar Il disorder; the
remaining eight studies did not specify the type of bipolar disorder. In sixteen studies, the
Diagnostic and Statistical Manual of Mental Disorders-1V (DSM-1V) was used as the diagnostic
tool, with psychiatrist-confirmed diagnoses in eleven studies. Two studies did not describe who
confirmed the diagnosis.(206, 214).

Quiality of the studies included in the review: The overall quality of reporting of the studies was
not satisfactory as per the CONSORT checklist. Only three of the studies were registered in a
registration database. Although all studies clearly reported the objective of the study. Only 55 %
of the studies reported how the sample size was determined. Source of funding and role of funders
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were reported in only two-thirds of the studies. The risk of bias assessed with the Cochrane
assessment tool was moderately high. Although randomization was carried out in all the studies,
the method of randomization was unclear in 40% of studies and allocation concealment was
unclear in 80% of the studies. Fifteen studies were rated as unclear and three studies had high risk
of detection bias. One-third of the studies were rated as having high attrition bias due to unequal
dropouts in the randomized groups or different reasons for dropout or due to attrition greater than
10%. One-third of studies were rated as high risk of reporting bias because they did not report the
mean and standard deviation of mood severity symptoms, between group differences for selected

outcomes, and number of participants who had relapse/recurrence

Table 12: Summary of studies, interventions and patient characteristics for included studies

Authors Sample size at Intervention/  Mode of  Numbe Duration Duration of
Baseline (1/C)  control intervent  r of (weeks) follow-up
ion sessions (months)
Faria. et al, 2014 (Brazil) 32/29 PE/TAU Individual 6 6 Pre-post
Husain. et al, 18/16 PE/TAU Individual 12 12 Pre-post
2017(Pakistan)
Eker & Harkin, 36/35 PE/TAU Group 6 6 Pre-post
2012(Turkey)
Cuhadar. et al, 32/31 PE/TAU Group 7 7 Pre-post
2014(Turkey)
Rahmani. et al, 2016(Iran) 38/38 PE/TAU Group 10 5 Pre-post
Dogan. et al, 2003(Turkey)  16/16 PE/TAU Individual 3 3 3
George. et al, 2013(India) 30/30 PE/TAU Group 4 16 3
Kurdal. et al, 2014(Turkey)  40/40 PE/TAU Group 21 11 3
Faridhosseini. et al, 2017 13/13 PE/TAU Group 8 4 6
(Iran)
Cardoso. et al, 2014 32/29 PE/TAU Group 6 6 6
(Brazil)
Bahredar. et al, 2013(Iran) 15/15/ 15 PE/TAU/placeb  Group 9 9 6
0
de Barros. et al, 2012 32/23 PE/ placebo Group 16 16 12
(Brazil)
Gumus. et al, 2015(Turkey)  41/41 PE/TAU Individual 4 12
Javadpour. et al, 2013 (Iran)  54/54 PE/TAU Individual 8 8 18
Bordbar. et al, 2009(lIran) 29/30 FPE/TAU Group 1 1 12
Costa. et al, 2012(Brazil) 27/14 CBT/TAU Group 14 14 6
Gomes. et al, 2011 (Brazil) 23/27 CBT/TAU Group 18 22 12
Ives-Deliperi. et al, 2013 16/7/ 10 MBCT/TAU Group 8 8 Pre-post
(South Africa)

** Psychoeducation (PE), Cognitive Behavioral Therapy (CBT), Family Psychoeducation (FFT) And Mindfulness
Cognitive Behavioral Therapy (MBCT), Intervention versus control (1/C)
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Effectiveness of interventions

Prevention of relapse /recurrence: Six studies (four psychoeducation, one family
psychoeducation and one CBT) examined the impact of the psychosocial intervention on
prevention of relapse or recurrence (Table 13). Psychoeducation was effective in reducing relapse
rate (204, 209, 210, 212), as well as increasing mean time to first relapse (212). However, one
study showed that psychoeducation was not effective in people who had multiple previous relapses
(201). Cognitive behavioral therapy was ineffective in decreasing the number of relapses, but was

effective in prolonging the median time to first relapse compared to treatment as usual (203).

Table 13: Effectiveness of psychosocial intervention for prevention of relapse/recurrence

Authors Intervention Sample size  Outcome Proportion with Test statistics & p-value
group during final  measured outcome
analysis(1/C) 1G CG
de Barros, G-PE Vs 28/18 Depressive relapse - - P=0.18
2012 (Brazil)  placebo Manic relapse - - P=0.09
Gomes, 2011  G-CBT Vs 22/25 Relapse 14/23 14/27 X?=0.28; P=0.590
(Brazil) TAU Time to first relapse 31 & 66 115 & Z=-2554; P=0.011
(Median & range in 48
weeks)
Gumus, 2015  I-PE Vs 37/41 Recurrence 7137 14/41 X?2=1583; P=0.21
(Turkey) TAU Patients experienced 2 8 X2=0.36; P=0221
more than one
recurrence
Faridhosseini, G-PE Vs 12/12 Recurrence 1/13 9/13 P=0.001
2017 (Iran) TAU Patients experienced 0 2
more than one
relapse
Javadpour, I-PE Vs 45/41 Average number of  0.77 2.02 P <0.001
2013 (Iran) TAU recurrences
Total no. of relapse 4 /29 9/28 P =0.006
Bordbar, G-FPE Vs 29/28 Patients experienced 1 2
2009 TAU more than one
(Iran) recurrence
Mean time to first 6 4.8

relapse in month

as Usual (TAU), Group Family Psychoeducation (G-FPE), Intervention versus control (1/C)

* Group Psychoeducation (G-PE), Individual Psychoeducation (I-PE), Group Cognitive Behavioral Therapy (G-CBT), Treatment

Reduction in symptom severity: Nine studies (seven psychoeducation, one CBT and one MBCT)
assessed the effectiveness of psychosocial intervention in reducing symptom severity. One study
reported change in mood symptom severity within each of the randomized groups (207) (Table
14). Studies reported significant reduction in general psychiatric symptom severity(207),
depressive symptom severity (200, 210, 216) and manic symptom severity(199, 200, 209, 210,
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216), immediately post-intervention, and during follow-up. However, in one study where 60% of
total participants had more than 10 previous bipolar episodes, there was worsening of depressive
symptoms in both groups and there was significant change and between group difference in manic
symptoms(201). CBT was effective in reducing depressive and anxiety symptoms compared to
treatment as usual (202) . MBCT was associated with significant improvement in anxiety
symptoms, emotional dysregulation and mindfulness, but did not reduce depressive symptoms,

among intervention groups compared to the waiting list bipolar patients (215).

Table 14: Effectiveness of psychosocial intervention for reducing symptom severity.

Authors Sample Intervention Assessment Test statistics & Measure of effect
size (1/C) time (month) p-value
Mood symptom severity
Dogan. 2003 14/12 I-PE Vs TAU 3 I-PE; Z=2.41; P < 0.01*
TAU; Z=1.05; P>0.05 *
Depressive symptom
Faria, 2014 19/26 I-PE Vs TAU Post-intervention P =0.40 AMD =-1.86 (-6.34, 2.61)
Husain, 2017 16/11 I-PE Vs TAU 3 Z=3.21; P=0.001 AMD =-10.3 (-16.8, -
4.5); SES=-1.17
Javadpour, 2013 45/41 I-PE Vs TAU 18 P <0.001
Faridhosseini, 2017 12/12 G-PE Vs TAU Post-intervention P =0.58 M= 1.0; SE=1.78
Cardoso, 2014 19/26 G-PE Vs TAU Post-intervention F =0.66; P=0.81
6 F =0.99; P=0.324
de Barros, 2012 28/18 G-PE Vs Placebo 12 P =0.820 ES=0.007
Costa, 2012 25/12 G-CBT Vs TAU 6 P <0.05
Ives-Deliperi, 2013 16/7/ 10 G-MBCT Vs TAU  Post-intervention P >0.05
Manic symptom
Faria, 2014 19/26 I-PE Vs TAU Post-intervention P =0.06 AMD = -5.93 (-0.28; -
12.15)
Husain, 2017 16/11 I-PE Vs TAU 3 Z=4.67; P<0.001 AMD =-6.0 (-8.7,3.7);
SES =-1.18
Javadpour, 2013 45/41 I-PE Vs TAU 18 P <0.001
Faridhosseini, 2017 12/12 G-PE Vs TAU Post-intervention P =0.04 M=1.91; SE=0.88
Post-intervention F=2.16;P=0.15
Cardoso, 2014 19/26 G-PE Vs TAU 5 F=2.94 P= 009
de Barros, 2012 28/18 G-PE Vs Placebo 12 P=0.72 ES =0.02
Costa, 2012 25/12 G-CBT Vs TAU 6 P >0.05
Anxiety symptoms
Ives-Deliperi, 2013 16/7/ 10 G-MBCT Vs TAU  Post-intervention t-test = 2.3, P=0.05
Costa. et al, 2012 25/12 G-CBT Vs TAU 6 P=10.02 R?2=0.9
Emotional dysregulation
Ives-Deliperi, 2013 16/7/ 10 G-MBCT Vs TAU  Post-intervention t-test=4.1, P=0.01
* Individual Psychoeducation (I-PE); Group Psychoeducation (G-PE); Group Cognitive Behavioral Therapy (G-CBT); Mindfulness Cognitive
Behavioral Therapy (MBCT); Mean (M); Standard Error (SE); Adjusted Mean Difference (AMD); The comparison was made within arm and
the reported result for the treatment group (+); Standardized Effect Size (SES); squared value of correlation coefficient or the proportion of
explained variation(R2), Intervention versus control (I/C)
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Improvement in biological rhythms: Only one study(199) from Brazil assessed the effectiveness
of six sessions of complementary psychoeducation in improving biological rhythm (sleep, activity,
patterns of habitual daily behavior (social rhythm) and eating pattern) among patients with bipolar
disorder, 80% of whom had more than six previous bipolar episodes. The study reported
significant improvement in the control rather than the intervention group (Adjusted Mean
Difference = -10.84; 95% CI=-20.6, -1.07; P = 0.03)(199).

Improvement in knowledge, attitude and internalized stigma: Among the four
psychoeducation studies identified (206, 207, 214, 216), three studies assessed the effectiveness
of psychoeducation in improving knowledge and attitudes about bipolar disorder, and one trial
assessed the effectiveness of psychoeducation in reducing internalized stigma. Two of the four
studies reported within group difference by comparing post-intervention against baseline scores in
each group(206, 207). Generally, the findings showed a positive effect of psychoeducation in

improving knowledge and attitudes about bipolar disorder and internalized stigma.

Improvement in treatment adherence: A total of nine studies, eight psychoeducation and one
family focused intervention, reported short-and long-term improvements treatment adherence
compared to treatment as usual (207-214, 216) (Table 15).

Reduction in hospital admissions: A total of five RCTs that assessed the effectiveness of
individual, group or family psychoeducation in reducing hospital admission were identified.
Generally, the studies showed that fewer people with bipolar disorder were admitted to hospital in
the intervention group compared to the control group (204, 209, 210, 212).
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Table 15: Effectiveness of psychosocial intervention to improve adherence.

Authors Sample Measurement  Follow-up Group Assessment time point Test Measure of
size after Post- (M+SD/M/%) statistics & effect
(1/C) intervention Baseline End-line p-value
(month) Assessment  Assessment
Adherence to Medications
Husain, 2017 I-PE 1717 0.9+14 AMD=-1.22
(Pakistan) 16/11 MMRS - TAU 13:17 2115 Z=237;P (-2.18, .14);
=0.018 SES=0.81
G-PE 6.8+1.9 94424 t-test=0.29; AMD =23
Rahmani, 36/36 MARS - TAU 6.6+14 7.1+2.2 P<0.001 (2.21,2.14)
2016 Total score in PE 106+25) 17837
(Iran) medicine adherence - TAU 98+22 101+23 ttest=0.35, AMD=7.7
check list P<0.001 (7.20, 9.50)
Javadpour, 18 I-PE - 7.91
2013 (Iran) 45/41 MARS TAU - 3.73 P=0.008
G-PE 6.27+0.88 7.92+ 1.38
Bahredar, 15/15/ 15 MARS 6 TAU 6.53+0.64 4.33£0.49 F(2,31)=55.1;
2013 (lran) Placsbo  6.47t052  4.36x067 I <0-001
3 G-FFT - 2.46 + 0.46 t-test = 1.23; P = 0.227
Duration of TAU - 2.67 +0.48
Bordbar, 29/28 Continuing 6 G-FFT - 5.76 + 0.51 t-test = 4.36; P <0.001
2009 medication TAU _ 5.00 +0.77
(Iran) in month GFFT - 8.48+0095  t-test=4.88; P <0.001
9 TAU - 7.04 +1.26
G-FFT 11.41+1.02- t-test = 6.88; P <0.001
12 TAU 9.14+ 1.43
Proportion of I-PE 35.7 % 85.7 %
user of Lithium TAU 50% 41.7% P=0.008
Dogan., 2003  14/12 regularly -
(Turkey) Proportion of I-PE 57.1% 100%
Normal Serum - TAU 58.3% 58.3% P=0.016
lithium level
Eker & G-PE 40% 86.7%
Harkin, 2012 30/33 MARS - TAU 38.9% 24.2% x?=24.649; P < 0.01
(Turkey)
George, 2013 patient’s diary & G-PE - 100% P=0.111
(India) 24/26 Counting tablets TAU - 84.6%
Adherence to psychiatric visit
G-FFT - 2.76 +0.43 t-test = 1.38; P< 0.017
Numbgr c_)f 3 TAU - 2.57 +0.57
p§y_ch|atr|c G-FFT - 5.34 +0.81 t-test =3.72; P< 0.001
Bordbar, 29/28 visits 6 TAU N 446 +096
?I?Sg) G-FFT - 772+136  ttest=23.98; P<0.001
9 TAU - 6.21 +1.50
G-FFT - 10.34 +1.54 t-test =5.52; P< 0.001
12 TAU - 7.86 +1.84
Faridhosseini, 12/12 Service G-PE - 3.25 + 0.69
2017 (Iran) users report 6 TAU - 1.41+1.67 P =0.02

** Treatment as Usual (TAU); Individual Psychoeducation (1-PE); Group Psychoeducation (G-PE); Mean (M); Standard Deviation
(SD); Adjusted Mean Difference (AMD); Standardized Mean Difference (SMD); squared value of correlation coefficient or the
proportion of explained variation(R?), sample size during the final analysis in the Intervention versus control (1/C)
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Improvement in quality of life (QoL) and functional status

A total of 10 of the 18 studies, nine psychoeducation and one CBT, assessed the effectiveness of

the intervention in improving functional status and QOL and the findings were mixed (Table 16).

Half of the studies reported, significant improvement in various domains of quality of life in the

intervention compared with the control groups: functioning (205, 207, 211), general health (207),

physical, social (207, 210), environmental and mental health domains of quality of life (210) and

in the overall quality of life (216). In one study, there was significant improvement in all domains

of quality of life except the mental health domain in those receiving CBT compared to treatment

as usual(202). The rest of the studies didn’t report significant difference between groups (200,
201, 206, 209).

Table 16: Effectiveness of psychosocial intervention to improve quality of life and functioning.

Husain, 16/11 I-PE Vs TAU 3 Overall QOL in EQ-5D index Z=2.47; P=0.01 AMD =0.24 (0.1,
2017 0.5); SES=0.88
(Pakistan) Overall QOL in EQ-5D VAS Z=3.65; P<0.001 AMD =26.8
(12.2,41.8);
SES=1.14
General health domain Z=2.56; P <0.01*
Dogan, 2003 14/12  I-PEVsTAU 3 Physical aspect Z=2.67,P<0.01*
(Turkey) Psychological Z=1.58; P > 0.05*
Social aspects Z=2.10; P < 0.05*
Environmental Z=1.38; P> 0.05*
Physical aspect P<0.001
Javadpour, 45/41  |-PE Vs TAU 18 Mental health P<0.001
2013 (Iran) Social aspects P<0.001
Environmental P<0.001
Faridhosseini 12/12 G-PE Vs TAU Overall QOL P=0.196 M=3.12; SE=2.34
2017 (Iran) -
Emotional functioning Z=-0.21; P=0.08*
Mental functioning Z=-1.93; P=0.05*
Cuhadar, 24/23 G-PEVsTAU - Sexual functioning Z=-0.34; P=0.73*
2014 Feelings of stigmatization Z=-0.95; P=0.34*
(Turkey) Introversion Z=-1.50; P=0.13*
Domestic relationships Z=-2.18; P=0.03*
Relations with friends Z=-1.59; P=0.11"*
Participating in social activities Z=-1.80; P=0.07*
Daily and recreational activities Z=-0.15; P=0.88"
Taking initiative & using one’s Z=-0.00; P=1.00*
potential
Work Z=-0.54; P=0.59*
Emotional functioning t-test = 4.04; P<0.001
Intellectual functioning t-test = 7.46; P<0.001
40/40  G-PEVSTAU 3 Sexual functioning t-test = 1.87; P> 0.050

Feelings of stigmatization

t-test = 7.84; P<0.001
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Kurdal,

Social withdrawal

t-test = 7.00; P<0.001

2014 Household relations t-test = 7.84, P<0.001
(Turkey) Relations with friends t-test = 3.46; P<0.001
Participating in social activities t-test = 3.66; P<0.001
Daily and recreational activities  t-test = 3.11; P<0.005
Taking initiative & self- t-test = 3.61;, P<0.001
sufficiency
Occupation t-test =2.01; P<0.050
Bahredar, 15/15/  G-PE Vs
2013 (Iran) 15 Placebo & 6 GAF score F (2,31) = 90.93; P< 0.001
TAU
Functional capacity F=0.08; P=0.78
Pain F=1.98; P=0.17
Cardoso, 19/26 G-PEVSTAU 6 General health status F=0.04; P=0.84
2014 Vitality F=0.39; P=0.54
(Brazil) Social aspects F=0.62; P= 0.44
Emotional aspects F=0.24; P=0.63
Mental health F=1.19; P=0.28
Social domain P=0.42 ES=0.42
de Barros, 28/18  G-PE Vs 12 Environmental domain P=0.82
2012 Placebo Functioning P=0.59 ES=0.03
(Brazil) Clinical improvement patient P=0.02 ES=0.35
view
Clinical improvement clinician ~ P=0.57 ES=0.04
view
Functional capacity P =0.007 R%2=0.65
Pain P =0.020 R2=0.60
Costa, 2012  25/12  G-CBT Vs 6 General health status P =0.002 R%2=0.77
(Brazil) TAU Vitality P =0.036 R2 = 0.46
Social aspects P =0.044 R?=0.41
Emotional aspects P =0.001 R?=0.56
Mental health P =0.081 R?=0.46

**Individual Psychoeducation (I-PE); Group Psychoeducation (G-PE); Group Cognitive Behavioral Therapy (G-CBT); Global Assessment
of Functioning Score (GAF Score), Mean (M); Standard Error (SE); Adjusted Mean Difference (AMD); Standardized Mean Difference
(SMD); the comparison was made within arm and the reported result for the treatment group (+); squared value of correlation coefficient
or the proportion of explained variation(R2); Sample size during final analysis in Intervention (I) versus control (C) = (1/C).

5.1.2 Result from modeling process and outcomes

(i) Findings of qualitative study on potential intervention targets

A total of 27 participants were interviewed (15 people with bipolar disorder and 12 caregivers).
Among participants, nearly half of them (12/27) were female, two-thirds (18/27) were married,
about a third were farmers (n=10) and illiterate (n=11). Seven out of 12 caregivers interviewed
were the spouse (wife/husband) of the people with bipolar disorder. Findings are organized into
three main themes: expressions and experiences of illness, managing self and living with otherness,

the costs of affliction which included sub-themes, as described in Figure 6.
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Figure 6: Themes and subthemes for experience of people with bipolar disorder

Experiences and expressions of illness

Forebodings of illness

Most caregivers described increased irritability, aggression, loss of respect for others, disturbed
sleep, carelessness about what the people with bipolar disorder said or how they dressed, and
laughing or talking to themselves as common signs that the people with bipolar disorder was

beginning to experience an illness episode. These signs triggered worry for caregivers. One

caregiver described the problems as

“...every time when he starts to insult us, and quarrel with other people for irrational
reasons as well as when he talks to himself, | will be aware of his situation and conscious
about his illness. He doesn’t violate others’ rights when he is normal. So, I feel worried
when he starts to argue with people and becomes aggressive” 25-year, Female-Caregiver

ID014, Butajira

While some people with bipolar disorder also identified sleep disturbance and irritability as
common forewarnings of upcoming illness episodes, they also noticed other signs, including
heavy-headedness and lack of interest in activities or, alternatively, feeling unusually energetic

and excessive talking. Recognition of these signs often induced anxiety and sometimes triggered

actions from the people with bipolar disorder designed to contain or treat the illness:
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“I feel heavy headed (222#1472 h11€.A54) .... there is a time that | become disinterested to
do something that I planned to do. Then I realize that I'm going to get sick” 23-year, Male-
PBD, ID20, Sodo-district

“At the beginning, I increase talking and my mind gets occupied with something and I feel
anxious...umme... I talk too much and say things that are culturally inappropriate, | know that
I'm going to have illness, so I tell them [family members] to chain me....” 30-year, Male-
PBD 1D23, Butajira

Differing priorities of people with bipolar disorder and their family members
Sleep disturbance and aggressive behavior were the biggest concerns for caregivers, associated
with threats to the safety and health of others:

“... During his illness, he was not sleeping the whole night. At that time, I was worried that
he might slit the throat of one of my children; so, we were not sleeping, we were suffering
a lot ... we don’t need anything else than to get him sleeping well. When he sleeps well, all
the family members feel well and the children start to gain weight...above all lack of sleep
is very much difficult...” 35-year, Female-caregiver ID013, Butajira
However, people with bipolar disorder were mostly concerned about the incurable nature of the
illness, related problems like feeling of inferiority because of having mental illness and worried
about why they had been singled out for this affliction. They were also troubled by the need for
long-term medication and their experiences of medication-related problems. Some other
participants reported that they always ask God for how long they take medication and given answer
for their questions.

“.... I'm always asking myself ‘how long am I going to take medication?’; I ask God how
long I live with this illness? why doesn’t God take this illness off from me? Why doesn’t
God say enough? Is it as long as | live? Am | taking medication until | die? People always
considered me as mentally ill who can’t think and do things by myself, aggressive, and
insulative. I'm always crying and praying in front of God. I don’t know why, God made
me inferior than other people. I don’t know when he would say enough [participant
distressed and tearful] ” 27-year, Female-PBD ID005, Butajira

Managing self and living with otherness

Quarrels and sharing feelings- the role of social relationships in shaping iliness experience
Participants reported that periods of illness would occur after a period of wellness. They described
how longstanding animosities formed the backdrop to particular incidents which were seen as

turning points, precipitating transition into illness.
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Permissible behaviors- making sense of conflict and disagreement

Most participants described a circular relationship between social factors and the intensity of the
iliness. Negative social interactions had the effect of triggering illness; concurrently, the illness
had the effect of worsening social conflict people with bipolar disorder explained that ongoing
disagreements and conflict were a major cause for the origin of their illness, a trigger during a
period of wellness and an exacerbate during an illness episode.

“My half-brother always speaks to me as if the house and place/land that I'm living
currently does not belong to my father. He even threatened me to get me to leave... so this
makes my illness worse...when my illness was back last time, he was accusing me of being

a thief...he insulted me as a thief” 34-year, Male-PBD 1D018, Sodo-district
Labelling of the person with bipolar disorder as mentally unwell aggravated social interactions,
providing a rationale for grievances from community members whilst causing frustration for the
person with bipolar disorder and caregivers alike: people with bipolar disorder get frustrated
because of their illness label, any disagreement is perceived as being due to their illness. Not being
allowed to express “normal” response to the disagreements is perceived to have a negative effect,
making the patient angrier, and potentially triggering or worsening their illness.

“...there can be disagreement among people but, when we quarrel with anyone, they say
“go to Amanuel hospital [mental hospital] if you finish your medication” ...they don’t take
it as a normal behavior of people, which is very annoying for him [patient], even for me.’
25-year, Female-Caregiver 1D014, Butajira

Concomitantly, caregivers perceived that the PBD was sensitive to minor day-to-day
disagreements which were seen to trigger their illness.

“Every normal individual may have some issue when they are living in marriage.... For
him [patient] minor disagreement is enough to bring his illness back, despite taking
medication properly...” 22-year, Male-caregiver 1D021, Butajira.
The dilemmas of ‘Sharing feelings’
Participants expressed different perceptions regarding sharing their feelings with others; some
people with bipolar disorder shared their feelings with families and friends because they felt that
they received an appropriate response, a sense of solidarity and support that made them feel better.

“I share my feeling to my sisters, brothers and friends too and it helps me a lot. They let me
know that I am not the only person who has a problem; it can happen to anyone ...they tell
me that they even sometimes experience similar problem, but they tried to tolerate and let

the challenges pass. Thus, they advise me not to give up and so on” 23-year, Male-PBD
ID20, Sodo-district
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Some other people with bipolar disorder stated that, although they recognized the value of sharing
their feelings with others and noted the damaging effects of not doing so, they felt unable to discuss
with others due to their belief that no one wanted to hear them. Alternatively, they lacked a
confidante whom they trusted sufficiently not to divulge personal information to others.

“I don’t share my feeling to other people because loving people is possible but, trusting all
is difficult. No one is able to put aside their own problems to help me or they may even say
she said this and that, and I don’t want to be a topic of discussion in my neighborhood
coffee ceremony ...I keep everything to myself and I know that not sharing my internal
feeling harms me”. 27-year, Female-PBD ID002, Butajira

However, some caregivers believed that the person with bipolar disorder did not want to, or was
incapable of, discussing their problems in such a way that would allow them to meaningfully
address them. Rather, caregivers complained about destructive behavior, irresponsibility and a lack
of engagement in problem-solving.

“He does nothing, rather he gets angry and insults people around him or breaks anything
he finds near to him without taking consequences into consideration, rather than looking
for a solution”. 42-year, Female-Caregiver ID027, Sodo-district

Other caregivers reported that people with bipolar disorder do nothing to solve their problem or
ask people to help them.

“He doesn’t know how to solve problems with planning... umm... there is no discussion;
he just keeps asking God to do something miraculous for him” 35-year, Female-caregiver
ID013, Butajira

“I leave the place and go somewhere to console myself”- navigating stressful situations

Most participants spoke of trying to avoid troublesome social experiences which they associated
with the beginning of illness as being more helpful than getting help after they had become unwell.
Some PBD preferred to avoid social events of situations which they perceived to be stressful:

“I believe that there is problem related to this. I don’t feel good when there is crying/
shouting when someone die because the shouting makes me emotional and | absorb the
sorrow. People with mental illness are like a sieve, all the sorrow goes through his body
and hurts him a lot (PAAZPE vord® AT (@ A28D 247 1D+ Ul vt DL (@3t £705 (1797
L74P4) ...so I will see my condition and If I feel unwell, I leave it” 48-year, Male-PBD ID
003, Meskan-Woreda

Caregivers explained that by understanding the factors which exacerbated illness, they could

modify their interactions with the PBD to reduce provocation in an effort to decrease the potential
for return of illness:

“When he [patient] talks loud because of anger, we don’t respond to him, [ keep quiet...
so that he becomes calm...umm...if someone gets angry and talks loudly, it is good to be
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quiet, otherwise it makes the person more angry and brings the illness back” 25-year,
Female-Caregiver ID014, Butajira
Some PBD reported taking actions to change their surroundings; for example, chatting with friends

or leaving a situation in order to neutralize their bad feeling.

“In order to forget a situation that makes me worried, I leave the place and go somewhere
in order to console myself ...I know the things that make my illness worse, so I try to control
them” 30-year, Male-PBD ID017, Butajira

Managing symptoms “avoiding and using substance”

Participants take lesson from their illness experience to avoid or use substance in order to
manage their symptoms. Some participants reported a positive role of alcohol use and Khat, to
improve their sleep and medicate their illness symptoms

“Sometimes, he [he patient] has sleep problem so, he disturbs the families wake-up from
his sleep and going here and there. Thus, he drinks alcohol to sleep well so that he doesn’t
disturb anyone.” 63-year, Male-Caregiver 1D012, Sodo-district

On the contrary, most participants agree that avoiding substance use like Khat and alcohol was
helpful to improve sleep and relationships with others, whilst also reducing the risk of directly
triggering or worsening their illness.

“... was chewing a lot so it has worsened my illness. Now, | stopped chewing for the last
eight years because of my religious convictions. It [stopping chewing] has helped me a lot.
For example, now, | sleep well, 1 have good relationship with others, | spend my time with
my wife and children and I'm not irritable as before, I also eat well...” 30-year, Male-PBD
ID017, Butajira

Strength and healing- the role of religious beliefs and practices

There was a broad agreement among participants that religious practices such as praying, going to
holy water (holy water is water that has been sanctified by a priest for the purpose of baptism, the
blessing of persons, places, and objects, or as a means of repelling evil and treatment of illness)
and listening to religious song were a positive influence upon the person’s emotions, helping them
to feel calm and encouraged when they experienced personal or interpersonal problems.

“I read the bible and listen to religious songs on Sunday. When I read the bible, it helps
me to feel hope, for example, the bible says, “blessed is the man that endures temptation...”
So, it reassures me and helps me to be strong. It indicates how common it is for people to
face several problems and how much we should be strong. Everything written in the bible
IS true, so it gives me energy and helps me not to think too much” 23-year, Male-PBD
ID20, Sodo-district

Some participants reported that things happened according to the will of God. Therefore, they

came to accept problems that could not be reversed or changed and found this acceptance calming:
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My illness started because of grief related to the death of my brother and became worse
when my mother and my children died... I realized that I couldn’t return things that are
already lost. Everything happened in the will of God, he created us and we will pass, our
time is already known by him so now | stopped worrying about them. | thank God and tell
him to keep the rest of the children safe. 27-year, Female-PBD ID002, Butajira.

However, some participants noted that there were difficulties in using spiritual treatment in the
form of holy water and biomedical treatment (medication) simultaneously. For some, this was a
matter of creating confusion about which treatment had been effective, while for others, the two
paradigms were more fundamentally incompatible because they believed that dependence on holy
water necessitated abandoning biomedical treatment as it required a demonstration of faith.

“.... she was not taking medication when we were in the holy water site because people
told us it is not right to use holy water and medication simultaneously. Because this will
matke it difficult to know which bring the change, I mean the medication or the holy water”
50-year, Male-Caregiver 1D011, Sodo district

“Nothing helps him other than medication”- the role of biomedical services
Both PBD and caregivers emphasized the power of biomedical treatment in alleviating symptoms
of illness:

“...the only thing that helped him to feel better is medication especially the injection.
Nothing helps him other than medication” 32-year, Female-Caregiver 1D015, Sodo-
district

All participants agreed that treatment discontinuation was a major problem which could trigger the

patients’ illness after remission and worsen the illness once it had returned. However, most
participants explained that treatment-related issues such as increased weight, feeling sleepy during
the day time and being unable to wake-up in the morning were common reason to stop taking their
medication.

“I'm taking the medication at night-time. | always feel sleepy in the morning even though
1 slept for a long time in the night.... Every morning, our neighbor asked me whether I slept

well or not...Thus, I sometime stopped taking it not to be sleepy or to be fully awake” 30-
year, Male-PBD ID23, Butajira

Some people with bipolar disorder adjusted their dosage and/or took medication breaks according
to their perceptions of their illness status: increasing their dose when symptoms persisted and
reducing/stopping when they felt better. Without the involvement of healthcare professionals, this
sometimes-had adverse consequences, leading to a return to illness:

“he [patient] doesn’t take medication when he is well ... they [health professionals] are
also have not informed us to take medication while he is feeling well.... if he is normal,
he doesn’t take medication” 25-year, Female-Caregiver ID014, Butajira
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Other participants reported that they stopped their medication because they perceived that
medication was not curative.

“The medication didn’t cure them fully but it gives her sleep and made her patient....so
some people advised her to stop taking it for a week and try to see how she felt without
medication and she stopped... then she got seriously sick and came...” 50-year, Male-
Caregiver D011, Sodo district

Fear of stigma and of side-effects of medication during pregnancy were also commonly described
as reasons to discontinue treatment. Participants reported feeling negative judgments from the
community related to frequent visits to the health facility, which sometimes prevented visits to the
clinic, despite recognition by the person living with bipolar disorder that they were unwell.

“...d feel as if people saying to me that I am frequently going to hospital because of getting
treatment free rather than being unwell. So, I didn’t go to hospital immediately after feeling
unwell...” 36-year, Female-PBD ID025, Sodo-district

Whereas, some caregivers described patients’ unwillingness to take their medication as a reason
for non-adherence

“.... There is a time that he refuses to take his medication. Because of that, in such times
we will give him the medication without letting him know, we dilute the medication with
the tea or coffee or milk and give it to him” 35-year, Female-Caregiver 1D 013, Butajira

The costs of affliction

Lost opportunities

Some people with bipolar disorder and caregivers described that during younger ages, dropout
from school was one of the main negative consequences of illness, leading to early curtailment of
education:

“«“

. when I was a student, I couldn’t attend properly and I couldn’t write using pen and
book like my friends. | was quarreling with the school community unless | missed the
class...so I stopped because of fear of worsening of symptoms at that time....” 30-year,
Male-PBD ID 017, Butajira

Participants explained that ill-advised decisions made during the illness period played a role in the
economic problems they were experiencing.

“...previously, I had assets like sheep, goats and chickens and I was trying to do different
things. But, after | got sick, | felt as if they were not important and | sold them when | felt
annoyed. | think I decided to sell them because of the illness because previously | was not
planning to sell them...” 23-year, Male-PBD 1D020, Sodo-district

Others reported the negative consequence of illness upon their ability to work and acquire assets

compared to other members of the community.
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“Sometimes he [PBD] gets sick during harvesting time, he may not be able to hold a sickle
...umm... no one helps him... when he tried to harvest, he feels tired and his hand couldn’t
hold the sickle properly so the time passes before we gather the crop” 32-year, Female-
Caregiver 1D015, Sodo-district

Participants described the direct and indirect cumulative effects of the illness on the affected person
and the household economy over time, starting from a young age; some participants stated that
they sold their assets to cover the treatment and other related costs:

“At the beginning, we sold my grandmother’s land for transportation and different costs
to go to different holy water places... during the illness period my grandmother asked
people for help and to take me to Addis Ababa Amanuel hospital” 27-year, Female-PBD
ID005, Butajira

“I’m not happy. I feel shame” — living with social exclusion

PBD and caregivers were concerned about direct or indirect social exclusion of PBD due to their
illness, for example, some reported that people excluded them from social participation and
behaved towards them in ways that would never normally be acceptable:

Last time, my cattle entered another person’s farm and were grazing there; because of
that, the owner of the farm was hitting my cattle. My son [person with BD] asked him why
he hit the cattle and he [owner of the farm] tried to hit him with an axe but he ran away &
escaped. If the cattle were belonging to another person, they may not have tried to hit that
person. 63-year, Male-Caregiver 1D012, Sodo-district

Additionally, other participants reported that stigma shaped their interactions with members of the
community, as well as restricting the social roles they were allowed to play:

“I don’t know why but people, including my family members, change their direction
when they see me on the street, not to talk to me as if they didn’t see me.... | feel isolated
when they react to me in this way... people were calling me crazy and were not wanting
to communicate with me” 48-year, Male-PBD ID 003, Meskan-Woreda

The stigma and misunderstanding of people with bipolar disorder were also mentioned as barrier
to express their feelings and get help, leading to feelings of loneliness.

“...everybody at home says to me ‘you don’t feel shame when you always say I'm feeling
unwell’...One day, my husband said to me ‘I wish your illness to be real’...so I get angry
and feel alone, I also don’t tell them when I feel unwell or I don’t go to the health facility
unless it is serious” 32-year, Female-PBD I1D025, Sodo-district

Many people with bipolar disorder and caregivers described the compounding effects of exclusion
upon social isolation: with exclusion causing people with bipolar disorder to avoid socialization

due to feeling less confident, inferior and ashamed about living with a mental illness.
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“Previously, I didn’t have fear to talk with people but now I'm not happy, | feel shame,
I’'m not motivated to talk and I don’t want my voice to be heard so I don’t talk during social
gathering, | just sit and hear what they are saying because people around me think that I
am dangerous (both men and women talk as if I'm dangerous)” 50-year, Female-PBD
ID09, Sodo-district

Some other participants reported that culturally, people chew Khat in group during the social and
cultural ceremony. Therefore, they use to chew Khat with other community member as a
mechanism to improve social integration

“Previously people were calling me ‘Ebid ‘(crazy) ...I was isolated from others, so Khat
created an opportunity for me to socialize, to share my ideas with other people. The more

we get together, the better we know and understand each other so they don’t stigmatize
me. So, Khat is a good solution for me” 48-year, Male-PBD ID 003, Meskan-Woreda

The hazards of intimacy
Participants described the difficulties they had regarding establishing sexual relationships, getting
married and maintaining spousal relationships:

“Previously, when I planned to marry, people said he is mentally ill..., many of them were
not willing to have marital relationship with me because of my mental illness....my former
wife also went abroad without my consent/consulting me.” 30-year, male-PBD ID17,
Butajira
Other participants explained their experience of divorce and community interference in their
relationships.

“I have been divorced for nine years. my neighbors and community members were
supporting him [her husband]- everybody said, he has to get married to another woman
and lead his own life... they decided that I had to leave the house with my children, so he

took all of the assets, the land and house and got married to another woman” 27-year,
Female-PBD ID002, Butajira

Other participants described that they were scared to establish sexual relationships, anticipating
divorce due to having mental illness

“Previously, I stayed without getting married because my illness came back every time so
[ feared that it may work as a cause for disagreement and divorce...” 27-year, Female-
PBD ID005, Butajira

Caregivers described negative impacts of their relatives’ illness on their children’s education,
relative’s work and social lives. These negative impacts arose from caregiving responsibilities, for
example, trying to prevent or manage difficult behaviors, including threats of harm to self or

others:
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“If he got sick, I look after him and caring for him is my responsibility, I couldn’t do
anything and I also sit with him. We spent the night without sleep too but he is alert in the
next day also so how can | work? I was sitting and waiting him day and night” 35-year,
Female-Caregiver 1D13, Sodo-district

(i) Result of mental health expert workshop

As described in the method sections, this workshop was organized with the aim of getting mental
health experts’ feedback on the components of intervention that can be feasible and acceptable in
Ethiopian rural community. First, the participants discussed the findings of qualitative study: the
service users’ major concern, precipitating and alleviating factors and their coping mechanisms.
Second, the participants discussed about the components on intervention identified through
systematic review and focused on the components that can be feasible as well as helpful to address
the factors identified in the qualitative study.

Then, participants suggested two major intervention components: (i) components that could be
used to improve the PHC workers’ skills in establishing therapeutic rapport, (i) “active
ingredients” of the intervention such as psychoeducation, behavioral techniques such as muscle
relaxation and breathing exercises, problem solving skill, and relapse prevention plans. Experts
recommended four 20 minutes intervention sessions for the following reasons: (i) in our
systematic review, most of the included studies reported 3-8 number of sessions (217), (ii)
previously, 4-8 sessions of interpersonal therapy for common mental disorders were proposed for
a PHC setting in Ethiopia (218), and (iii) the proposed components of intervention could be
covered in four-sessions. They also suggested that PHC workers be selected based on their being
trained on the mental health Action Programme Gap (mhGAP) intervention guide and having
experience of treating people with severe mental illness should deliver the intervention. However,
they were concerned about the potential work burden on PHC workers.

Regarding the format, experts recommended an individual format to simplify the challenge of
having groups at a set time due to transportation problems in rural settings and other factors. They
also recommended that caregivers be involved in the intervention considering the socio-cultural
context in which family members accompany patients when attending the facility. They reasoned
that caregivers’ involvement in the intervention could help to create awareness about the illness in
the wider family as well as support their ability to help their family members. Nonetheless, they
emphasized that people with BD should decide whether their family members should be involved.

Finally, to facilitate intervention provision and create awareness for people with BD and their
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caregivers, they suggested the development of an illustrated information leaflet that explains the

causes, symptoms, and treatment of BD.

Based on the systematic review, qualitative study, and expert workshop, we adapted the Diathesis-
Stress model (Figure 7) for psycho-social intervention in bipolar affective disorders to understand

how the selected components of intervention address the psychosocial factors.

Stressful life events such as . . .

« Disagreement Biological v_ulnerablllty

= Death of loved one * Sleep disturbance

= Stigma & discrimination - F?]mlly h_|story of lMI/ BD

= Economic problem /unemployment * Change in normal routine
Stressors such as life events of ) Biological vulnerability,
highly driven behavior causing Intervention I.e., circadian rhythm
poor social routine or sleep -1- Instability
deprivation

Stigma,
Relationship
Problems

Intervention
2-

Intervention
3.

Intervention — _—
_4_ ) - *-.\7 Y
. Poor coping ’
Episode Strategies Prodromal stage
= Increased severity of * inability to identification of
symptoms prodromal symptoms
= Aggressive behaviors * Non-adherence
= Not treatment seeking early

Intervention-1 = Promoting wellbeing (Sleep hygiene, daily
routine and Problem-solving techniques)

Intervention-2 = Psychoeducation (Identification of early Figure 7: Diathesis-Stress Model for
symptoms of relapse, relapse prevention plan, stress /anxiety psycho-social intervention in bipolar
management) affective disorders (adapted from Lam et al.

. . “Cognitive Therapy for Bipolar Disorder: A
Intervention-3 = Psychoeducation (Treatment and treatment Therapist’s Guide to Concepts, Methods, &

adherence, coping strategies and stress/anxiety management) Practice” 2010)
Intervention-3 = Treatment
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(iii) Result of the Theory of Change workshops

Four independent ToC workshops and one ToC workshop that included all participants were

conducted, with a total of 59 participants (Table 17).

Table 17: Theory of Change workshop participants

Stakeholder Group Female Male Total
ToC with service users
People with BD 4 4 8
Caregivers 6 5 11
ToC with male community leaders - 8 8
ToC with female community leaders 11 - 11
ToC with professionals
PHC Workers 5 11 16
District level government office 0 5 5
representative
Final ToC workshop participants 26 33 59

*PHC - Primary health care and BD — bipolar disorder

Feasibility and acceptability of psychological intervention

Participants perceived that PSI was needed for people with BD. However, they also argued that
the developed intervention must be feasible and acceptable to be implemented. The group that
included people with BD and their caregivers described the varying nature and intensity of
symptoms over time. Due to the episodic nature of the illness, BD was perceived by many people
with BD and their caregivers to be caused by evil spirits or other supernatural acts, leading them
to try various religious or traditional treatments. They also noted the chronicity of the illness and
the need for long-term support: “... Mental illness is not like tuberculosis, which gets cured just by
giving medication. Mental illness requires long-term support and effort from doctors, caregivers,
and the surrounding societies... .

People with BD and caregivers reported that people with BD are sensitive; simple stressors can be
enough to trigger their illness. When other people speak of their own social affairs, they may be
suspicious and assume that they are the focus of discussion which may hurt them psychologically.
Community leaders also noted that medications are important to people with BD and they believe
that caregivers had a responsibility to support access. People with BD and their caregivers reported

experiencing stigma because of having a mental illness or having a relative with mental illness.
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One caregiver said “...At the coffee shop, at a wedding, there are people who treat [the person
with BD] as if she is a different person. In such situations, there are times that she would return
to home because her feelings get hurt.....” The intervention was perceived as important because it
would provide information about BD, its causes, and treatments and would decrease
misconceptions. One participant said “...People take patients to different traditional places
because of lack of awareness. As long as society is well informed about the intervention and where
they can access it, they will go to the health facility as soon as they feel sick. For instance, if
someone gets malaria the society is well informed about where to get treatment and the same is
true in this case”.

The health professionals also expected that the intervention would be acceptable for PHC workers
because it would help them develop their skills and would improve the acceptability of the service.
This, in turn, was predicted to improve the mental health knowledge of people with BD, their
families, and the community, while increasing treatment adherence and improving outcomes.
Health professionals reflected that, often, people with BD visit health facilities only after the illness
become severe. They emphasized that early detection of relapse should be addressed in the
intervention.

Participants in all groups considered the health center as the ideal place for the intervention because
this is where people with BD receive their regular follow-up and fill their prescriptions.
Additionally, a quiet and private place was preferred, but without segregating people with BD from
other health center attendees, to avoid stigma and discrimination. Some participants from the
community and health professionals suggested that the intervention should be located at the health
post to increase accessibility, and it should be delivered by the health center staff as part of outreach
activity. Finally, participants in the final ToC agreed that the intervention should be delivered at
the health center by PHC workers because (i) PHC clinicians are in a better position to know the
mental health history and current health status of the person with BD, and (ii) this will improve
trust because the clinician is likely to be known to them from their routine care. Participants also
mentioned the importance of HEWs’ creating awareness in the community, in the form of a
campaign or through another mechanism, as an important supportive activity.

The participants came to a consensus that a one-to-one consultation format would be better than a
group format. Among the reasons, people with BD may not want to talk about their social,

economic, and personal lives in front of others. Furthermore, in rural areas, people may struggle
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to attend group interventions at a specific time. Similar to the mental health experts, participants
also suggested the option of a common session for people with BD and their caregivers as long as
the patients are willing and don’t interfere with their privacy. “People do not come alone and will
have someone with them, those that came will also get an education on the subject that they will
later transfer to other family members and improve the support they provide to the patient”.
Regarding the session, people with BD and their caregivers and community groups suggested that
the number, duration, and frequency of intervention sessions should be determined based on the
content and advice of professionals. Additionally, they underlined the importance of aligning the
monthly intervention sessions with regular appointment dates to encourage attendance by
minimizing transportation costs and time. Primary health care workers provided different
suggestions for the duration of session (from 20-45 minutes). Finally, considering the PHC
workers’ workload, they reached a consensus to reduce the intervention content per session to be
covered in a maximum of 20 minutes and to increase the number of sessions from four to five.
They also suggested working in collaboration with HEWSs, especially to help people with BD
with their treatment adherence. The PHC workers raised the issue of workload and expressed
concerns about people with BD and their caregivers being made to wait for a long time while they
delivered the intervention. All participants agreed on the importance of preparing an information
leaflet to facilitate the sessions and encouraging the participants to share the information with their
entire families and neighbours. The key findings and contributions of various methods to the
development of the intervention is summarised in Table 18.
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Table 18: Summary on contribution of various methods in the development of psychological
intervention manual

explored

Coping mechanisms used by people with BD to cope with
stressful life events were explored

BD has a negative effect on the social, functional and economic
status of people with BD and their families

Methods Findings Contribution to the psychological
intervention development
= |dentified psychological intervention: psychoeducation, family
therapy, cognitive behavioral therapy and mindfulness-based = Defined the type of intervention
Systematic cognitive therapy
review = The number of sessions ranged from 1 to 18 sessions = Defined the intervention content
= The content of the intervention includes education about signs
and symptoms of bipolar disorder (BD), the causes and
prognosis of BD, treatment adherence, and side-effects of = The studies were used to identify the intervention
medication, early identification of symptoms of relapse, manual
triggering factors, substance use and regular habits and
management plans or prevention strategies.
= Intervention providers were mental health specialists or
practitioners.
= People with BD and their caregivers reported perceiving early = Define problems from the people with BD and
signs and symptoms of relapse caregivers’ lived experience
= A major concern for people with BD and their caregivers
Qualitative related to the patients’ illness being identified = |dentify psychosocial factors that could be
study = Perceived factors that precipitate or worsen the illness were addressed in the current psychological intervention

Mental health

= Experts suggested intervention components based

Need for psychological intervention

The necessary condition for improving the acceptability and
feasibility of psychological intervention

Developed ToC map

Need for training in communication skills for intervention
providers

Need to improve community awareness

expert = Possible components of the intervention were suggested to on their clinical and research experience as well
workshop address the concerns of people with BD and improve their health as findings of qualitative and systematic review
and treatment outcome
= Explored the feasibility and acceptability of
ToCs = Stigma and financial problems psychological intervention

= Defined the necessary resources to give the
intervention

= Support the patients to use the existing
supporting platforms like the safety net program.

= Suggested the intervention content, frequency of
sessions, format, and providers

= Defined the desired outcome

= Defined indicators for success
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Theory of Change: ToC Map

Factors identified as necessary to the development and implementation of a psychological

intervention for people with BD are summarized in the ToC map (Figure 8) and described below.

Outcomes and impact: People with BD and their caregivers mentioned improved social and
psychological well-being and reduced family burden, hospital admission and school dropout as the
desired long-term outcomes of the intervention, with reduced mortality as a potential broader
impact of the intervention. Community leaders focused on stigma reduction and improved
physical, social, and functional well-being as the preferred long-term outcome. PHC workers and
district health office managers emphasized the improved quality of life of people with BD and
reduced family burden as a long-term outcome. Participants also mentioned reduced mortality and
disability related to the illness as a desired impact but recognized that these require multi-sectoral
changes and are not expected to be achieved just through the psychological intervention alone. In
the final ToC, participants discussed the feasibility of the identified long-term outcomes and
reached a consensus that reduced hospital admissions, reduced caregivers’ burden, and improved
quality of life would serve as the long-term outcomes. Participants also discussed and agreed that
the reduction of mortality and school dropouts needs the involvement of various stakeholders
beyond the delivery of psychological intervention. As a result, they reached a consensus that
reduced mortality and school dropout would serve as an impact.
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No PSI services

Stigma and
discrimination
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Figure 8: ToC map for the development of a psychological intervention for bipolar disorder in rural Ethiopia:

Example of assumptions: willingness and motivation to (1) be involved in ToC workshop, (2) work with PHC workers, (3) mobilize resources, (4) deliver PSI as per manual, (5) give compassionate and respectful care,
(6) undergo theoretical and practical training on PSI, (7) Supervise, monitor and support PHC worker, (8) make PSI manual available at health facility, (9) PBD/CG receive all components of PSI, (10) offer community
and family support. Examples of indicators: Number of stakeholders involved in (i) awareness creation program, (ii) ToC workshop, (iii) resource mobilization, (iv) type and amount of resource mobilized, (v) number of
PHC Workers attended PSI training, (vi) Number of caregivers/ PBD attended 1 session and 4 session, (vii) 80% increase in awareness, (viii) decreased severity of S/S using YMRS and PHQ, (ix), number of participants
satisfied with treatment assessed using in-depth interview, (x) Number of patients who has regular habit, (xi) Number of health facility that made the PSI manual, (xii) social inclusion, (xiii) Number of professionals
satisfied, (xiv) Reduced substance using ASSIST. Example interventions: (a) conduct ToC workshop, (b) create mental health awareness creation PRogramme (c) offer theoretical and practical PSI training for PHC
Workers & managers (d) engage PBD and caregivers in treatment planning, (e) ensure medication availabilig t the health centers, (f) make PSI manual available at the health centers, (g) support patients in adhering to
treatment, (h) deliver psychological intervention for PBD and caregivers, (i) evaluate the intervention, (j) mobi

1Ze resources

Impact

Suicide Mortality

School dropout




Preconditions for Intervention

Participants were asked to list the interventions needed, preconditions, assumptions, and
indicators. Participants mentioned that there should be interventions for people with BD and their
caregivers, implemented at the community and health facility level. Likewise, the preconditions,
assumptions and indicators were also identified to achieve an agreed-upon outcome were also
identified, as illustrated in Table 19.

Health Facility (primary health care/ workers) level interventions

To facilitate the intervention and bring about change, participants identified various other
interventions that would be needed at the health facility level. PHC workers mentioned training on
mental health Gap (mhGAP) intervention guide as part of the integration of mental health service
into PHC as a good opportunity; however, they felt that they needed additional training on bipolar
disorder. Beyond this they expressed a need for theoretical and practical training on psychological
interventions as current care models were more focused on diagnosis and medication.

People with bipolar disorder and caregivers spoke of problems in terms of availability and
sustainability of medication and unaffordability for some patients. They suggested the mental
health services should be free of charge and available all the time “Because of not getting treatment
here [Butajiral, I'm going every time to Addis Ababa, Amanuel hospital and I face a problem to
cover the transportation and medication cost ...I wish the government would start free treatment
here in Butajira...”. Interventions to ensure availability of medication and psychological
intervention manuals at the health centers, supporting people with bipolar disorder to adhere to

treatment, and evaluating the effectiveness of the intervention were recommended.

Community-level interventions

At the community level, participants emphasized that lack of awareness about mental illness in
general among the community members is a major obstacle for uptake of care and an important
driver of the widespread stigmatization of people with bipolar disorder. The community members
described misperceptions of the behaviors of people with bipolar disorder that lead them to label
them as ‘Ibid’ [‘crazy’]. When any person is referred to as ‘crazy,’ this word deeply hurts the
person... It is because of the lack of awareness that some people try to hurt the feelings of mentally

ill patients. Let us inform them to be thoughtful”. Community members also acknowledged the
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importance of resource mobilization to support people with mental illness in general by raising
their previous experience of similar activities for orphans and internally displaced people. During
discussion with PHC workers and district level government officials the participants reported on
the ongoing roll-out of Community Based Health insurance (CBHI) which covers the treatment
cost for people who can’t afford to pay. People with mental illness in Sodo district should be
included in this CBHI system. However, there was little in the way of social and economic support
systems in the area. Multi-method stigma reduction campaigns and awareness creation, for
example, by preparing and distributing a leaflet to the community, were raised as necessary to
reduce stigma against people with mental illness and their caregivers “...I would surprise and ask
them how people could call me crazy...sometimes, I would refuse to take the medication saying
that I am crazy, so I shall sleep like a crazy person...these problems get fixed by creating

)

community awareness...”. Participants mentioned community awareness as the necessary
precondition for social and resource mobilization to support people with bipolar disorder and their

families.

Service user and caregiver level interventions

The ToC workshop participants identified various activities that could be done at the service user
and caregiver level. Among the identified activities, engaging people with bipolar disorder and
caregivers in treatment planning was emphasized as this would help to increase their interested
and motivation to achieve the goals that they set for themselves. The ToC workshop participants
again emphasized the need to improve awareness about the illness, cause of illness and treatment
for people with bipolar disorder and increase the support from family members “mental illness is
not like malaria that gets cured just by giving medication. To get a mentally ill person treated, it
requires care and support from professionals, caregivers’ and the societies...”. Moreover, the
ToC participants stated the need to identify and teach recreational activities and exercise to help
people with bipolar disorder to feel better, control their weight, and also to reduce the risk of having
another chronic disease. Finally, the participants also articulated the pre-conditions to be achieved
at this level to reach the intended long-term outcome.

Key assumptions, evidence, and indicators: The ToC participants put various assumptions

thought to be in place for the outcomes to be achieved, and indicators of achievement.
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Table 19: Summary of level of key tasks, intervention, preconditions, Assumptions and Indicators.

Levels of

intervention

Key tasks

Intervention

Preconditions

Assumptions

Indicators

Identify early sign and symptoms of

Psychoeducation

People with bipolar disorder

= The intervention is feasible and

= Number of service users attending the

Patients their illness . . = Improved awareness about the acceptable first and all sessions
- . . . = Teaching behavioural . S . . .
with BD = Actively engage in their own hni illness, cause, & treatment = People with bipolar disorder = Duration of each session
treatment plan tec niques . = Learned & practiced behavioural e Are able to attend all = Number of service user’s adherent to
. - . = Teaching problem-solving - .
= Practice having a regular a habit (e.g techniaues techniques sessions treatment
sleep) . A 4 - = improved adherent to e Discuss and practice = None/mild mood symptoms based on
. . wareness of regular habit . . .
= Use behavioural techniques such as « Involvement in the psychological intervention and what they have learned in YMRS and PHQ
breathing exercises and muscle develo . for medication the training = 80% increase in awareness of BD and its
. pment of psychological - . ; .
relaxation intervention ToC map = Practiced regular habit e Motivated to take an causes, treatment, and prevention plan
= Practice problem-solving skills in = Improved health-seeking assignhment = Number of participants satisfied with the
their daily lives behaviour intervention
= Prepare a relapse-prevention plan = Improved awareness of a relapse- = Number of patients with a regular habit
prevention plan compared to baseline
= Level of social support received
measured using OSLO
= Care for and support to patients = Psychoeducation Caregivers = The intervention is feasible and = Number of service users attending first
Caregive = Understand the patients’ conditions = Teaching behavioural = Improved their awareness about the acceptable and all sessions
r/ = Identify early sign & symptoms of techniques illness, and its cause, and treatment = Caregivers = Duration of each session
Family the patients’ illness = Training on problem-solving = Improved involvement in the o Able to attend all sessions = 80% increase in caregiver awareness of
= Encourage patients to engage in techniques and regular habit patients’ treatment plan o willing & motivated to help BD, its cause, and treatment
social activities = Involvement in PSI ToC map = Improved practice in supporting PBD = Number of caregivers satisfied with
= Encourage patients to use development PBD « Willing to work with PHC intervention
behavioural techniques = Active participation in workers = Level of social support received as
= Help patients have regular habits treatment & relapse prevention o Non-stigmatized and non- measured using OSLO
plan & help PBD stigmatizing to patients
= Improved community awareness = Religious and community = Number of community members getting
Mobilization resources Working with the community about BD, and its causes and leaders are willing to work awareness on BD, its causes & treatment
Commun Support patients & caregivers and religious leaders & treatments together toward stigma
ity Care for and love for patients & HEWSs = Improved communication among reduction = Number of community members
caregivers Awareness creation about service users, caregivers, & = The community engages in participating in resource mobilization to
Helping patients with social- mental illness in general and intervention providers resource mobilization to support support people with mental illness
integration BD in particular = Community non-stigmatizing people with mental illness
attitudes and support = The community does not
= Improved collaboration of stigmatize service users
community stakeholders
= Awvail psychological intervention = Giving both theoretical and = Improved knowledge of and skills = There is a newly developed, = Number of PHC workers in the facility
Health service with a required quality practical training on PSI for in PSI feasible and acceptable PSI who are trained to give psychological
facility = Compassionate and respectful care PHCWs = Improved confidence to giving available for use intervention
(Service for BD patients = Engaging BD patients and their psychological intervention = Professionals are trained on the = Quality of therapeutic relationship
provider/ = Involve service users in treatment caregivers in treatment = Intervention provided as per the PSI manual between patients and PHC workers
manager) planning planning for the patients manual = PHC workers are trained in measured by HAQ

PHC workers and services users
prioritize problems for the service
users need to solve.

Ensuring medication
availability for BD at the
health centers

Adhering to intervention
manual

Improved medication availability
PHCWSs’ having encouraged service
users to get involved in the
treatment planning of BD patients

mhGARP intervention guide
Health facility managers support
PHC Workers when needed
PHC workers are motivated to
give the PSI

Level of adherence to manual measure
as ENACT

Presence of the newly developed PSI
manual with PHC workers

* Oslo Social Support Scale (OSS), General Health Questionnaires (GHQ), The Alcohol, Smoking, and Substance Involvement Screening Test (ASSIST), Young Mania Rating Scale (YMRS), World
Health Organization-Disability Assessment scale (WHODAS)-12 versions, Enhancing Assessment of Common Therapeutic factors (ENACT), Therapeutic alliance will be measured using Helping
Alliance Questionnaire (HAQ), People with Bipolar Disorder (PBD), Sign and Symptoms (S/S), **People with Bipolar Disorder (PBD), Sign and Symptoms (S/S), Psychological interventions.
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Description of the newly developed intervention manual

The findings from the formative qualitative study and ToC workshops were triangulated to identify
the unmet needs and priorities of people with BD. These inputs were then used to select the
intervention components and to decide on the number, frequency, and duration of sessions, as well as
the facility where the intervention should be provided. During the design of the intervention, the

identified needs and priorities were linked to the components of the intervention (Table 20).

In general, the intervention manual was structured in five sessions: (i) needs assessment and goal
setting; (ii) psychoeducation about bipolar disorder, its causes and influencing factors; (iii) treatment
and treatment adherence; (iv) sleep hygiene and problem-solving techniques to promote well-being
and; and (iv) behavioral techniques to target anxiety and relapse prevention, and closing (Table 20).
Each session was intended to last for 20 minutes and to be delivered every month, aligned with the
person’s attendance for routine care. The intervention was designed to be given by PHC workers who
had been trained in the mhGAP intervention guide and who had received one week of theoretical and

one week of practical training.

The manuals and leaflets were translated into Amharic by two clinical psychologists with experience
of working with people with mental illness and annexed (Appendix P, Q and R). Mental-health experts
and PHC workers involved in the ToC workshop reviewed the translated manual and gave feedback
that helped to simplify the manual’s structure and readability. They recommended that illustrations in
the manual and leaflet to be prepared based on local realities: for example, to include false banana
trees, which are very common in the study area, as well as pictures representing people from different
religions and genders. Case stories were also prepared and annexed to enable PHC workers to engage
better and use them as illustrations as needed.
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Session

Session
one

Session
two

Session
three

Session
four

Session
five

Table 20: Intervention components and expected outcomes

Unmet needs/priorities of PBD
identified in qualitative study ToC and
mental health expert workshops

= Therapeutic techniques

= Need assessment and goal setting

= L_ow awareness of BD and its causes

= PBD are concerned about the long-term
nature of the illness

= Substance use

= Misperception about treatment (e.g
expecting cure with medication)

= PBD are concerned about the long
duration of treatment

= Treatment non-adherence

= Caregivers are concerned about
aggressive behaviors during relapse

= Caregivers are concerned about sleep
problems
= PBD use various negative coping
mechanisms such as using substances to
feel well and improve their socialization
= PBD and caregivers identified social,
treatment related and substance use
issues as triggering factors for the
person’s illness
= Social and relationship problems
o Self and public stigma
e Disagreement & lack of social
support

= PBD identified anxiety symptoms as
early sign of relapse
o Heavy-headedness
o Anxiety
o Irritability
= Some PBD and caregivers identified
early symptoms of relapse

Sessions

Needs assessment
and goal-setting

=\What do | need to
know about my
illness?

= How can the
treatment help me
to get well?

=What kind of
techniques &
activities help me
to improve my
health?

=What helps me to
feel well when |
feel anxious or
stressed?

=\What can | do
when | identify
early symptoms
of illness?

Contents included in
session

Therapeutic skills in
psychological
intervention
Introduction and checklist
¢ Need assessment
e Goal setting

Psychoeducation
¢ Sign and Symptoms
of BD
o Identification of early
symptoms of relapse
e Cause and influencing
factors
Psychoeducation
e Treatment
e Treatment adherence

Problem solving
techniques
¢ Non-adherent PBD

Promoting wellbeing

o Sleep hygiene and
daily routine

¢ Problem solving
techniques

= Behavioral techniques
o Muscle relaxation
¢ Breathing exercise

= Relapse prevention
plan

* People with bipolar disorder (PBD), bipolar disorder (BD)
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5.2 Findings of feasibility phase

Socio-demographic characteristics of the participants

A total of 12 people with bipolar disorder and, five caregivers, and four health professionals
participated in this feasibility study. Most of the people with bipolar disorder had formal education
and half of them were married. Additionally, most had more than a three-years history of illness and
have had more than one history of relapse since diagnosed. Among the five caregivers, four of them
cared for female patients and all participated in the intervention with their relatives (Table 21). All
intervention providers were male health professionals who have more than three years of clinical
experience. All the intervention providers were trained on mhGAP intervention guide and see people

with mental illness in OPD.

Table 21: Socio-demographic and clinical characteristics of the study participants.

Socio-demographic variables Number
People with bipolar disorder
Age in year Mean (SD) 32.6 (11.1)
Sex Female 7
Male 5
Iliterate 2
Educational status Primary 5
Secondary or tertiary 5
Marital status Single 6
Married 6
No relapse 2
Number of relapses since the onset 1-2 relapse 4
3-5 relapse 4
> 5 times 2
< 2 years 3
Duration of illness 2-5 years 4
>5 years 5
Caregivers of patients with bipolar disorder
Age in year Mean (SD) 41.2 (8.7)
Female 2
Sex Male 3

Feasibility of the intervention

All twelve people with bipolar disorder who were invited to participate in the intervention and half of
them were also asked to come with their caregivers. Therefore, a total of 12 people with bipolar
disorder and 6 caregivers attended the first session. All participants except one caregiver completed
all five sessions. A caregiver dropped out after the second session, because of a scheduling conflict
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with his new job. The rating of scores of recorded intervention session length showed that additional

5-20 minutes were needed to complete each session. (Table 22)

Table 22: Participants’ attendance and duration of each session.

Outcomes
The number of people with bipolar First session 12
disorder attended the session Completed the session o
Number of caregivers who attended the First session 6
session Completed the session 5
Session-one 25’
Session-two 33’
The average duration of intervention Session three 39
session in minutes Session-four 40’
Session-five 35’

In the qualitative interviews, participants mentioned various reasons why they were not able to
complete within the specified time. Among them, practical sessions, having a long conversation with
the participants, taking more time to review the previous session before beginning the day’s session.
Intervention providers mentioned that the sessions, especially sessions four and five took more time
since these sections have a practice like problem-solving techniques, muscle relaxation and breathing
exercises which make the sessions relatively longer than other sessions. Additionally, they mentioned
the duration of intervention can vary based on the participants’ understanding of the content of the
intervention.

The duration of sessions varies based on the patients’ understanding of the topic. Some patients
ask more questions and need to discuss more whereas, some patients need shorter time. In general,
session three and session four take up to 40 minutes. Hence, the time allocated for the delivery of
these sessions needs to be revised [provider 02].

Another intervention provider mentioned that patients want to share their life experiences during the
intervention which is impossible to let them stop in order to better understand the participants as well
as maintaining their therapeutic relationship.

Patients want to speak more; they want to share with you their personal experiences, and they
want to be listened to. Sometimes, they might cry when they recall their previous experiences.
Thus, discussing those issues takes time, and it is not always possible to do all of within 20 minutes.

Professionals who rated the recorded intervention sessions confirmed that intervention providers spent
more time in revising the previous sessions before starting the day’s session, contributing the longer
duration of intervention. However, the participants mentioned that the intervention was delivered at

a time that is convenient for them. Additionally, sessions were scheduled convenience of the
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participants allowing them not to worry about the length of the intervention session and increased
attendance.

| came here after | have finished all the household work and make coffee. | also informed my
families that | have intervention and get permission from them. The was about 30 or 40 minutes
but, | was not worried about the work | had when | get back home. So, I'm okay with the time.

In the discussion with intervention providers, they suggested, making all sessions 30 minutes and
splitting the last two sessions into three sessions within the time frame. This will increase the number

of sessions from five to six

Acceptability of the intervention

Participants with bipolar disorder and their caregivers mentioned that they were ready to participate
in the intervention due to perceived benefit. One caregiver stated how he was motivated and was
ready to take part in the intervention as follows:

Of course, if people are not convinced, sitting for 10 minutes could be difficult. But, if they
understand that the treatment is their own benefit, an hour could be tolerable. You have given
us this education to improve the health of my wife. How could | feel tired to hear what has
been said? How could I feel bored? ...if they [health professionals] are not burdened. It will
be very helpful if they could give us such kind of education every two or three months.

People with bipolar disorder also mentioned his readies to take the intervention as follows.

Although I came here [to health facility] after traveling for an hour and I paid 20 birrs for
round trip transportation, I do not feel tired, ... I know that medication is my life but, this
education is an additional treatment prescribed for me. Therefore, | wish if this education
program could continue.

Participants also mentioned that they found the intervention useful, and supported their coping efforts,
though the most important session is different depending on their priority problems. Some participants
said that education about illness and treatment is most helpful because it has helped them to improve
their knowledge about their own or their relative’s illness and treatment: one people with bipolar
disorder said:

| have learned a lot about my illness and the treatment. | learned that the medication will help
me to feel calm and have a good relationship with my family. | have also learned why | need
to take medication for a long time and the negative effect of stopping it on my health.

Caregivers also acknowledged the usefulness of the session that describes treatment and they described
their satisfaction as follows:

In general, the medication session was the most important one. It (medication) is very helpful
for her [patient]to stay well, it helps her to live a normal life with the family, neighbors, and
with the community. It is also important for us as a family because if one person gets unwell
in the household, the whole family gets affected.
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Other participants mentioned the content that covers “how to improve sleep” as most important. They
mentioned that sleep problem is one of the major challenges for people with bipolar disorder and they
believe that it helps them to improve their sleep pattern. People with bipolar disorder described the
importance of the sessions as follows:

| am happy because | have learned how to improve my sleep. Now, | know the importance of
sleeping at a regular time and waking up at the same time. He [the provider] told me to
practice it and after some time, it will be a habit. Following his advice. | am trying to bring
that practice. | also stopped drinking coffee at night.

Regarding anxiety management techniques (muscle relaxation and breathing exercise), participants
reported different experiences. Some found it hard and need more practice, others found the exercise
easy to practice and they liked it most. So, they used it as entertainment and to relax themselves,
whereas, some mentioned the need for more practice to master the exercise.

| like the exercise most because it teaches us how to reduce our tension by using the exercise.
The Inhaling and exhaling part of the exercise is very entertaining to me.
Intervention providers also reported that participants were happy during the intervention sessions,

despite the fact that they noticed different levels of understanding among participants. As a result, the
same topic may take different times for different patients. One intervention provider explained the
situation as follows:

“Participants were happy during the intervention sessions but, they have a different level of
understanding. They understand most of them but not all...especially illiterate patients need
more time.”

One patient also reported the following:

| have a BSc degree and currently working in .... for the last two years. I like the intervention
because many people have a wrong perception about the cause of the illness. | have
experienced it in my first illness. My family had been discussing to take me to holy water
because they believed that my illness is something to do with an evil spirit. Hence, | have a
plan to join the MSc program in psychology after | get five years of work experience. Then |
want to treat people who experience mental illness like me, and | want to get engaged in public
health research and community education.

Intervention format: we used two types of formats: individual format for People with bipolar
disorder and the format that included People with bipolar disorder and their caregiver together.
Participants highlighted the importance of engaging caregivers in the intervention. People with bipolar
disorder whose family members took part in the intervention were pleased with their caregiver’s
involvement because caregivers learned more about their illness and started to understand them better
than before.

My husband started to understand my illness after he took the education. Now, he even tells
the children not to disturb me, he advises me to prepare food for the children early, wash my
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hands and legs and sleep early. Now, he has starting to understand me because he has learned

about my illness... previously, he did not understand me when I told him to take his medication

and sleep early; instead, he made me angry by describing how a person sleeps early.
Intervention providers, on the other hand, identified the difficulties of discussing family-related issues

with People with bipolar disorder in the presence of their caregiver or vice versa, despite believing
that involving caregivers in the intervention a has great role in the care and treatment of patients.

Sometimes, there are family-related issues like disagreement that they [Patients] believe as a
cause of their illness. But they feel discomfort talking about it or other family-related issues in
the presence of their family. For example, the patient and caregiver may be spouses so there
may be an issue that makes them common, and sometimes the wife needs to discuss it alone.
So, it is good to consider both sides.

Perception of intervention providers about manual preparation and training on the manual

Intervention providers liked the way the training material was prepared, like the color printing and the
instruction given to intervention providers. They also mentioned preparation of a manual with the local
language helped them to understand and deliver easily.

Since we had an extensive discussion during the training, the translation and some of the words
in the manual were greatly improved. | do appreciate the manual preparation. There are terms
written in bold, normal, and italic. Each of them expresses a different massage for intervention
providers to administer exactly as it is written in the manual or maybe it serves as guide.
Similarly, there are some instructions in the manual that we use in all of the sessions.

The intervention providers described that the providers’ leaflet was helpful, especially to quickly
review the content of the intervention during intervention provision. However, the preparation was not
comfortable to use due to the font size and printed back and forth.

The leaflet was useful because it has summarized what is needed to be said during the
intervention. The intention was to put it underneath the mirror on the table or just posted on
the table. However, the font was too thin to read and printed back and forth which made it
difficult to fold it into three like a regular leaflet. Most of them, on the other hand, were self-
explanatory, and you can explain them easily.

All of the intervention providers mentioned that the contents covered in the manual are enough to
provide the training. They also specifically, mentioned the content that describes communication skill
was most useful because of its applicability for any patients with physical or mental illness.

Communication skill was one of the sessions that received a lot of attention during the training.
Since we are not mental health experts, we had a communication gap. Previously we were
relying more on medicine than psychological intervention. This section is useful for other
patients as well. It helps the clinician in a thorough understanding of the problem of the patient.

Another intervention provider mentioned the importance of communication skills as follows.

We have discussed how to create trust, which is a great idea. One example was about how we
talk about an important topic such as suicide. We do not always inquire about issues that are
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not clearly described by the patient. For example, we do not usually check if patients have had
a history of suicidal attempts or have suicidal ideation. As a result, the skill we got from the
current intervention training, we talked about these topics. Moreover, we were involved in the
manual development process from the beginning which helped us to acquire very helpful skills.

Regarding the training approach, professionals mentioned the discussion made using the case stories,
role play, and experience sharing makes the training interested and helped them to

During the training, we were discussing about the hypothetical case based on our previous
experience. For example, we were saying what if the participant possibly asks this and that
question and how we can provide an answer for them and the like... which was really helped
us to understand the topic

Findings from pre-post knowledge assessment.

Compared to the pre-training assessment results, in post-training assessment, there was an
improvement in perceived knowledge and skills of the providers in four domains of in the
psychological intervention: symptoms and causes of BD, treatment, techniques used to improve

wellness, and core skills (Table 23).

Table 23: Change in providers’ knowledge and self-reported skills (n=9)

Domain of interest from  Items used as a measurement Pre-training Post-training
the intervention Median (Min, Max)  Median (Min, Max)

Perceived knowledge on symptoms 11 (9, 14) 15 (12, 15)
Symptoms of BD

Psychoeducation delivery skills 9(7,15) 15 (12,15)

Knowledge about treatments of BD 13 (12, 15) 15 (14, 15)
Treatment of the BD - -

Skill to education for PBD and

caregivers 11 (8, 13) 15 (13, 15)
Techniques used to Perceived knowledge of techniques 3(3,5) 4(4,5)
improve wellness (PST,
sleep hygiene, & anxiety  ~gyijj| 1o education PBD & caregivers 3(2,5) 4 (4,5)
management)
Core skills in Perceived knowledge 4 (3,5) 4 (4,5)
psychological Skill in treating patients 7 (5, 10) 8 (8, 10)
intervention

*Minimum= Min, Maximum= Max, People with Bipolar Disorder = PBD
Fidelity of intervention delivery
With the exception of the fourth session, the intervention provider’s level of adherence to all
components of the intervention manual was high (Figure 9). Adherence varied from 58% to 98% (2.8/5

to 4.9/5). Overall mean adherence to intervention content for all five sessions was 78%. The fourth
session had a lower mean score (2.8/5) and the third session had the highest mean score (4.9/5). For
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the three items that were used to assess the competency of intervention providers in explaining the aim

of the session (beginning the session with general questions, and managing time effectively), the mean
competency score varied from 60% (3/5) in the fourth session to 80% (4/5) in the third session. The
overall mean competency score for all the sessions was 70%.
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Figure 9: Mean intervention fidelity and providers’ competency scores

The impact of the intervention on symptom severity

The median score of depressive and mania symptom severity scores before and after delivering the

intervention are summarized in Table 24. There was a reduction in depressive symptoms after the

intervention compared to the pre-intervention results. However, the reduction in mania symptoms

score was not different from pre-intervention.

Table 24: Depressive and mania symptom severity score before and after intervention (n=12).

Symptoms of interest

Instruments used
to measure the

Pre-intervention Median
score (Min, Max)

Post-intervention Median
score (Min, Max)

outcomes
Depressive symptom severity | PHQ-9 4(0,9) 1.5 (0,6)
Manic symptom severity YMRS 1.5(0,5) 1.5(0,4)

*Minimum= Min, Maximum= Max, PHQ-9: Patient Health Questionnaire (PHQ)-9; YMRS: Young Mania

Rating Scale;
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CHAPTER SIX: GENERAL DISCUSSION AND CONCLUSION

The primary aim of the Ph.D. thesis research was to develop and test feasibility and acceptability of a
psychological intervention for bipolar disorder that could be delivered by non-specialist health
workers in rural Ethiopia. After four years of intensive work, it was possible to develop an intervention
which is feasible be delivered by non-specialist health workers and acceptable by target patients. In
this section of the PhD thesis, we first provided key findings based on each phase of the research work,
followed by a discussion of those key findings. We then present the overall strengths and limitations
of the study. Finally, we report the overall implications of our findings and recommendations for
policy makers, for practitioners, and direction for future research will be addressed. The section is
concluded by providing overall conclusions

6.1 Summary of key findings
6.1.1 Intervention development phase

Identifying the evidence base: we synthesized evidence on the effectiveness of psychological

interventions for bipolar disorder in LMICs.

In this systematic review, eighteen studies identified and evaluated: individual, group, and family
psychoeducation, CBT, and MBCT. In most of the studies, the sessions range from 1-8 sessions and
the intervention’s components were psychoeducation, relapse prevention techniques, behavioral and
problem-solving techniques. The findings suggested that psychoeducation improved treatment
adherence, knowledge of and attitudes towards bipolar disorder and quality of life, and led to decreased
relapse rates and hospital admissions. Family psychoeducation prevented relapse, decreased hospital
admissions, and improved medication adherence. CBT reduced both depressive and manic symptoms.

The MBCT has been shown to be effective in reducing emotional dysregulation.

Modeling process and outcomes: in this stage we first identified potential targets of psychological
intervention through a qualitative study. In a qualitative study, most people with bipolar disorder and
their caregivers described common early symptoms of relapse, priority concerns, and factors that
trigger, worsen or improve the patients’ illness and the perceived impact of the illness. Among the
early symptoms of relapse, irritability, loss of respect for others, sleep disturbance, carelessness,
heavy-headedness, and feeling unusually energetic were commonly reported. Additionally, people

with bipolar disorder were more worried about having an incurable illness that requires long-term
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treatment, whereas, caregivers emphasized the negative impact of patients’ aggressive behavior and
sleep disturbances on the social, physical, and psychological, and day-to-day lives of the patients and
their family members. Social factors such as social support, stigma, stressful life events, like the death
of relatives; religious believes and practices; biomedical treatment, and substance use were among the
factors that affected the illness. Public stigma, social exclusion, dropping out of school and a lack of

employment opportunities were the major reported negative impacts of the illness.

In the second stage of the modeling, findings from a systematic review and qualitative studies were
used as the basis for the development of the intervention manual. The systematic review findings were
used as primary sources to identify components of the intervention that could potentially work in an
Ethiopian context, whereas the qualitative study explored the unmet needs of the target groups and
also brought lessons from factors that trigger or improve the illness that needs to be considered during
intervention development. Using mental health experts’ workshops and ToC workshops, we identified
the components of interventions to achieve the desired outcome. The workshop participants also
commented on when, how, by whom, and where the intervention should be delivered to make the
intervention feasible and acceptable. ToC workshop participants also co-produced a ToC map that
showed the anticipated pathways for achieving the intended outcome. Finally, we developed a five-
session psychosocial intervention, each session scheduled for 20 minutes, that can be delivered in the
PHC setting.

6.1.1 Feasibility/ pilot phase

This phase of the study aimed testing the feasibility and acceptability of the developed intervention,
delivered by PHC workers in the study setting. The intervention was delivered weekly for 12 people
with bipolar disorder and six caregivers. The findings show that the intervention was feasible to be
delivered at PHC by non-specialist health workers and acceptable by both providers and receivers.
Preliminary findings indicate a reduction in depressive symptoms post-intervention and improvement
in providers’ perceived knowledge and skills. Intervention providers’ adherence to the manual was
moderate. However, the allotted 20-minutes for each session was considered too short. Additionally,
while participants acknowledged the importance of involving caregivers in the intervention, they also

raised privacy concerns.
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6.2 General discussion

In this section, we will discuss the key findings presented above with relevant literature conducted

globally in a sub-section based on the phase of studies.

6.2.1 Intervention development phase

Majority of the identified studies assessed the effectiveness of psychoeducation. Few two CBT and
one MBCT which also have psychoeducation component identified. This in line with the previous
reviews that focused on people with high risk and early-onset bipolar disorder (157). The WHO
mhGAP intervention guideline also endorses routine psychoeducation for people with bipolar
disorders(223) though it does not provide detailed guidance on the number of sessions, content, and
delivery of the psychoeducation. Our review shows that 3-12 sessions of psychoeducation were
effective in reducing relapse, hospital admissions, and illness severity of both depression and mania.
The number of sessions is aligned with previous reviews that reported 2-21 sessions of PE (150, 153,
156). Despite the lack of mental health specialists is one of the major challenges in LMICs (46, 47),
the psychosocial interventions in the included studies were delivered by mental health specialists in
all included studies. However, task sharing to non-specialists health professionals has been suggested
and tried to deliver psychological intervention for other mental disorders (50, 52). Studies also
highlighted the importance of adapting the intervention to the target groups to improve the
effectiveness of intervention (54), feasibility, and acceptability (48, 49). However, the majority of the
studies didn’t mention the intervention adaptation or development. In one paper, just one session with
120 minutes of family psychoeducation improved outcomes on multiple domains: treatment
adherence, relapse rate, and hospital admission (212). This finding was similar to another review that
reported 2-18 sessions, with a duration ranging from 45-150 minutes of family psychoeducation
reduced caregivers' burden and improved knowledge about the illness among caregivers (156). Given
the family orientation of care in LMICs, brief family psychoeducation is a promising intervention that
could be tested in the general healthcare context. One study included in our review reported that
psychological intervention is less effective for people with bipolar disorder who had more than 12
previous relapses (201). However, a meta-regression of six studies using the number of episodes as a
predictor variable found no relationship between the number of episodes and the number of relapses
and no difference in survival rate between cases with less than and greater than twelve previous
episodes (148). In general, our review showed the promising effects of psychological intervention for
improving the outcome of bipolar disorder which is aligned with previous studies reported in high-
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income countries (19, 20, 44, 224, 225). The findings of this review used to identify the components
of the intervention, the modalities, number of sessions, and duration of sessions that need to be

considered in the intervention development phase

In a qualitative study, the findings demonstrated that people with BD and caregivers were able to
identify early warning signs of relapse, which is one of the key factors to take action before the illness
gets worsened (226). Caregivers also reported changes in behavior and sleep disturbance as early
signs and symptoms which was perceived to be important for patients in order to get feedback and
monitor mood (227). In line with findings of previous qualitative studies (228, 229), people with BD
in the current study are more concerned about the chronicity of the illness and medication-related
problems; whereas, caregivers reported sleep disturbance and disruptive behavior are most worrisome
for them which is similar finding with the study done in New Zealand (230). This indicates that
understanding and addressing patients’ and their caregivers’ concerns related to the illness is an
important factor to prevent triggering of the illness and improve patients’ wellness.

The most significant consequences of illness for the people with bipolar disorder was social, Lost
income generation opportunities, and social exclusion, for example, were felt by the whole family.
Our findings suggest the need to address the social aspects living with bipolar disorder. A study
conducted in United-states supports this findings where people with bipolar disorder identified several
helpful behaviors that enabled them better cope with illness and also allowing them to feel more
socially connected (231). For example, listening and encouraging people with BD to value themselves,
and their contributions, expressing love, and supporting them to access health services were among
the identified helpful behavior (231). Disrupted relationships with families and other members of the
community were also seen as both a consequence and a cause of illness by participants of this study,
which, in turn, led to broader socioeconomic impacts (e.g stigma, lack of work opportunity).
Participants described the vicious cycle that resulted from fractious social encounters and antagonistic
relationships that triggered and intensified the illness, in turn, leading to a worsening of relationship
problems, social exclusion, stigma, and lack of support, and often hostility, from the community.
Findings from other studies have described similar experiences of people with bipolar disorder in
which they reported feeling misunderstood by their community and as being to blame for their illness
(75), leading to poor interpersonal and marital relationships (232, 233). This lack of social support
lead to further alienation, internalization of their “spoilt identity”, and a sense of inferiority leading to

low motivation to disclose their feelings (234). Consequences of the illness were found to be
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pervasive among study participants, affecting not just the people with bipolar disorder and their
primary caregivers but stigmatizing the whole household/family. This findings was also found to be
the case in a similar study (76). Participants described the negative consequences of illness on

children’s education and family member’s ability to work, leading to impoverishment (75, 235).

In our study, participants who visited religious places or traditional healers for their illness did so
because: they believed their illness was caused or activated by a supernatural power, or, they preferred
to visit religious places because they believed engaging in religious activities helps to combat stigma
(236) and improve wellness (237). Studies conducted in sub-Saharan countries highlighted those
supernatural explanatory models and stigma can prevent patients from seeking biomedical services,
and lead patient to opt for traditional treatment (238, 239). This is an indication of the need for
collaborative work with culturally recognized healers to improve health-seeking behavior and
utilization (238, 239).

In this study, there are contradictions in the explanation of substance use as a coping mechanism. For
example, some participants mentioned that they engage in substance use to improve their social
involvement and sleep, while others stopped substance use because of the perceived negative effect
on their health and triggering effect on their illness. This finding is in accord with findings from a
previous study from the same setting on the important role of khat in facilitating social, cultural, and
religious activities (240). While in rural Ethiopia, findings suggest substance use is perceived as a way
of bridging social gaps, research from northwest England described how people with bipolar disorder
used drugs and alcohol to manage their mood and anxiety symptoms (241).

Participants of this study also practiced a range of self-management strategies, and where necessary,
sought help from more informal healing services. Some of these informal providers include holy water
sites and traditional healers. People with bipolar disorder and their caregivers have accumulated
knowledge over time and use this knowledge to inform their behaviors. For example, people with
bipolar disorder avoided situations they knew to be stressful and sought help from biomedical services
when they recognized they were unwell. It has been suggested that self-care strategies improve
knowledge and skills by empowering and helping people with BD to take responsibility for their illness
(242, 243). Understanding life with bipolar disorder, particularly knowledge of warning signs and
factors which aggravate or exacerbate illness, may help people with bipolar disorder to accept their
diagnosis and treatment, as well as encourage them to be proactive regarding early signs of illness and

reducing the risk of relapse (226, 231, 244). The results of our qualitative study are consistent with
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findings from our systematic review, which suggested that health education may be effective in
improving self-care (217). We found stigma to be inescapable and debilitating in participants’ lives,
limiting the extent to which they felt comfortable sharing their feelings or participating in social events.
This will need to be addressed if group therapy or peer support, where sharing of knowledge may be
helpful, is to be considered. This study has added knowledge about the experience of people with BD.
The findings were also used as input for the next step in the progress, which was identifying
components which need to be included in the intervention manual; drawing lessons from both positive

and negative experiences and unmet needs.

Mental health expert and ToC workshop: The development of the psychological intervention was
done in accordance with the MRC framework integrated with the ToC approach(173). The first two
steps (i.e systematic review and qualitative study) informed the intervention development through
creating an understanding of the unmet needs and priorities of people with BD and their caregivers
that can potentially be addressed by psychological interventions. The systematic review was used to
identify the types of interventions that have been tried and shown to be effective in LMIC settings.
The mental health expert workshop and ToC workshops were used to identify components of the
intervention and assess the feasibility and acceptability in the local context. Therefore, the ToC worked
as a bridge between the evidence and the local context, helping to ensure ownership, acceptability,
and support for the intervention which is key for implementation (245), and to build trust, encouraging
the pooling of resources and knowledge (246).

In our study, stakeholders were positive and shown an open for cooperative work because the setting
was unusual in Ethiopia, where biomedical care was available and accessed in a community mental
health care service was integrated (161, 168) . Additionally, extensive mental health researches had
been undertaken (60, 67, 71, 170-172). Our results, therefore, represent the experiences of illness, use
of mental health care service, or understanding of mental illness and its impact in a context where
there is arguably greater awareness of “mental health” and more therapeutic options available than
would be the case in most rural Ethiopian communities.

In our mental health expert and ToC workshops, psychoeducation about BD, its cause, treatment, and
the course of illness were considered as the key components of the intervention being developed.
These components of the intervention were identified through the systematic review (247) and seen to
play a central role in improving service users’ knowledge and attitudes about bipolar disorder and its

treatment (217, 226, 231, 248). In our study setting, where the level of literacy, access to formal
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education internet penetration is low, it will be critical to integrate psychoeducation that is consistent,
relevant, and evidence-based into the intervention. Participants of the workshops also recommended
that training on problem-solving and anxiety management techniques be included as part of the
intervention, to equip patients and caregivers with necessary skills to help them with day-to-day

stressors related to their illness (249).

The key components of the ToC used to identify the necessary intervention including where, when,
and by whom the intervention would be done, preconditions, indicators of success in order to improve
the feasibility and acceptability of the intervention. The ToC participants highlighted the importance
of caregivers’ support and endorsed the importance of involving them in the intervention because, in
LMICs, caregivers are the primary source for the physical, psychological, and treatment-related
support for patients (23). The positive impact of family interventions on clinical and functional
outcomes of people with BD (250), may be are even greater in this setting. Although the participants
were concerned about the possible work burden for PHC workers, they also reached the consensus
that the intervention to be delivered by PHC who treat the patients in their regular follow-up visit. This
was in line with the WHO recommendation of integrating mental health services within PHC settings
to address unmet mental health needs (251). With regards to intervention delivery format, group
intervention was noted to be less feasible for this rural setting where there is inadequate local

transportation and thus, it is difficult to identify a convenient time for group intervention (252).

The ToC approaches helped to identify perspectives of various stakeholders’ groups for improving
long-term outcomes. Service users emphasized the importance of social and functional outcomes,
including impact on children’s education, stigma (249), and productivity (249, 253). Similarly,
community leaders acknowledged the difficulties of social engagement related to public stigma and
emphasized stigma reduction as a long term-outcome (254). Whereas health professionals identified
improved quality of life of people with BD and reduced caregivers’ burden as long-term outcomes.
These different perspectives pointed to the need for a multi-layered intervention package beyond a
health facility-based intervention to address multi-dimensional needs. Further development work to
address these multi-sectoral and multi-dimensional issues is essential. However, the identified
components of the intervention were believed to address the priority problems of service users
explored through qualitative stud (249) and anticipated long-term impact of the intervention. Several
systematic reviews and meta-analyses were also reported that intervention that incorporated

psychoeducation, problem-solving and anxiety management reduced relapse(144, 145, 147-149, 157),
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manic, depressive, and anxiety symptoms (144-146, 155, 158), and contributed to the improvement of
functioning TAU (145, 155) which indirectly contribute for the improvement of economic status and

reduced stigma among people with bipolar disorder and their family (255).

6.2.2 Feasibility test

The findings of the feasibility trial showed that the intervention was well-received by people with BD,
caregivers, and providers and led to perceived benefits. The providers’ knowledge about bipolar
disorder, its treatment, and techniques used to improve wellness and anxiety management improved
after the training. The intervention implementation fidelity score was moderate. In our study there
was high attendance, all except one caregiver attended all sessions, which indicates the acceptability
of the intervention (256). This finding is comparable with a pilot study conducted in Pakistan that
reported a 100% attendance rate in 12 sessions of psychoeducation for people with BD (257) and is
lower than the levels of drop-out reported in studies that tested the feasibility of 16-20 sessions of
cognitive-behavioral therapy for bipolar disorder (23-40% drop-out) (258, 259). The high attendance
rate or acceptability of the intervention in the current study could be due to a lower number of sessions,
in which sessions less than six was linked to less attrition rate (144), development of the intervention,
involving all stakeholders (260, 261), and the efforts made to ensure that it would fit into the local
context (48, 49). With psychological interventions, difficulty finding a convenient time for sessions is

a common barrier to attendance (262).

In our study, participants reported that they had acquired knowledge and skills related to BD, which
is in line with a previous study that showed psychological intervention enhance understanding of
patients’ and help them to acquire skills used to cope with challenges (263) and to maintain their
psychosocial wellbeing (264). However, the degree of importance of each session was different for
each participant, indicating a need for the providers to personalize the focus of the intervention. People
with BD have various needs related to symptoms of illness, treatment, quality of life, and their family
relationships which need different approaches (265). Likewise, caregivers and people with BD may
also have different priorities (266). Although the sample size was very small, it is encouraging that
depressive symptoms were reduced which is in line with the findings of systematic reviews (44, 217).
The first review included studies were from LMICs, and the sessions ranged from 3 to 18, but, most
of the intervention providers were mental health experts (217) and the second review (44) included
studies conducted mainly in high income countries. This may indicate that a non-specialist can deliver

mental health interventions that have positive effects on depression (50).
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In the current study, the overall mean level of adherence to the intervention content and providers'
competency in delivering the intervention were moderate. This result is lower than the previous
feasibility studies conducted in high-income countries, which found high fidelity in a family-focused
intervention for schizophrenia (267) and youth at risk of bipolar (268). However, the difference might
be because of the difference in qualification and year of experience in providing PSI. PHC workers
delivered the intervention for the first time in our study, while in the previous studies (267, 268),
providers were second degree or higher level psychologists.

Almost all sessions took longer than the proposed 20 minutes. Intervention providers reported that the
content was important and should not be reduced, instead suggesting that the last two sessions could
be made into three sessions and that 30 minutes was a more realistic timeframe for each session. Our
systematic review reported 3-12 individual sessions and the duration of each session ranged from 45-
60 minutes (217) which is much higher than that allocated for each session in the current study.
Therefore, taking the feasibility of time into account, we have shortened sessions to be 30 minutes in
the revised manual. Regarding the inclusion of caregivers in the intervention, intervention providers
observed incidences of hesitation to freely discuss family-related issues both from people with BD
and caregivers. Thus, understanding confidentiality issues and how family conflicts can be managed
needs to be considered (269). In group therapy, having one session with each member of the group
before the actual group therapy is recommended as an important skill to understand the needs of each
participant (270). In the current feasibility study, intervention providers also suggested that there
should be flexibility to allow providers to meet with the person with BD and caregiver individually

whenever they find it to be necessary.

6.3 Strengths and limitations

This thesis has several strengths.

First, we used a well-recognized framework for complex intervention development integrated with

ToC participatory approaches (173);

Secondly, we triangulated various methodologies and sources to develop and pilot the intervention;
Specifically, the intervention development work involved; (i) a comprehensive literature search in
low-resource settings to synthesize evidence on the effectiveness of psychological intervention for
bipolar disorder, and (ii) qualitative study to understand the lived experience and unmet needs of

people with BD and caregivers. We involved diverse stakeholder groups from an expert, PHC workers,
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community representatives, and service users that can ensure the intervention’s local appropriateness
through stakeholder buy-in and direct inputs. During the qualitative study, both patients who are on
follow-up and taking medication and those who stopped their treatment were involved in the study to
understand their experience of service use and challenges related to it. This intervention was tested in
a routine clinical setting where the intervention was planned to be delivered which enable us to identify
what works or does not work on the ground. Additionally, we used a mixed assessment method to
understand the feasibility and acceptability of developed intervention. Recording the intervention’s
sessions and checking for the fidelity of intervention implementation was also helped us to identify

areas that need further modification before testing effectiveness.

Thirdly we adhered to the various reporting standards (i.e. GUIDED checklist (271) and PRISMA
Guidelines (272), to ensure quality and transparency reporting.

There are also a number of limitations that should be considered. In the qualitative study, we did not
carry out member checking. However, during interviews, we tried to ensure participants’ meanings by
summarizing and repeating back to them that they had said. During the ToC workshops, we conducted
separate workshops with different groups of stakeholders to reduce the impact of power imbalance.
However, the residual power differentials (e.g., Between caregivers and people with BD) may still
have affected the content of what participants felt comfortable expressing. The skilled facilitator
sought to address this by actively seeking out the views of people with BD. Additionally, people with
BD and caregivers were not involved in reviewing the manual. However, in the final ToC workshop,
the content of the intervention, and the number and frequency of sessions were discussed and approved
by all ToC participants including people with BD and their caregivers. The intervention is tested in a
small sample size especially for caregivers and we used a single group intervention due to the small
sample size, and limited resources. Additionally, we did not quantify the change in knowledge and

skill of intervention people with BD and caregivers.

6.4 Implications of the findings and recommendations

Findings from any scientific research designed with a clear objective of addressing a public health
issue are expected to inform various stakeholders with various degrees including policymakers,
program implementers, professionals that work at a point of care, and researchers interested to advance

the study area or to carry out similar research by addressing the limitation of the study. We have now
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summarized below the potential implications of the findings from the Ph.D. work for policymakers,

clinical practice, and future research.
6.4.1 Policy implications and recommendations

Integration of mental health services into PHC in LMICs is recommended to improve access to care.
This policy direction is also reflected in the Ethiopian National Mental Health Strategy. The MoH
intends to increase the provision of basic and integrated mental health and psychosocial services in
70% of the health centers by the year 2025. Given this political commitment and national effort to
expand quality mental health services, including psychosocial support, the findings from this study
will have a significant positive impact on the type of services that will be available for people with
bipolar disorder and caregivers. Utilization of the intervention that we developed and described within

this Ph.D. thesis will contribute significantly to ensuring the quality-of-care provision.

The lessons learned in the process of intervention development and feasibility trial could be used to
inform how best to develop psychosocial interventions for various mental and physical illnesses that
can be given in an integrated health care setting. This will help policymakers to incorporate directives
within the mental health policy during its revision of the need for developing/adopting psychosocial
interventions for other conditions for various segments of the population that is appropriate in a
different geographical setting

6.4.2 Implications of the findings and recommendations for practitioners

Our review showed that psychological intervention can be feasibly and acceptably delivered by non-
specialist health workers. This intervention can benefit people with BD and it is worth considering for
integration into primary healthcare in rural Ethiopia. The intervention packages that we have
developed will help to integrate psychosocial interventions into the PHC service and it clearly
describes the components of the intervention to be included. The review of existing literature that we
did show us that 3-8 sessions of intervention were found to be effective in most of the studies This

suggests that intervention delivered within this number of sessions could also be feasible.

Participants reported that all of the intervention components were relevant with some degree of
variability depending on the priority problems. This implies that the intervention providers need to

understand the participants' priority problems during the need assessment which is the first session of
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the intervention. This is a significant impact on the success of the intervention as it encourages

adherence to the intervention

6.4.3 Implications for research and recommendations

Although our review suggests the beneficial effect of psychological intervention in improving the
outcome of bipolar disorder, about three-fourths of studies that were included in the review used pre-
post assessment or they were of a short duration of follow-up (

Table 12). This limitation should be addressed in future research by investigating the long-term
outcome of psychological intervention in LMICs. During our review, we did not find studies from
low-income countries and this is a critical gap that future research needs to address. Though the
development of the intervention was done to fit the local context in such a way that it becomes feasible
and acceptable, the majority of the previous studies did not report how the intervention was developed
or adapted allowing future researchers to be able to use the same methodology. Future researchers in
a similar area should report the intervention development or adaptation process, allowing other
researchers to learn from and replicate the findings, as well as transfer the findings to similar settings.
Our current study has provided the whole process that we followed in the development and feasibility

test of the intervention which we think is a good practice that other researchers should follow.

Results from the feasibility trial inform us about the feasibility and acceptability of the intervention.
However, it is worthwhile to continue and test clinical and cost-effectiveness using RCT. During our
intervention development, both service providers and intervention recipients provided detailed
feedback on the areas of the new intervention that need improvements and the components that they
feel are very important. For example, they commented the information leaflets should be printed in a
manageable way, and the intervention manual should have flexibility in using separate sessions for
patients and caregivers when necessary and the duration of sessions should be increased from 20 to 30
minutes. For future research, all of these feedbacks will be useful and informative in evaluating the

performance of the intervention.

The PHC workers reported their satisfaction with the training and the skills they acquired from the
training were transferable to management of other mental and physical illnesses. Their adherence to

the intervention manual and competency was moderate with weekly supportive supervision. This may
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imply that training and supervision are the keys to the successful implementation of the intervention.
More research is needed to determine how the training and supervision can be sustainable and how
best it can be integrated with other services. The participants, especially the people with BD and
caregivers, were selected purposively which has introduced a selection bias to the findings. Therefore,

it is worth considering the random selection of participants in future studies.

6.5 Conclusion

To our knowledge, this study is the first in the LMIC setting that developed manualized psychological
intervention manual and tested for bipolar disorder in primary care. We followed a series of steps
while developing the intervention and we were guided by the Medical Research Council (MRC)
framework and integrated it into a participatory Theory of Change (ToC) approach. The development
work started with evidence-based on effective psychological intervention for bipolar disorder in
LMICs. The review identified eighteen studies on psychoeducation, CBT, and MBCT.
Psychoeducation was tested in different delivery modalities: individual, group, and family-focused.
No study was found from low-income countries and only two studies were from middle-income
countries. The findings of the review suggest that psychological intervention was effective for a range
of outcomes. The findings were useful in identifying components and the format of the intervention,
as well as in recommending the number of sessions. The findings of the qualitative study showed us
both aggravating and relieving factors of BD and how people with BD try to cope with challenges they
face because of their illness. These findings were indicative to identify potential targets of
psychological intervention. Findings from these two studies (Systematic review and qualitative
study), opened a room for discussion about feasibility and acceptability issues among experts and ToC
workshop participants. The findings also enabled these stakeholders to provide their suggestions,
comments, recommendations for intervention from their professional experts, lived experience, and
roles and responsibilities. The ToC workshop participants co-produced the ToC map, which includes
an intervention component, underlining assumptions and preconditions for the effective
implementation of the intervention. Findings from feasibility study showed that the intervention is
feasible to implement in the primary care setting and acceptable by both PHC workers, people with
BD, and caregivers. This is an important advance for the care of people with this neglected mental
disorder. Using this as a springboard, this intervention needs to be tested for effectiveness before

recommending it for day-to-day clinical use
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APPENDICES

Appendix-A: Psychological interventions for bipolar disorder in LMICs: systematic review.
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Scope of review

We reviewed studies that aimed to examine the efficacy of any psy-

chological intervention In improving clinkcal and functional out-

comes, Including prevention of refapse or recurrence and hospital
dmissi adh biclogical rhythms, quality of

life (Qol) and knowledge and attitude aboat bipolar disorder

among people with bipolar disorder,

Search strategies

We searched Medline, PsycINFO, EMBASE, PubMed, Cochrane
database for systematic review, Cochrane central register of con-
trolled trials, Latin America and Caribbean Center on Health
Science Literature and African Journal of Onfine databases since
the Inception of the respective databases until the second week of
May 2017 with no Enguage restriction. The following terms were
used to identify psychological interventions: ‘Psychosocial interven:
tion’ OR “Psychological intervention’ OR ‘Psychosocial therapy' OR
'‘Cognitive  bebavioral therapy’ OR “Cognitive  Therapy” OR
‘Behavior Therapy’ OR “Family focused intervention’ OR ‘Family
intervention’ OR ‘Family therapy’ OR  Psychosducation OR
"Interpersonal and social rhythm therapy' OR “Social rhythm
therapy” OR ‘Interpersonal therapy’ OR “Mindfulness based cogoi-
tive therupy’ OR Psychotherapy OR ‘'Expressed emotion’ OR
‘Individual therapy’ OR ‘Group therapy'). The search terms used
for bipolar disorder were: "Bipolar disorder’ OR "Bipolar and
related disorders’ OR Bipolar OR Mania OR "Major affective dis-
order’. We used the World Bank definition and list of countries to
sdentify LMICs, The search terms for inter bipolar disorder
and LMICs were combined with the Boolean term "AND",

Outcomes of interest

The main measures of efficacy of psychological Interventions
inclided: number of relapses or recurrence, severity of mood symp-
toms, treatment adherence, Qol.. functional status, number of hos-
pital admissions, knowledge and attitudes about bipolar disorder,

and stigma and biotogical thythms. The review protocal wis regis-
tered in the PROSPERO datsbase (CRDA2017054572).""

Inclusion criteria

Eligible articles were assessed against the {ollowing inclusion
criteria:

(a} age:all agca wrc included;
(b) diagnosi lisorder 1 of 11 in any phase of the illness
dquush‘dmnnklmhtd episode or in Temission ),

() study setting: conducted in a LMIC woordlng to the World
Bank classification at the time of the nmdy

(d) type of study: (i) randomised ¢ d studi
(i1} controlled before-and-after study;

(¢} comparison groups: uswal care, waiting list control or an active
adjunctive psychological intervention;

{f) type of intervention: any psychalogical intervention defivered
cither face to face (individual or group format) or online.

(RCT), or

Data extraction

Studies were first screened based on of their titles and abstracts, with
the full texts obrained for those fulfifling the inclusion criteria. Two
researchers (M.D. and 1B} screened and extracted data independ-
catly using 2 ised data ion form, which was piloted
befare the main data extraction, Any discrepancies were reconcibed

through discussions. Excluded articles and reasons for exclusion
were documented.

Quality assessment

The consolidated standurds of reporting studies {CONSORT) "™ and
the Cochrane assessment of risk of bins'® were used to assess the
quality of the studies, The CONSORT checklist has 25 items on
the th(y of reporting of each section of the study including
fi The Coch et of risk of bias measures
selection bias, pednmuntr bias, detection bias, attrition bias and
reporting blas, The quality of studies was assessed Independently
by two researchers (MDD, and RB.) and any differences were recon-
ciled by a third researcher (AF.). Assessment of the quality of the
included studies was not used 1o exclude studies, but, to inform
Interpretation of the findings.

Method of analysis

Key findings were summurised in the form of figures, tables and
text. Although the original plan was to conduct 1 meta-analysis
andd generate summary effect sizes of interventions, this was not pos-
sible because of the heterogeneity of the included studies in terms of:
type of intervention, number of intervention sessions, duration
of tollow-up, format of intervention delivery and qualifications of
the individuals delivering the intervention,

A total of 7987 articles were identified from the primary search, OF
these, 532 were duplicates and were excluded. An additional 7213
were exclided because they were not related to bipolar di

or to psychological interventions dunng the tithe ‘screen and @
further 162 during the abstract screen. Of the 80 studies Included
in full-text review, 62 were excluded because they were not from
LMICs or were not related to bipolar disorder. This resalted in a
total of I8 intervention studies for final analysis (Fig. 1). Four
types of psychological intervention were Identified: psychoeduca-
taon, family psychoeducation, CET and mindfulness-based cogni-
tive therapy (MBCT) (Table 1),

Included studies

All studies were conducted in upper-middle-income  countries
except two, whikh was conducted In middle-income countries.
There was only ane study from Africa (South Africa). All of the
18 lies were pablished b ’m!;adml?uldmmn
ducted kn six countries, Brazil, ¥ Turkey” " and Tran™ ™! each
contributed five studies, and India,” South Africa’ and
Pakistan'” each contributing ealy ane study. Fifteen studies exam-
ined psychoeducation (five individual, nine groups, and one family
intervention); two studies were of group CBT; and one study was
group MBCT. All studies were RCTs, and all bat two studies com-
pared adjunctive psychological interventions with as
uswal, The nature of ‘treatment as usual’ or the type of medication,
was not specified in all these studies. the twe studies that used an
intervention comparison group, had used an equal number of ses-
sians of relaxation and informal conversation,” or non-specific
support,”” The total number of participants in each study ranged
from 26" 16 59."' Overall follow-up time after the end of interven-
tion ranged from 0 10 18 months {Table 1).

Intervention content and intervention provider

Providers af the intervention were specified in 15 of the 18 studies
andd Included mental health specialists or practitioners (BSc
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databases searching, n = 7987

loartification

Dupscates. n =532

rlnm screaned. 1= 74585 ]
Excluded during title: n = 7213
« Not relateg to PSIor bipolar g=ondes
I ADStracts scroened. =242 ]
Excluded: i1« 162
- Naot on efficacy or effectveness of PS
or ipolar disorder

l Ful study screen: 7« 80 l

Full-text articles excluded. n=62

Conttucted n high income countries = 32
Revver but not speciic to LMICs = 12
Studws included in the fingd Cast report/studes = 12

S =18 On sevece mentd iness =6

& P PR ATt AMICE, AW a0 Mt e Courtiii. ‘

l nicluded ” Eligibaity ” Screening ”

psychiatric nurses, ™ MSc psychiatric nurses,™ clinical psycholo.  therapists or people with some form of dlinical experience.” ="
maaTr "

gists, MSc research psychology students,” undergraduate  Although the majority of the studies did not indicated how the

psychologists™ psychiatrists or psychiatric residents™') and  interventions were developed or adapted, most of the studies
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described the core content of the interventions. The content in most
of the interventions was educational; education about bipolar dis-
order, symp of mania, d mixed and In'potmmt ¢pi~
sudes, causes and prog is of bipolar di

adherence and side-effects of mcdluuon. earfy identification of
symptoms of relapse. triggecing factors, substance use and regular

habits and management plans or prevention strategies,

PROOCDON rocruitment 4nd OUICOMe Measures

The study participants were aged at least 18 vears in ull of the
studies. Most of the participants were in remission during recruit-
ment to the study and were recruited from the out-patient setting
of & teaching or university hospital or from a public hospital.
Most were receiving pharm  and follow-up from psychia-
trists. In the majority of studies the Young Mania Rating Scale was
used to measure mank symptom severity elther a5 a categorical
scale with an average cut-off of nine™ """ or 45 a continu-
ous scale.”™! Similarly, in the majority of the studies, the Hamilton
Rating Scale for Depression was uscd 10 measare  depressive
symptom severity either as a categorical scale with an average cut-
Uirwh“ ar d‘hlll.u.‘ﬂ.ih-l:.'m or as 4 % 0z

method of randomisation was unclear in 40% of studies and alloca-
tlon concealment was unclear in 80% of studics, Fifteen studies were
rated as unclear and three studies had a high risk of detection bias.
One-third of the studies were rated as having high attrition bias
because of unegual numbers of people dropping out in the rando-
mised groups or different reasons for drop-out or because of attri-
tion greater than 10%. One-third of studies were rated as being at
high risk of reporting bias because they did not report the mean
and standard deviation of mood severity symptoms, between-
group differences for selected ovtcomes, and number of participants
who had a relapsed/recurrence (see supplementary files 2-4).

Efficacy of interventions

Prevention of relagse/recurrancs

Six studies (four psychoeducation, one family psychoeducation and
one CBT) examined the impact of the psychological Intervention on
prevention of relapse or recurtence [Table 2). Psychoeducation was
effective in reducing the t:lnpse rate, 7' ag well as increasing
mean time to first relapse.”’ However, one study showed that psy-
choeducation was not effective In people who had multiple previous

Five studies included people with bipolar [ or Il disorder, three
studies recruited only individuals with bipolar T disorder and two
studies recenited only those with bipotar [ disorder; the remaining
cight studies did not specify the type of bipolar disorder. In
16 studlies, the DSM-TV was used as the diagnostic tool, with psych-
latrist-confirmed ddagnoses In 11 studies. Two studies did not
decribe who confirmed the diagnosis™ " Details of other

lapses.™ CBT was ineffective in decreasing the number of relapses

but was effective in prolonging the median time to first relapse com-
pared with treatment as usual. ™

Reducton in sympiom seventy

Nine studies (seven psychoeducation; one CHT and one MBLT)
assessed the efficacy of psychological intervention in reducing
symp severity. One study reported change in mood-only

outcome measures are provided in 4 y file | avaslabl
at httpsfidol.org/10.1192/hj0.2018.46.

Quality of included studies

The overall quality of reporting of the studies was not satisfactory as
per the CONSORT checklist. Only three of the studies were regis-
tered in a registration database. Although all studies dearly reparted

symptom severity within each of the randomised groaps™ (Table 3).
Studies reported significant reduction In general psychiatrc
symptom - severity, X de;.: ve symptom stmily“ ST and
T tymptnm erity. 1LALDT o s v pust T
and during follow-up. However, in one stisly where 60% of total
pmkﬂnms had more than ten previous bipolar episodes, there
was we a of & ymp in both groups and there

the objective of the study, Only 55% of the studies reported how the
sample stze was determined. Sources of funding and the role of
funders were reported bn only two-thirds of the studies. The risk
of bias assessed with the Cochrane assessment tool was moderately
high. Although randomisation was carried oat in all the studies, the

wits slg;uﬁum cluug: and between group difference in manic
symptoms.”’ CBT was effective In reducing depressive and
aniety symgptoms compared with treatment as usual © MBCT
was issociated with significant improvement in anxiety symptoms,
emational dysregulation amd mindfalness, but did not reduce
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IMpEOVenent i OEcal iythms

Only one study™ from Brazil assessed the efficacy of six sessions of
complementary psychoeducation in improving biological rhythms
(sleep, activity, patterns of habitual daily behaviour (social
thythm) and eating pattern) among patients with bipolar disorder,
50% of whom had more than six previous bipolar episodes. The
study reported significant impravement in the control rather than
the intervention group {adjusted mean difference <1084, 95%
C1-206 to —1.07, P=0.03)."

Improvernent in knowiadge, attitude and internaised stpma

Four psychoeducation studies were identified ™™ Three of the
four stuhies assessed the efficacy of psychoeducation in improving
knowledge and atttudes about bipolar disorder, and one trial
ussessed the efficacy of psychoeducation in reducing internalised
stigma. Two of the four studies reported within.group difference
by comparing post-intervention against baseline scores in each
group.” =" Generally, the findings showed o positive effect of psy-
choeducation in improving knowledge and attitudes about bipolar
disorder and internalised stigma (see supplementary file 5),

Paycholagcal mterventians far bipolar dsorder in LWCS
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Improvement n treatment adharance

A 1otal of nine studies, eight psychosducation and one family-
focused intervention, reported short- and long-term Improvements
in treatment adherence compared with treatment as usual™ "
(Table 4),

Raducton in hospital admissions

A total of five RCTs that assessed the efficacy of individual, group or

family psychoeducation in reducing haspital admissions were iden-

tified (see supplementary file 6), Generally, the studies showed that

kwcrpeupkvmhhwlmdlmnktmahmdm tal in the
1 WP P wtlh ',w w‘mp Andan

infer

Improvement in QoL and functional status

A total of 10 of the 18 studies (9 psychoeducation and | CBT)
assessed the efficacy of insproving functional status and Qol
(Table 5). The findings were mixed. Half of the studies reported, sig-
niflcant hnpmvunuulnudomnhmdmo(ml.mmelnmen
tion compared with the control g functioning ™"

health,* physical. sockal,™"' cnvltonmmml and mental health
domains of QoL" and in the overall Qol." In ove study, there
was significant impravement in all domains of Qol except the
mental health domain in those receiving CBT compared with
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treatment s usual.”* The rest of the studies did not reported signifi-
cunt differences between groups. =

This is the first systematic review synthesising the fall range of psy-
chalogical intervention studies that have been conducted among
people with bipalar disorder in LMICs, In all studies reviewed, psy-
chological interventions were given as adjuncts to treatment as
usual, although the treatment as usual may have varied depending
on drug licensing and treatment guidelines i each country.
Nearly all of the included studies were conducted in upper-
middle-income countries and none of the studies were from low-
income countries compromising ability for direct generalisation of
findings to low-income country settings. Absence of such studies
in low-income countries may be linked to the broader lack of atten-
Mwquu&wmm:lwﬂuhlﬂlantmlyd
chinician rescarchers™ mphdﬁd\dslxmfundh\gcmmm

Paychological intervertions Sor bipolar disarder in LMICS

Is & promising Intervention that could be tested in the general
heultheare context, Although this review confirms the benefits of
interventions as reported in high income coun-
tries,'' " caution may be 1in patients with a lang duration
of lllness and multiple relapses. One of the reports where most of
the participants had experienced multiple relapses and a long dur-
ation of illness (an average of 19 years), depressive symptoms wor-
sened in both the treatment and control groups.™ This may indicate
that psychalogical interventions may be more ¢ffective for people
with bipolar disorder who have experienced fewer relapses and
have a short disease duration.'”* Findings related to CBT were
conststent with those from high-income countries.*'*

1

Umitations

The review was comprebensive in terms of databases searched and
types of psychological Interventions and study designs. However, o
meta-analysis was not possible bocause of the heterogeneity of the
included atudies in terms of the type of interventions, number of

and d of folkow-usp time and format of interverstion

may explain the scarcity of data on psychopathology, incid
pcruknaund course of bipolar disorder in LMICs." However,
even if focusing on upper-middle-income countries, these studies
are important bridges to the broader LMIC setting than studies con-
ducted In high-income countries, Additionally, the core principles
of treatment were shared among the studies. For example, psychoe
ducation Incladed |n all the studies, Is natarally consistent across
settings. Most of the studies were tested in teaching or public hospi-
tals with no intervention adaptations to the Jocal context, which
adds to the challenge of transferring these Interventions.
Nonetheless, identifying interventions of proven efficacy that have
at least been tested outside of a high- income setting is a good start-
ing point for adapting psvchological inter for LMICs
Therefore, they can be considered as potential candidates for
further adaptation. Such an approach was taken when adapting psy-

cal interventions for commeon mental disorders in

IMICs with some success.”’ In general, the findings suggest the
need for rigoross studies (n LMICs

Overall, the reviewed studies demonstrate the efficacy of
adjunctive psychological interventions for bipolar dusorder in
terms of improving both depressive and manic symptoms, reducing
relapue, hospital admissions and internalised stigma, lmproving
QoL trestment adherence and knowledge and attitndes abowt
bipolar disorder

The majority of the studies assessed the efficacy of psychoedu-
cation and all studies included & psychoeducation component. This
is in line with the World Health Organization mhGAP intervention
guideline, which endorses routine psychoeducation for people with
bipolar disorders.”” However, the mhGAP does nat provide guld-
ance on the number of sessions, content and delivery of the psy-
choeducation. In this review, 3 to 12 sessions of group, individual
and family psychocducation were effective In reducing relapse, hos-
pital admissions and iliness severity for both depression and mania.
Therefore, & minimum of three sessions of psychoeducation may be
rexquired althoughs 2 lower number of sessions may have to be tested.
Furthermore, the mbGAP guideline Is designed 10 be used by
gemnlhahhwukmﬂmr in this review, most psychological
inter were delivered by mental health speciafists and there
was no evidence in relation 1o task-sharing with general health
workers. This implics that there s no evidence to support prychoe-
ducation provided by general health workers and calls for further
evidence on this from LMICs.

1t was also of interest to note that just one sesston of family psy-
choeducation improved outcomes on multiple domains: treatment
adherence, relapse rates and hospital admissions” Given the
family onentation of care in LMICs, brief family psychoeducation

detivery. Second, studies with nrpnwﬂndm; might not have been
published. Additionally, two of the papers” =" amedw(wllhiu
group comparisons with post baseline. Non-
availability of the mw data precluded n-uulyﬁu. Third, since
nearly all the studies were from upper-middle-income countries,
the findings may not be directly generalisable to low-i
country settings (see supplementary file 7 for a list of countries by
Income group).

The | litersture showed promising results relating to the
efficacy of adjunctive psychological interventions on a broad
range of clindcal and Qol. parameters in LMICs. However, virtually
all studies sdentified in this comprehensive neview wete from upper-

iuddle fes and nune involved | health workers.
Contextually appropriate adaptation of interventions for low-
Income settings and for task-shifted core as well as larger-scale
stucies are important next stops.
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Rattonale: Little is known about the specific experience people living with bipolar disorder in rural, low resource
settings, where conditions that disrupt normal social interactions are often highly stigmatized and evidence-
based treatments are rare.

Objective: To explore illness experience, coping strategies, help-secking practices, and consequences of illness
among people with bipolar disorder (PBD) and thelr family members in rural Ethiopia as an initial step for
developing psychosocial intervention grounded by the experiences of PBD.

Method: A gqualitati thods using in-depth interviews were carried out with 27 individuals (15 PBD and 12
careglvml The participants were identified on the basis of previous community-based research among people
with severe mental illness. Interviews were carried out in Amharic, audio- recofded transcribed and rmmlared
into English. Data were analyzed using thematic analysis. Our approach was infi d by p logi
theory.

Result: Three major themes emerged: expressions and experiences of illness, managing self and living with
otherness, and the costs of affliction. PBD and givers were d by diffe forewarnings of {llness,
Stigma and social exclusion were entwined in a vicious cycle that shaped both illness experience and the eco-
nomic health and social life of the houschold. Nonetheless, PBD and caregivers leamed from their experiences,
developed coping strategies, and sought relief from trusted relationships, spirituality, and medication,
Concluston: Our findings suggest that psychosoclal Intervention could be used to strengthen existing resources, in
order to improve the lives of PBD and their family members. However, pervasive stigma may be a barrier to
group and peer support approaches.

1. Introduction depressed or low mood, and loss of interest, whereas elated or irritable is

the central feature of manic episodes. According to a 2013 report on

Bipolar disorder (BD) is a type of mood disorder that comes and goes
over an individual’s lifetime. The Diagnostics and Statistical Manual of
Mental Disorders (DSM-V) and the International Classification of Dis-
ease (ICD) defined BD as a disease that includes manic and depressive
episodes which alternate or coincide, with the occurrence of mania the
defining feature of the disorder (APA, 2013; WHO, 2004). During
depressive episodes, people with bipolar disorder (PBD) experience
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global burden of disease, the prevalence of BD has increased by 49.1%
from 1990 to 2013 (Ferrari ef al., 2016). In Ethiopia, the prevalence
ranges from 0.5% to 1.8% (Fekadu et al., 2004; Negash et al,, 2005).
Research from high-income countries (HIC) suggests that living with
symptoms of BD is often fraught with difficulties for affected individuals
and their families. Little is known about the experience of living with BD
in low and middle-income countries (LMICs) settings. However, poverty
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and inadequate mental health services arguably belghten the adverse
social consequences of lllness, while culture inevitably shapes un-
derstandings, experience, nnd resporses. Findings from research con-
ducted In the global South are needed w address this tmpartant gap in
the global evidence-base.

Social cohesson and social support have positive impact on reducing
[llness experdence (Huiz vt ol 2009 Wang o al. 2019) and Improve
physical and behavioural outcome (Sholwm or ol 201%), However,
relatlonship problems, stigma, and unemployment are commonly
nscribed to iness by PRD and their family members (Dare and Bomme
20015 Ganguly et al - 2010). PBD are often misunderstood by the com-
munities in which they live and blamed for thelr iHlness (Ganguly oo ol
2010), frequently develop a negative view of self, and mcnmumdt
their iliness doe to experd and expectation of negati
from others (Harmuzabal-Salgado and Poblete-Tronrosa, 2020; T)odtsr
and Jamvi, 2009) The stigma attached to illness is not limited to the
PBD, but affects other members of the family, which, in tum, un-
dermines social support and exacerbate social difficulties for all family
members (September and Beytell, 2019),

So far, qualitative work from sub-Saharan Africa (S5A) has focused
mainly on perceptions and illness experience among people understood
to be Jiving with "serious mental iliness”. For many living in the region,
the biomedical model is not the primary means of understanding and
categorizing distress (Mayston e al, 2020), Distinction by disorder is
therefore uncommon. Nonetheless, it might be expected that different
mdmlmﬂlﬂmwhﬁhthmdﬁmm might
lead 1o variation in exp perception, and k tedge. The expe-
riences of people living with BD in SSA have not yet been explored.

Thee World Health Organization (WHO) identified BD as o peiority
condition for intervention in the mental health Gap Action Programme
(mhGAP): because of the severe impact of the illpess upon individuals,
associations with violations of human rights, and the existence af
evidence-based treatments (D of ol 20015 WO, 2010), Authors have
suggested that the Impact of BD may be particularly pronounced in
IMICs where the treatment gap for evidence-based care ks high, and
where stigma and economic Impacts are known to be prominent {Fekudu
ehal 20065 Zergew o ol 2008), The results of population-based study
from rural Ethiopia suggest that PBD experience a high relapse rate
(66%) and Jow continuous remission (5%) (Yebadu of ul | 2006),

Existing evidence, maknly from HIC, Indicates that the right kind of
peychological, social, and spiritual actions can improve the course of
disease (Oud et al., 20165 Speed ot al,, 2020), For example, showing
understanding and providing a space to listen to the concerns of a person
with BD (ilshorough e al, 2014), helping the person to come to terms
with the diagnosis and treatment (Doberty amd MacGearge. 2010), and
promotion of seif-care and self-management (Lean of ol 2019 Morton
et al, 2018) can lead to better outcomes for PBD. Involvement in reli-
ghous practices and sharing feelings with ather people has been shown to
combat isolation (Lan et ol 2018) and improve wellness (Speed o1 ol
2020),

Our recent review of psychosocial interventions for BD in LMICs,
ful in Jow-

management in the contéxt of stressful life events, and reducing
refapse rates, symptom severity and hospital admission (Demissie et ul,
2018), Understanding modifiable psychosocial factors and how they
influence the course of illness is crucial to developing interventions that
improve the Hyes of people Hving with BD.

Collection and analysis of illness narmtives of PBD is necessary to
understand the coatext in which BD emerges, the way in which (lness is
understood, percelved, and munaged, and the consequences of living
with iliness for PBD and their families. This data will be eritical to the
design and development of Interventions that seek to bolster and support
family and community resources to belp PED and their families to Hve
better lives. Our study used in-depth qualitative interviews 1o explore
experiences, bellefs, and understandings of PBD ond thelr family

Sovat Science & Maliciw 270 (2021) 173635

members in rural Ethiopia in a community where mental healthcare is
available and participants In our research had some experfence of
accessing trestment.

2. Methods

Destgn: The study design was qualitative and informed by phenom-
enological theary. We wanted our work to articulate the experiences of
8D In rural Ethiopia, whose voices are absent from the academic
literature, Wemidplwdmnprniam tuliﬂuwwﬂbecmbodlad
in social experi We thered approach that
dmdwmwkwmmm:amdwumwhh
BD and their family members. Our aim was to provide a rich description
of how different participants experienced and described the meaning of
tiving with BD, to build a composite description of the of the
experience for individuals living with this condition in this community,
Our description consists of “what” individuals experienced and “how”
they experienced it (Crevnell 2007),

Context: This study was conducted in adjacent sitess Butojira and
Sodo district, both are in the Gurage Zone, Southern Nations, Nation-
alities and Peoples” region (SNNPR), Ethiopia. Most of the population in
this area speak Guragigna as their mother tongue, but Amharic serves as
the officinl langusge of the region and Is generally well understood, The
area s predominamtly rural, with an economy based upon subsistence
farming and small trade, characteristic of the majority of Ethiopla.
Butajlra district bs Jocated 130 km from Addis Ababa, the capital of
Ethlopia. The total population of the districts is estimated 10 be 321,056
(C8A, 2015), The majority of the population are Muslim, and Butajirn
town Is the center of a health and demographic survelllance site (HDSS),
which has been functioning since 1987 (Moucherand ¢t ol 2015), Sodo
district ts adjacent to Butajira, located about 100 km south of Addis
Ababa, the capital of Ethiopdn. The district has 58 kebefes (sub-districts)
and a total popalation of 161, 097 (€54, 201 12), In Sodo district, most of
the population are Ethiopian Orthodox Christian (97%),

The sites selected for this study are atypical in terms of the avail-
ability of mental health services compared to other districts in Ethiopia.
In Sodo district, as part of the PRIME project, all primary health care
workers were trained to provide mental bealth care for selected priority
menta! disorders based on the WHO's mhGAP (WHID, 2014), whereas
mental health research activities have been carried out in the Butajirn
area for the last 20 years, which also supported mental healthcare
provision.

Researcher pasitionality: The research team in Ethiopia is based in o
clinical dep in a university, with most investigators working as
mential health professtonals. We acknowledge that this context has
influenced the framing of the study, the lead author’s interaction with
study participants and our interpretations of the data (Cressnell, 1998),
Nanetheless, it was the lead author's intention to support participants to
“rell their story”, as much as possible minimizing her influence upon
narratives. To facilitate this, questions were asked to elicit spontaneous
descriptions of experiences, for example: “can you tell me about some of
the problems you have experienced™, probing to encourage participants
1o elaborate, and, where sppropriate, asking for detudl about what they
described. Where she was unsure of meaning, MD sought clarification by
reflecting back to participants what she thought they had sald, using
thelr own terms and expressions and checking that she had an nccurate
understanding. MD tracked bow her position as a female blomedical
rescarcher from Addis Ababa University influenced the research process
and findings by kecping a field journal to record “thoughts, feelings,
uncertainties, values, beliefs, and assumptioas” (Curlwon. 2010),

Participants: Participants (n the current study were either people
identified & having BD and recelving mental health care oc those who
were on treatment but who were documented as currently discontinued
from taking medications by the health centers found in Sodo district and
Botnjira town, Becanse previous quantitative research suggested that
graphic & such @ age, gender, educational,

R
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pational, and | status were pssociated with clinical/func.
tional outcomes (Kebede aod Alem, 1999 Kebede o1 a2l 2006), we
selected participants purposively based on these key characteristies. Our
opproach to recruitment is as follows. Given the vulnerability of par-
ticipants, in the first instance, we npproached a gatekeeper (primary
care diniclan) to gain an lnitial assessment of the eligitdlity of potential
participants, particularly concerning the person's current mental health
ond capacity to participate in the study, Field coordinators then
approached all potential participants, infoemed them about the purpose
of the stucy, and gauged their willingness to participate. A total of 31
participants were approached by field coordinators and 27 agreed to
participate. Four participants did not attend at the scheduled Interview
time because of social obligations: Three caregivers were ahsent becanse
of the death of someonc in their village and one PBD could not attend
because of an Il relative, Out of 27 participants, 20 were
mvktum' umﬂy urqlw.'r paims (Le. 10 carcgivers and 10 PBD).
Seven p p wpaired, from seven different families {five
PBD wd moatmlvm)
Data collection: Topic guides for in-depth interviews were developed

Sovat Science & Maliciw 270 (2021) 173635

another person, known to the participant, who was literate and able to
confirm that full and accurate information was given. In these cases, u
witness st was included in the form in addition to the
participants consent, which was indicated by a thumbprint. Confiden-
tiality waos ensured by anonymizing identifying information and
assigning a unique ID code 10 all Interviews.

3. Results

A totul of 27 participants were Interviewed (15 PBD and 12 care-
givers). Among them, nearly half (12/27) were female, two-thirds (18/
27) were married, and about a third were farmers (n = 10) and (literate
(n = 11), Seven out of 12 caregivers interviewed were the spouse (wife/
husband) of the PBD, Findings are organized into three main themes:
expressions and experiences of iliness, managing self and living with
otherness, and the costs of affliction that included sub-themes, as
described in g 1,

te cover the following themes: understanding what respondents noticed
as forewarnings of illness, priority concerns of PED and their caregivers,
the fi they feit influenced iliness, and the social and economic ef-
fects of living with illness (Annex-l and II). Participants were asked to
talk about their illness belicfs and strategies they have used to manage
their (llness, and how these have evolved over time. Topic guides were
developed, translated into Amharic, and piloted before the main data
collection with two PBD 1o check for clarity and acceptability. Based on
results from piloting, we added some probes that were found to elicit
rich responses. Pilot interviews were integrated into the main dataser.
For participants from Sodo district, interviews took place in the health
center which the PBD was antending. In Butajira, participants were
interviewed ot the mental health research project office. All interviews
were conducted fuce-to-face by MD In Amharic, Interviews lusted be-
tween 40 and 90 min, All interviews were audio-recorded and field notes
were taken simul ly. Data collection was o two-stage process: in
the first stage, 21 lnmvlmmtonwlewd.umﬂbed.oodod.md
unalyzed. After discussing these results with co-authom, we decided
further interviews were necessary in order to fully explore coping stra-
tegies, Six further Interviews were conducted in this second stage of data
collection,

Analysis: We used thematic analysis, which was conducted in three
stages [ b ind Harden, 2008) and was influenced by interpretative
phenomenological analysis (Seith snd Shineboumne, 2012), First, dur-
ing familiorization and coding, all the first stage interviews were tran-
mmmmm:owmwmwlmmmaoz

for | Two bers of the b team (MD, CH)
lndepatdcmlynmed out [ine-by-line coding of three andomly sclected
tr a new Pt app d in the text, the coders
mg:ex!mdumdmue.cadedcﬁdﬂmfhcymwnﬁmwd&
developing a common codebook through discussion of individual code
definitions and assignment. MD coded the remaining transcripts based
on the codebook, developing and defining new codes where necessary.
The second stage involved using OpenCode to facilitate data retrieval
Mmmdwwhﬁmuﬂnm&zkﬁ:mmudnwﬂn
or d codes together into ¢l 10 cap the of partic.
dulhemnThanumthmmﬂzwedbd&d&Mthqm-
credible distillation of experience. In addition, themes were checked 1o
see whether they were clearly and concisely defined with an informative
name. Finally, quotes from a range of participants were selected
(lustrate themes, and the themes that were not well represented were
dropped.

Ethical approval: Ethical clearance was obtained from the Instito-
tlonal Review Board (IRB) of the College of Health Sciences of Addis
Ababa University (Reference Number 04/17/Psy). Written Informed
coasent was obtained from each participant. For participants who were
Hliterute, the interviewer read out the Information sheet (n front of

A1, Experi and expressions of illness
3.1.1. Forebodings of illness

Most caregivers described increased irritability, aggression, loss of
respect for others, disturbed sheep, carel about what the PBED said
or how they dressed, and laughing or talking to themselves as common
signs that the PBD was beginning to experience an illness episode. These
signs triggered worry for caregivers. One caregiver described the prob-
lems as

“every time when he starts o insult us, and quarrd with other people for
Irrational reasans as well ax when he talks to kimself, [ will be aware of his
struation and conscious abour his iiness. He doesn 't violate others' rights
when he Is normal. So, [ feel worried when he stants to argue with people
and becomes aggressive, * 25-year, Female-Caregiver 1D014, Butajira

While some PBD also identified sleep disturbance and irritability as
common forewarnings of upcoming illness episodes, they also noticed
other signs, Including heavy-headedness and lack of interest in activities
ot, altematively, feeling unusunlly energetic and excessive talking.
Recognition of these signs often Induced anxiety and somettmes trig-
gered actions from the PBD designed 10 contaln or trear the (Hlness:

“I feel heavy headed (@YPA%T NNE 2ATA) .. there is a time that |
become disinterested to do something that [ planned to do, Then I reatize
that I'm going to get sick " 23-yenr, Male-PBD, ID20, Sodo-district

“At the beginning, 1 increase tatking and my mind gets accupled with
something and I foel anxious . wnm . |k too much and say things
that are culturally inappropeiate, [kmow that T'm godng to have liness, so 1
tell them [family members] to chain me ... “ 30-year, Male-PBD [D23,
Butajirn

3.1.2. Differing priorities of PBD and famnly members
Sheep disturbance and aggressive behavior were the biggest concerns
for careglvers, associated with threats to the safety and health of others:

“... During his iliness, fe was not sleeping che whole night. At that time, |
was worried that he might séit the throat of one of my children; so, we were
not sleeping, we were suffering a lot ... we don 't need anything else than to
pet him slecping well When he sleeps well, ali the family members feel well
and the children start to gain weight .. above all lack of sleep is very much
difficult .~ 35-year, Female-caregiver ID013, Butajira
However, some PBD were mostly concerned about the Incurable
nature of the lllness and the social consequences of living with lifelong

{liness (and medication). These ruminations were distressing and lod to
questioning why they had been singled out for afftiction,
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Fig. 1. Thomes and subthemes for experiences of people with bipotar disorder.

e always asking royseldf how long am I going to take medication?’;
1 ek God how long 1 will Uve with this illness? wiy doesn 't God take this
Hlness off from me? Why doesn't God say ‘enough 7 Is it for as long as 1
Uve? Wl 1 rake a medication il | die? Prople consideral me as
menrally [ whe can't think and do things by myself, aggressive, and
insudarive. I'm abways erying and praying in front of God. I don 't kmow
whyy, God made me inferior than other peaple. | don't know when he will
tell me ‘enough!’ [participant  distressed).” 27-year, Female-PBD
10005, Butajirm

3.2, Managing self and living with atherness

3.2.1. Quurrels and sharing feelings: the role of social relationships in
mww
ported that periods of illness would occur after o

pubdo(mﬂmﬁqdmﬁhedhmlmunﬂuummuu
formexd the backdrop to particular incidents that were seen as tuming
polnts, precipitating transition knto (liness,

Permissible behaviors: making sense of conflict and disagreement

Most participants described o circular relationship between social
factors and the Intensity of the iliness, Negative social Interactions had
the effect of triggering iliness; concurrently, the illness had the effect of
worsening social conflict. PBD explained that ongolng disagreements
and conflict were a mior cause for the anigin of their Hiness, o trigger
during o perlod of wellness, and an cxacerbator during an illness
opisode.

My half-brother always speaks to me as if the house and place/land that
1'm living currently does not belong to my father. He even threatened me
2o get me o leave . . g0 this makes my iness worse ... when my illness was
back last time, he was accusing me of beirng o thief . he insidted me as @
thief. " 34-year, Male-PBD ID018, Sedo-district

Labelling of the person with BD as mentally unwell aggravated social
Interactions, providing a mtionale for grievances from community

members while ¢ g fr for the p with BD and care-
givers alike: PBD get frustrated because of thelr iliness label, any
disagreement is percelved as being due to their lllness. Not belng
allowed o express o “normal” response to the disagreements s
percedved to have o negative effect, making the patient angrier, and
pmllally triggering or worsening their illness.

MmkWMMMMmWM
ww-t'ry-y “goto A I hospital] if you finish
your medication”™ Mdmlmhhmamnlbdﬂnru]pmp&.

Mhmmﬁrhw even for me. ' 25-year, Female-
Caregiver [DO14, Butajira

Concomitantly, caregivers perceived that the PBD was sensitive to
minoe day-to.day disagreements which were seen to trigger their iliness.

“Every novmal Individual may have some lsue when they are living in
marriage ... For his [patient] minor disagreement is enotgh to bring his

iliness back. despite taking medication properly .." 22-year, Male-
careglver 1D021, Butajirs

The dilemmas of ‘sharing feelings’

Participants expressed different perceptions regarding sharing their

feelings with others; some people with BD shared their feelings with
families and friends because they felt that they received an approprinte
response, a sense of solidarity and support that made them feel better,

“I share my feeling to my sisters, brothers, and friends oo and it helps me
i Tot. They let me know that | amt not the only persan who has a probiem; i
can happen to anyane ... they tell me that they even somerimes experience
a similar problem, but they tried o tolerate and Jet the challenges pass.
This, they advise me nat 1o give ip and so on, * 23-year, Male-PED [D20,
Sodo-district
Some other PBD stated that, although they recognized the value of
sharing their feelings with others and noted the damaging effects of not
doing so, they felt unable to discuss with others due 10 their belief that
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no ooe wanted to hear them. Alternatively, they lacked o confidante
whom they trusted sufficiently not to divulge persanal information to
others,

"1 don 't share my feeling to other peaple because loving people is possible
rat, trusting afl is difficule. No one is ahle 1o pur aside their own problems
to help me or they may even say she said this and that, and I don 't want o
be a topic of discussion n my neighborhood coffee ceremony .. | keep
everything to myself and ! know that not sharing my internal feeling
harms me. * 27 year, Female-PBD D002, Butajira

However, some careglvers belleved that the person with BD did not
want 10, or was Incapable of, discuss thelr problems in such a way thar
would allow them to meaningfully address them, Rather, casegivers
complained about destructive behavior, lrresponsibility, and a lack of
engagement in problem-salving.

“He does nothing: rather he gets angry and insults people around him or
breaks anything he finds near to him without toking consequences into
consideration, rather than looking for a sofution.~ 42-year, Femnle-
Caregiver 1D027, Sodo-district

Other caregivers reparted that PBD do nothing to solve their problem
or usk peuple 1o help them.

“He doesn 't know how to solve problems with planning .. urn . there is
no discussion; he Just koeps asking God to do something miraculous for
him. ~ 35-year, Female-caregiver ID013, Butajira

“I leave the place and go somewhere to console myself™; navigating
stressful situations

Most participants spoke of trying to avold troublesome social expe-
riences which they assoclated with the beginning of iliness as being
more helpful than getting belp after they hod become unwell.

Some PED preferred to avold soclal events of situations which they
percelved to be stressful:

" believe that there ts problem related to this. | don 't feel good when there
is crying/ shouting when die b the shouting mukes me
emational and ! ahsorb the sorrow, Peaple with mental illness are like o
sieve, all the sorrow goes through his body and hures him a lot (FANTC
Vo= FANT A AMIZ@ALF 1D Ur Ly ©F AR BINT M=
BARPA) ... g0 1 will see ny condition and If [ feel urmvell, ! leave it~ 48-
year, Male-PBD 1D 003, Meskan-Woreds

Carcgivers explained that by understanding the factors that exacer-
bated illness, they could modify their interactions with the PBRD to
reduce provocation in an effort to decrease the potential for return of
Hiness:

“when he (patient] talks loud becatse of anger, we do 't respond to him, |
keep quiet . 5o that he becomes calm . umm ... |f someone gets angry
and tatks locadly, it is good 10 be quict, otherwise [t makes the person more
angry and brings the illness back, = 25-year, Female-Careglver 1D014,
Butajira

Some PBD reportedd taking actions to change their surroundings; for

exumple, chatting with friends or leaving a situation in order o
neutralize their bad feeling.

"I order to forget @ sitwation that makes me worried, | leave the place
and go somewhere i order to console myself . 1 know the things that
make my dliness worse, so | try to conmrol them, ~ 30-vear, Male-PBD
10017, Butajira

3.2.2. Managing symproms ~avoiding and using substance”

Participants ke a lesson from their iliness experience to avoid or use
substance to manage their symptoms. Some participants reported &
pasitive role of alcobol use and khat, to improve their sleep and
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medicate their iliness symptoms

he [he p ] s sleep problem so, he déstrorbs the familfes
wake-up from his sleep and going here and there, Thies, he drimks alcohol
to sleep well s0 that he doesn't disturd anyone.” 63-year, Male.
Caregiver X112, Sodo-district

On the contrary, most participants agree that avoiding substance use
like khat and alcohol was belpful to improve sheep and relationships
with others, while also reducing the risk of directly triggering or wors-
ening their illness.

“... I was chewing a lot so it has worsened my ilimess. Now, | stopped
chewing for the last eight years because of my religious convictions. ¥
{stopping chewing] has helped me a lot. For example, now, 1 stegp well, 1
have good relationship with athers, 1 spend my time with my wife and
children and I'm not irritwhle as before, ! also eat weil .~ 30-year, Male-
PBD D017, Butajira

< o

3.2.3. Strength andd healing: the role of religlous belfiefs and practices

There was a broad agreement among participants that religioas
practices such as praying, going to holy water (holy water is water that
has been sanctified by a priest for the purpose of baptism, the blessing of
persons, places, and objects, or as a means of repelling evil and treat-
ment of illness) and listening to religious soag were a positive influence
upon the person’s emotions, helping them to feel calm and encouragesd
when they experienced pessonal or interpersonal problemss.

“I'read the bible and listen to religious songs on Sunday. When ! read the
bible, it telps e w0 ferl hope, for example, the bhle says, Dlessed (s the
man thar endures temptation .. " So, (t reassures me and helps me to be
srrong. It indicates how common it & for people to face several problems
and how much we should be srrang. Everything written in the bibie s rrue,
50 it gives me energy and helps me not 1o think o muck. = 23-year, Male-
PED ID20, Sodo-Hstrict

Some participants reported that things happened according to the
will of God. Therefare, they came to accept problems that could not be
reversed or changed and found this acceptance calming:

“My illness startedd because af grief relared to the death of my brother and
became worse when my maother and my children died ... | realized that |
couldn 't rerurn things that are already lost. Everything happened in the
will of God, he created us and we will pass, owr ime is already known by
him s0 now | stopped worrying abour them. | thank God and tell him to
keep the rest of the children safe.” 27.year, Female PRD ID002,
Butajira,

However, some participants noted that there were difficulties in
using a spiritual treatment in the form of holy water and blomedical
treatment (medication) simultaneously, For some, this was a matter of
creating confusion about which treatment had been effective, while for
others, the two paradigms were more fundamentally incompatible
because they believed that dependence on holy water necessitated
abandoning blomedical treatment as It required o demonstration of
faith.

... she was not taking medication when we were in the holy water
site because people told us it Is not right to use haly water and
medication simultuncously. Because this will make it difficult to
know which bring the change, | mean the medication or the holy
water,”

50 year, Male-Caregiver ID011, Sodo district.

3.2.4. "Nothing helps him other than medication ": the role of biomedical
services
Both PBD and caregivers emphasized the power of biomedical
in alleviati of illness:

o
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“the only thing that helped him to feel better is medication expeciafly the
Injection. Nothing helps him other thon medication” 32-year, Female-
Caregiver 1D015, Sodo-district

All participants agreed that discontinuation was o major
problem that could trigger the patients iliness after remission and
worsen the illness once it had returned. However, mast participants
plained that fated issues such as increased weight, feeling
sleepy during the daytime, and being unable to wake.up in the moming
were common reason to stop taking their medication.

“I'm toking the medication at nighr-time. | always feel sieepy in the
maorming even thowugh I stept for a long time i the night ... Every morning,
our neighbor asked me whether 1 sept well or not . This, 1 sometimes
sopped taking (1 not to be sleepy or o be fully awake, = 30-year, Male-
RO D23, Butajira

Some PBD adjusted their dasage and/or 100k medication breaks ac-

ding to their perceptions of their illness status: increasing their dose
when symptoms persisted and reducing/stopping when they felr better,
Without the involvement of healthcare peofessionals, this sametimes-
bad adverse consequences, leading to o return to (iness:

“he{patient] doesn't take medication when he is well .. they [health
professionals] ave also have not informed 1o to take medicanion while he is
Jeeling well .. if he is normal, he doesn’t take medication” 25-year,
Female-Caregiver 10014, Butajira

Other participants reported that they stopped their medication
because they perceived that medicatlon was not curative.

“The medication didn 't cure them fully but it gives her sleep and made her
patient .50 some people advived her to stop taking it for a week and try
to see how she felt withowt medication and she stopped ... then she got
seriously sick ond come ...~ 50-year, Male.Caregiver ID011, Sodo
district

Fear of stigma and of side effects of medication during pregnancy
were abso commonly described as reasons to discontinue treatment.
Participants roported feeling negative judgments from the community
refated to frequent visits to the health facility, which sometimes pre-
vented visits to the clinic, despil gnition by the p living with
BD that they were unwell,

.. I feel as if people saying to me thar 1 am frequenty going to hospébal
becaise of getring the treatment free rather than being unwell. So, I didn 't
30 10 hospiral {menediately after fecling unwell .~ 36-year, Female-PBD
10025, Sodo-district

Whereas, some caregivers described patients’ unwillingness to take their
medication as a reason for pon-adherence.

* . There is @ time that he refuses to toke his medication. Because of
that, in such times we will give him the medication without letting him
know, we ditute the medicarion with the tea or coffee or milk and give it 1o
him. ~ 35-year, Female-Caregiver ID 013, Butajirm

2.3 The coss of afftiction

3.3.1. Lost upportunities

Some PBD and coregivers described that during younger nges,
dropout from school was one of the main negative consequences of
illness, leading to early curtailment of education:

*, when 1 wos a studens, | couldn t amend properly and | cowldn 't write
using pen and book like my friends. | was quarreling with the school
commumity unless | missed the class ... 50 1 stopped becouse of feor of
worsening of symptoms at thar time .. " 30-year, Male-PBD ID 017,
Butajira
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Participants explained that ill-advised decisiom made during the
iliness period played o role in the economic problems they were
experiencing.

“... previously, | had assets like sheep, goars, and chickens and 1 was
trying to do different things. But, after | goe sick, | felt as if they were not
impartant and I sold therm wiven | felt annayed. | think ! decided to sell
them because of the illness because previously 1 was not planming to sell
them ..~ 23.year, Male-PRD [D020, Sodo-district

Others reported the negative coasequence of iliness upon their
ability to work and acquire nssets compared to other members of the
communiry.

“sometimes he [PBD] gets sick during harvesting rime, he may not be able
to hold @ sickle . umm .. no one helps him . wihen he tried 10 harvest, he
feels tired and his hand couldn't hold the sickie properly so the time passes
before we gather the crop, ” 32-year, Female-Caregiver 1D015, Sodo-
district

Participants described the direct and indirect cumulative effects of
the illness on the affected person and the houschold economy over time,
starting from a young age; some participants stated that they sold their
assets to cover the and other related costs:

“At the beginning, we sold my grandmother s land for transportation and
different costs to go 1o different holy water places . during the (llness
period my grondmother asked people for help and to take me o Addis
Ababa Amaruel hospieal. © 27-year, Female-PBD 1D00S, Butajira

3.3.2 “I'm not happy. | feel shame": iving with social exclusion

PED and caregivess were d about direct or indirect social
exclusion of PBD due to their iliness, for example, some reported that
people exclided them from social participation and behaved towands

L

them in ways that would never normally be acceptable:

“Last time, my cotthe entered another person’s farm and were grazing
there; because of that, the owner of the farm was Ritting my cattle, My san
{person with BD] asked fitm why he hir the catrle and he [owner of the
Sarm) tried to hit him with an axe bt he ran away and escaped. If the
canle were belonging to anather person, they maay not have tried to hit thet
persan, © 63-year, Male-Caregiver 1D012, Sodo-district

Additionally, other participants reported that stigma shaped their
interactions with members of the community, as well as restricting the

social roles they were allowed to play:

“ o't know why burt people, including mmy family members, change their
direction when they see me on the street, not to talk to me as if they didn 't
soc me .. | feel isolated when they react (o me (n this way ... peaple were
calling me crazy and were not wanzing to commumicate with me. * 48-
year, MalePBD 1D 003, Meskan Woreda

The stigma and misunderstanding of PBD were also mentloned as

barriers to express their feelings and get belp, leading to feelings of
loneliness,

... everybody at home sayx to me "you don 't feel shame when you ahways
say I'm feeling unwell’ .. One day, my hushand said to me T wish your
Iliness o be real” ... 50 1 get angry and feel alone, | also don't tell them
when | feel urnweil or | don't go o the health focility urnless it is serious, *
32-year, Female-PBD ID02S, Sodo-district

Many PBD and carcgivers described the compounding effects of
exclusion upon social isolation; with exclusi sing people with BD
to avoid socialization due to feeling less confident, inferior, and
msbamed about living with a mental iliness.

“Previowusly, 1 didn 't have fear to talk with people but now I'm tot happy,
1 feel shame, I'm not motivated to tlk and 1 don't wane sty voice to be
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heard so I don’t talk during social guthering, 1 just sit and heor what they
are saying because people around me think that 1 am dangerous (both men
ami women talk as if I'm dangerous). " 50-year, Female-PBD 1D0S,
Sodo-district

Some other participants reported that culturally, people chew khat in
groups during the social and cultural ceremonies. Therofore, they use to
chew khat with another community member as a mechanism to improve
social integration,

“Previously people were calling me ‘Ebid ‘(crazy) ... [ was solated from
athers, 50 Khat created an opportunity for me to soctalize, to share my
(deas with other people. The more we get rogether, the berter we know and
wnderstarsd each other so they don't stigmatize me. So, Khar & a good
solurion for me. ~ 48-year, Male-PBD ID 003, Meskan-Woreda

3.3.3. The hasards of intimacy

Participants described the difficulties they had regarding establish.
ing sexual relationships, getting married, and maintaining spousal
refatiomships:

“previously when | planned 10 marry, peaple said he is mentally @l .,
many of them were not willing to have a manital relaronship with me
becawse of my mental ifiness ... my former wife also went abroad without
miy consent/consulting me. * 30.year, male-PRD ID17, Butajira

Other participants explained thedr experience of divoree and com-
munity interference in their relationships,

“I have been divorced for nine years. my neighbors and commumity
members were syporting him [her hushand]- everybody said, he has to
et married to another woman and lead his own life . . they decided that |
had to leave the howse with my children, so he took ol of the assets, the
land, and house and got married to another woman. ~ 27-yeas, Female-
PRD 1D002, Butajirn

Other participants described that they were scared to establish sexual
relationships, anticipating divorce due to having a mental iliness.

“Previowdy, | stayed without getting married because my illness came
Back every time so I feared that i may work as @ couse for disagreement
and divorce . " 27.year, Female-PBD ID00S, Butajirn

Caregivers described negative impacts of their relatives” iliness on
their children's education, relative’s work, and social lives. These
negative impacts arose from caregiving responsibilities, for example,
trying to prevent or manage difficult behaviors, including threats of
harm to self or others:

“1f he go sick, I look after him and caring for him & my responsibility, !
couldn 't do anything and [ also e with him. We spent the might without
sleep too bu he is alere in the next day also so how can 1 work? 1 was
siteing and walting him day and night .~ 35-year, Female-Caregiver
1013, Sodo-district

4. Discussion

To the best of our knowledge, this is the first study to explore the
lived experience of Hving with BD in a rural LMIC setting, Our
phenomenology-informed approach supported thick description and
enabled in-depth exploration of the different dontains of experience af
the life-world, bearing wi 1o the experi of marginalized in-
dividuals, whose voices are largely absent from the scientific literature
ond wider society. We acknowledge that our study was framed by the
larger goal of developing a culturally appeopriate primary care inter-
vention, While designed to be broad and expansive, our overall aim
Inevitably shaped which aspects of lived experiences we prioritized in
our tople guide. Our results, therefore, represent a particular
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perspective, which recognizes i role for the health system in supporting
PBD and their families In LMIC settings. The study took place in s setting
that was unusual in Ethiopis, where biomedical care was avallable and
accessed In o community where extensive mental health research had
taken ploce. Our results thus represent experiences of illness in a context
where there is arguably greater awareness of “mental bealth” and more
therapeutic options available than would be the case In most rural
Ethlopian communities,

Our findings demoastrate that for PBD, lllness Is located In a
canstellation of lfe problems, primarily rooted in the soclal (see v 1),
Occurrences in the social world were seen both as the cause of the first
period of iliness experienced, and as a stimulus for moving from belng
well to unwell, The most significant consequences of illness for the PRD
were social, for example, lost income generation opportunities, were
perceived to be due to soctal exclusion, It is not just the PBD who is living
with the illness, but the consequences of living with mental illness are
also felt by the whole family. Our findings suggest that if successful
interventions are to be developed, they must take account of these
models of illness, ensuring that social outcomes are prioritized. For
example, in a study carried out in Midwest, participants living with 8D
identified | helpful behaviors fram friends, family, and colleague
(Doherty nod MacGeorge, 2013) that better enable them to both cope
with illness and feed more socinlly connected, inclixling talking and
listening to the person living with illness, encouraging PBD to value
themseelves and their contributions, expression of love, and active sup-
port for help-seeking and treatment.

In our study, narratives were strongly rooted in the social world, with
disrupted relationships seen as both 1 consequence and a couse of
liness, which, in tum, led to broader socloeconomic impacts. Partici-
pants described the vicious cycle that resulted fram fractious social
encounters und antagonistic relationships that triggered and intensified
the illness, in tam, leading 10 a worsening of relationship problems,
soctal exclusion, stigma, and lack of support, and often bostility, from
the community, Findings from other studies have described similar
changes between PBD ond the communities in which they live, with
servico-users describing clrcular relatlonships linking feeling misun-
derstood by the community und being blamved for their fllness (Gangaly
o1 al, 2010), leading to poor nterpersonal and marital relationships
(Habtamu et ul, 2015; Hollesmattam ef ol 2019) and subsequently a
Inck of social support leading to further alienation.

Participants were aware that their experience of stigma had resulted
in the internalization of thelr “spollt identity™ (Gortman, 2009), causing
them to hesitate in sharing their feelings, lose confidence aver time, and
experience a sense of inferiority and shame about living with a mental
iliness. In addition to this problem, stigma and exclusion from work
opportunities were percelved as a significant barrier to acquiring assets,
leaving them unable to support themselves and expased to another layer
of stigma that became inseparable from that which was due to their
iliness. As have been elsewhere, consequences of iliness were pervasive,
affecting not just the PBD and their primary caregivers but stigmatizing
the whole household/family (September and Beytell, 2019). Partici-
pants described the negative q on children’s education and
family member's ability to work, which they connected to impoverish-
ment (Cangisly et al., 2010; Pompili et al, 2014),

Participants who visited religious places or traditional healers for
thetr iliness did so because: they believed their illness was coused or
activated by supernatural power, or, they preferred to visit religious
places because they befieved that religious practice works as 4 means to
combat stigma (Lun ¢ ol 2015) and improve wellness (Spcod e al.
2020). Studies about mental health in other sub-Saharan African coun-
tries have suggested that supernatural explanatory models and stigma
can prevent seeking help from biomedical services; authors have sug-
gested that these findings highlight the need for collaborative wark with
culturally recognized healers (Ac-Ngiblse or ul, 2010; Myt o ol
2016). Others reported substance use to Improve social involvement and
sleep. The important role of khat In facilitating soctal, cultural, and

138



M, Dvvimie ot o

religious activities was previouly described in a study that examined
the reasons for substance use umong people living with severe mental
fllness carried out in the same setting (Teforn o1 ol 2011), While in
rural Ethiopia, findings suggest substance use is perceived as a way to
bridge social gaps, research from narth-west England described how
PBDs used drugs and alcobol to manage thelr mood and anxiety symp-
toms (Healey et 4l., 2009),

When conaldered in the context of our systematic review of psy-
chasocial Interventions for PBD, findings from our qualitative study
have importnt Implications for intervention design und delivery. Par-
ticipants practiced a range of self-management strategies, and where
necessary, sought help from more formal bealing services, namely, Holy
Water sites and medication. PBD and caregivers accumulated knowledge
over time and used this knowledge to inform their behaviours, For
example, PRD avoided situations they knew to be stressful and sought
help from biomedical services when they recognized they were unwell.
It has been suggested that self-care strategies improve knowledge and
skills by empowering and helping PBD 10 take responsibility for their
illness (Cappleman e al.. 2015; Mortoa e ul, 201 8). Understanding life
with BD, particulatly knowledge of warning signs and factors which
aggravate or exacerbate illness, may help PBD to accept their diagnosis
and treatment, as well as encouraging them to be proactive regarding
early signs of illness and reducing the risk of relapse (Rillsborough et ol
201 4; Dohersy andd MacGeorge, 2013; Poatin ¢t al, 2009). The results af
our qualitative study are consistent with findings from our systematic
review, which suggested that health education may be effective in
improving self-care (Demisie ef ul, 2018) We found stigma 1o be
inescapable and debilitating in participants’ lives, limiting the extent 10
which they felt comfortable sharing their feelings or participating in
social events. This will need to be addressed if group therapy or peer
support, where sharing of knowledge may be helpful, Is to be
considered,

Limitations. Although our alm was to capture emic experiences, our
position was etic with regard to dlagnosis. As highlighted above, this
study wos carried out by a clinical researcher with o particular npproach,
whose alm was to develop a psychologically informed Intervention,
located in the health system, These characteristics mean that the scope
of the study was narrowed, accepting the existence of a recognizable
disorder, aligned broadly with DSM and ICD criterio. This means that
our study lacks the flexibility to consider the possibility of the extstence
of culturally bound syndromes that share some features of BD. Partici-
pants were people who had been diagnosed with BD and received care
within the biomedical system, Our sample size enabled us to explore the
aspects of experi of most rel 0 our hing study aim,
Hm owmumwyumlmwliophwmsllhtyﬂm

Y dels have altered over time as a result of
dﬁruwlmmdmmmz.mhmmnhemmmoﬂhhnudy
Mwedmlamudexphnwy del. ime was not exp
We did not carry out ber ch g. Hi ,!helmznlewerwho
was also the lead resenrcher, is indigenous to Ethiopia, has good
knowledge of local idioms, and, during interviews, ensured that she had
understood participants’ meanings by summarizing and repeating back
to them what they had said. It is difficult to separate the different factors
that shaped participants’ responses in the interview, For example, in
other work with people living with mental disorder in Ethiopia, we
found that pervasive stigma of “madness”™ inhibited free discussion of
opinions and experiences of illness, although this was less obvious in this
study, it seems inevitable that stigma constrained responses (Moyson
ef al., 2016).

5. Conclusions

Feople with bipolor disorder and caregivers routinely recognize and
act upon early waming signs as a means of coping with illness, but
caregivers and PBD prioritize different signals. Stigma is intrinsic to
Hiness experience, s a driver and consequence of illness, This circular
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relationship leaves PBD and their families socially alienated, which, in
rural Ethioplan communities, results in o loss of economic opportunities,
Nonetheless, some PBD benefit from close trusting relationships with
family members and friends ond many PBD and family members
described how their spiritual beliefs and religious practice, and medi-
cation use belped them to cope. [n the context of availability of spiritual,
soctal, and blomedical resources, our study findings indicate the need
for psychosocial Intervention, to bolster self-help strategles, address
internalized stigma and augment social support.
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Appendix-C: Development of a psychological intervention for people with bipolar disorder in rural

Ethiopia

BPsych

BIPsych Open (2021)
7. @168, 1-11. doi: 10.1192/bj0.2021.999

Background

Evidence from high- and middle-income countries indicates that
psychological interventions (PSIs) can improve the well-being of
people with bipolar disorder. However, there is no evidence from
low-income countries. Cultural and contextual adaptation is
recommended to ensure that PSIs are feasible and acceptable
when transferred to new settings, and to maximise
effectiveness

Aims
To develop a manualised PSI for pecple with bipolar disorder in
rural Ethiopia,

Method

We used the Medical Research Council framework for the
development and evaluation of compiex interventions and inte-
grated a participatory theory-of-change (ToC) approach, We
conducted a mental health expert workshop (1 = 12), four inde-
pendent ToC workshops and a final workshop with all partici-
pants. The four independent ToC workshops comprised people
with bipolar disorder and caregivers (1 = 19), male community
leaders (n = 8), female community leaders (n = 11) and primary
care workers (1=21).

Results

During the workshops, participants collaborated on the devel-
opment of a ToC roadmap to achieve the shared goal of
Improved quality of life and reduced family burden for people
with Dipciar disorder, The developed PS! had five sessions: needs

Development of a psychological intervention for
people with bipolar disorder in rural Ethiopia

Mekdes Demissie, Charlotte Hanlon, Lauren Ng, Rosle Mayston, Sisay Abayneh and Abebaw Fekadu

assessment and goal-setting; psychoeducation about bipolar
disorder and Its causes, treatment; promotion of well-being
Including sleep hygiene and problem-solving techniques,; and
behavioural technigues to reduce anxiety and prevent relapse.
Participants suggested that the intervention sessions be linked
with patients’ monthly scheduled healthcare follow-ups, to
reduce economic barriers to access.

Conclusions

We developed a contextually appropnate PSI for people with
bipolar disorder in rural Ethiopia. This intervention will now be
piloted for feasibllity and acceptabllity before its wider
Implementation.

Keywords
Psychoeducation, behavioural intervention, relapse prevention;
indivicdual therapy, theory of change approach.
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Burden

Bipolar disorder is a severe mental illness with an estimated global
prevalence ranging from 0.4 to 2.4%." In the 2017 Global Burden of
Disease Study, bipolar disorder accounted for 9.3 million disability-
adjusted life-years.” In low- and middle-income countries (LMICs),
the burden of bipolar disorder is exacerbated by a high treatment
gap, ranging from 76 to 90%,” which contributes to a risk of prema-
ture mortality double that of the general population.' In Ethiopia,
the lifetime prevalence of bipolar disorder ranges from 0.5 to
1.8%.7 Studies conducted in different scttings in Ethiopia have
found that people with bipolar disorder have multiple unmet
needs, including a high relapse rate,/ premature mortality' and
verbal and physical abuse.” In addition, bipolar disorder in Ethiopia
is associated with substantial social, physical and functional role
restrictions,” Studies conducted in mental and general hospitals in
Ethiopia have also reported a higher risk for hospital admission
and length of hospital stay among people with bipolar disorder com-
pared with other patients,”'” which is associated with higher health-
care costs” and insufficient use of Timited mental health resources.''

The unmet psychosocial needs in LMICs

Studies conducted globally have identified potential mediators and
maderators of bipolar disorder treatment outcomes, such as treat-
ment adherence,” knowledge about the disorder'® and sleep
hygeine."* Moreover, social factors, including stigma and discrimin-
ation,"” stressful life events'® and substance use,”” may influence the

course and outcome of the disorder. In LMICS, inadequate care for
people with bipolar disorder contributes to functional impairment,
stigma, discrimination, human rights violence and premature
death.'® Thercfore, to reduce the risk of relapse and improve the
well-being of people with bipolar disorder, these factors must be
addressed.’”

The Mental Health Gap Action Programme intervention guide
(mhGAP-1G) lists mood stabilisers as the main treatment for
bipolar disorder.”” However, in many LMICs, these medications
are cither or their supplies are liable,” As a result,
people with bipolar disorder in rural Ethiopia are treated with
typical antipsychotic medications,”’ which are more likely to
cause adverse cffects.” Studies conducted in Ethiopia have also
shown that people with bipolar disorder have unmet psychological,
social and treatment-related needs,” and people with mental illness
need information about their illness and treatment.™

Studies conducted mainly in high-income countries indicate the
efficacy of psychological interventions for reducing relapse, hospital
admission”’ and symptom severity." Evidence-based, contextua-
lised psychological interventions for people with mental illness are
scarce in LMICs, including Ethiopia.”* Additionally, LMICs typic-
ally lack the specialised mental health professionals who could
deliver psychological interventions.™ In response 1o this, the
World Health Organization recommends task-sharing delivery of
mental healthcare with available and affordable non-specialist
health professionals,”” and integrating the service into primary
healthcare (PHC).” In Ethiopia, in line with the National Mental

Dkl
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Health Strategy, there have been cfforts to scale up primary care
based mental healthcare. As. o demonstration  project, the
ngrtmmc lor Improving Mental Health Care (PRIME project)
d and impl ted a scalable mental healthcare
phn for blpohr disonder based tn PHC. ™ According to & systematic
review of non-specalist-delivered mental bealth interventions
m LM](_‘ psywdloluyal infervention have positive effects on
maod disorder - yet few psychologscal inter-

vrnnom hnw been developed for bipolar disorder in LMICs,

A systermatic review that included studies from LMICs showed
the effectiveness of psychological intesvention in improving the out-
comes of bipolar disorder. The review included 18 studies, but none
of them were from low-income countries and only & single study
was found from Africa The review also reported that only a few
of the included studies reported how the interventions were devel-
oped or adapted.” The mta-analysis of 76 interventions reportesd
thot the interventions that were tatgeted wt o specific cultural
group were four limes more effective than interventions provided
o groups consisting of clients from a varety of caltural back-
grounds.™ The adaptation of psychological intervention o the
target population’s culture and social context also plays a critical robe
in improving the feasbility and acceptability of an intervention.™
Psychological interventions that can be delivered by non-specialists
may play a particulary important role In settings where there (s inad-

iterative rather than a linear process. We followed four steps to
develop the Intervention: (a) a systematic review, (b) o qualitative
study with people with bipolar disorder and their caregivers, (¢) &
mental health expert workshop and {d) ToC workshops with
varus stakeholders {Fig 1) The findings of the systematic
review and qualitative study were published previousty, ™™ and
the key findings are summarised in Table 2 and Supplementary
File 1 available at https:/doi.org/10.1192/bjo.2021.999,

ToC has been defined as a “theory of how and why an initiative
works' "' A ToC roadmuap is developed using feedback from stake-
holders, and & amenable 1o change throughowt the intervention
develoy and evaly process, Tolo can be mcorparated
into, and provide practical guldance for, the different phases of
the MRC !nuucwurk" The ToC nwmuh hns been used to
develop, i itor and eval F tal health
imervcnllom in Ethiopia.’

Setting

The qualstative stucly and ToC workshops were carried out at twe adga-
cent sitest the Soda and Butajira districts of the Gurge Zooe, Erhiopia,
Sodo dastrict & located 100 km from the capieal city of Addis Ababa, and
had an estimated total population of 173 185 in 2014.™ Sodo Gurge is
the largest ethnic group {85.3%), lollowed by Oramo (11.6%). Most of

its popalation are followers of Orthodox Christianity (97%), Ratajira

equate access 10 mood stabilisers and mental health speciali
Therefore, the aim of this study was to develop a contextualised, scal-
able and manualised psychological intervention for people with bipalar
disorder that could be delivered by PHC workers n nural Ethiopia,

Method

Design

We used the Medical Research Council {MRC) Framework for the
Development and Evaluation of Complex Interventions, integrated
with a theory-of-change {ToC) approach.”’ The MRC frumewotk
has four phases - intervention development, feasibility and pilating,
evafuation and implementation - all of which take place 25 an

district & located 130 kon from Addis Ababa and bad an estimated
total popukation of 350 297 in 2017, with mast of the population fol-
kwing ldam. The town of Batajira s a Health and Demographic
Susvelllance Site that has been functioning since 1987,

The Ethiopian healthcare system comprises three levels The
first level, which is the focus of this intervention, consists of PHC,
which includes primary hospitals, health centres and health posts.
Health centres are staffed with health officers, nurses and mid-
wivex.”” Health posts are staffed with health extension workers
{HEWs), high school graduates with | year of training in discase
prevention and bealth promotion activities at the community
Jevel. " Sodo district has eight health centres and one primary hos-
pital; Butajira district has one district hospital and 13 health
centers.'’ PHC workers in both districts have been trained and
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supported to deliver mental bealthcare through the PRIME project
in Sodo district™ and the Task-Sharing for the Care of Severe Mental
Tliness in a low-income country {TaSCS) project, which aims to test the
effectivensss and cost-effectiveness of task-sharing the care of people
with a severe mental lllness within the PHC setting in Butajira.'

Participants and data collection methods
Menta! neatth expan workshop

‘Twelve {three female and nine male) health experts and health profes-
sionals from diverse professional backgrounds (two psychiatrists
three public health professionals, five dinical psychologists, one
pharmacist and one social warker) participated in this
Findings from the systematic review™ and the qmlmm
(stages 1 and 2) were presented and discussed. The experts were then
asked 1o give their suggestions and dations on the content
and defivery of the Intervention based on the systematic review, the
qualitative findings and their clinial and research experience. The
was conducted in Ambharic and English in Addis Ababa,
and lasted for 3h, A ., a psychiatrist, facilitated the discussion. The dis-
cusskon was abdio-recorded and notes were taken by the first author.

ToC appeoach

To reduce power imbalances amang ToC workshop participants, we
initially conducted separate workshops with groups of stakeholders
with the lower difference among them. ' Additionally, we engaged a
balanced number of participants from cach stakebolder groups to
ensurz the representation of various stakeholders' voices: (a)
people with bipalar disorder and their caregivers, (b) women com-
munity Jeaders, (¢) male community and religions lesders, and (d)
PHC workers and district-level government office persoanel. Even
within these broad categories, power imbalances exidf, eg
between people with bipolar disorder and caregivers or between
PHC workers and district-level government office personnel. In
this setting, people with bipolar disorder commonly rely on care-
pivers to support them to attend meetings, and so the p of

ntrrverstion for bipolss disceter 1 Eiopa

In the first section, findings from the systematic review and
qualitative study were presented. participants were introduced o
the objectives of the ToC workshop, and their expected roles were
autlined in a Microsoft PowerPoint for Windows presentation pre-
pared in Ambark. Participants then discussed the findings, the
potential benefits of psychological intervention, and the feasibility
and acceptability of this approach, The participants were asked to
consider anticipated or experienced responses to the intervention
in relation 1o the culture and religion of the society; bealths system
resources; the impact of the socioeconomic status of people with
bipolar disorder and their caregivers; and the community, transpor-
tation availability, affordabiliey, accessibility of the healthcare service,
the PHC workers” time and any other edevant considerations.

During the second section, we wsed farming metaphors to
explain the ToC concepts, procedures and avoid technical terms.
For example, we asked question like: What did the farmer wants
to achieve (effect)? What do farmers do to prepare the land for
farming (interventions/pre-conditions)? Which activities should
be dooe first and last, and why? The participant responses were
used to explain bow a similar way of thinking can help us to plan
the and testing of psychological imtervention.

The actual ToC workshop then started by asking the partici-
pants what they wanted to sce in the long run for people with
bipolar disorder. Short-, medium- and long-term outcomes and
wider effects were agreed upon, and then the pathways, interven-
tions, preconditions, assumptions and Indicators of success were
mapped using sticky notes posted on the wall, An integrated ToC
map was drafted by reviewing the ToC maps arising from esch of
the four warkshops alongside the minutes and the recorded discus-
sions. The goal of the fifth and final TaC workshop was to bring
all stakeholder groups to a < on the 1, timing,
duration wnd ber of sessions of the inter including
implementation strategies to overcome potential barriers, in the
context of broader care for people with bipolar disorder, In an
initial presentation, the shared and divergent ideas from the preced-

rkshops were rised and used to prioritise discussion

both caregivers and people with bipolar disorder was necessary.
To address this concern, within workshops, the fucilitators paid par-
ticular attention to ensuring that all voices were heard, We grouped
PHC workers and government officials in one ToC workshop
because most of the officials were health professionals and had
experience working in 3 PHC setting Additionally, PHC workers
and district-level officials have 4 culture of working together for a
common purpose. The final ToC workshop Included all participants
from the stakeholder groups to ensure that each group could hear
the athers” voices, and 1o discuss issues that needed consensus,

The ToC workshap participants were selected parpasively based on
their expersence in mental healthcare service delivery o roles in trad-
itional or social associations in the communities. The first four ToC

lshops were conducted in the Sodo district in August 2019, and
thclnnToCnorkshopdenBunjlrutuwnlnﬁqumhwzow

All'ToC workshops were co-facilitated by M.D. and S.A_ both of
whom are PhD students. S.A. has previous experience in facilitating
ToC workshops with various groups in the study site, All partici-
pants were glven an opportunity to express thelr opinions, and
were encouraged to identify challenges and suggest possible solu-
tioas for each topic area. The facilitators summarised the discussions,
recorded key potnts on a flip chart and asked for confirmation. All
Tok: workshops except the final one, had two sections: {a) exploring
the feasibility and acceptability of a psychological intervention; and
(b) developing a ToC map that indicated the causal pathway
through which the proposed psychalogical Intervention was expected
10 achieve comsensus in its short-, medium- and long-term effects,
identification of preconditions for achieving the effect, possible bar-
riers and facilitators and indicators of success.

ng T

5

All ToC workshops were conducted in Ambatic, lasted an
average of 5 h, were audio-recarded and minutes weee taken. The
minutes, drafted ToC maps and recorded ToCC workshops were
reviewed by M.D. and AF to refine the ToC map and finalise the
content of the psychological intervention. The draft manual was
translated into the local language, and PHC workers reviewed and
approved the content for pilot testing.

Analysis
All audio recordings were transcobed verbatim in Ambaric and
then tramslated into English. The transcripts were imported to
OpenCode version 4.03 for Windows {Umed University, Umed,
Sweden; see https/www amu.se/en/department-of-epidemiology-
und-global-health/research/open-code2!) to l’ndllutc data muup
ment and assist analysis. We used th
First, MD conducted line-by-line coding of all ﬁvr TaC workshop
transcripts and shared them with the second author (CH) foe
review. M.D, and CH. mapped codes onto themes deductively
based on key components of the ToC map, including key tasks,
intervention, preconditions, assumptions and indicators, us well
s acceptability and feasibdlity (Tabde 3). Finally, we summarised
the findings in the tables and text, and identified illustrative quotes.
In each ToC workshop, four draft ToC maps were developed
through discussion and consensus, and then combined by the
authors to develop a single ToC map. Finally, this final deafi ToC
map was refined and approved in the fifth ToC workshop with all
Tol workshop participant groups.
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We triangulated the ﬁndlngs with different Information sources
(Table 2} to increase Furth MD.and SA
menppdﬁrunrmndnlmzmd&ﬁdim:nvnlmm
of co-authors with multidisciplinary backgrounds improved data
interpretation.

Quality of reporting

We used the Gusdance for Reporting Intervention Development
(GUIDED) checkist™ to report the intervention developement
process.

Ethical approval

The Institutional Review Board of the College of Health Sciences of
Addis Ababa University approved the study {reference number 043/
17/Psy), and weritten informed consent was obtained from each
participant.

Mental health expert workshop

Mental health experts suggested two intervention components:
(a) components that could be used to improve the PHC workers’
skills iy establishing therapeutic rappoet and competence in needs
assessment and goal-setting: and (b) the ‘active ingredients' of the
intervention, such as psychoeducation, development of relapse pre-
vention plans and behavioural technigues sach s muscle relaxation
and breathing exercises, 1o help people with bipolar disorder to
control their overarousal, aggression and anxiety symptoms
&Fm ded four inter m&wdrfnlkwﬂng
TeasOns: lnautystmmmw most of the included studies
npmalmmmdghnmhns pmkn-ly.hnwdgbt

of mtery | therapy for were p i
for a FHLsutlngln Elhtoph"mldrpwwou«lmm;ummof
intervention could be covered in four sessions. Participants suggested
that PHC workers should deliver the intervention based on their being
tralned on the mhGAP-1G and having experience of treating people
with severe mental llness, However, they were concerned about the
potentiad work burden on PHC workers,

Experts recommended an individual format to umplify the chal-
lenge of having groups at & set time because of transportation pro-
blems In rural settings and other factors. They also recommended
lbtmmmbemmlvulml}ummnﬁonmmduiqllnmr
cultural context in which family memb when
attending the facility. They reasoned that auﬁvm Invoiwmcm n
the intervention could help to create awareness about the Hnes In
the wider family as well as support their ability 1o help thesr family
members. Nonetheless, they emphasized that people with bipolar dis-
order shoukd decide whether thelr family members should be lnvolved.
Finally, to facilitate intervention provision and creste awareness for
people with bipolar disarder and their ciregivers, they suggested the
development of an illustrted information leadflet that explains the
causes, symptoms and treatment of bipolar disorder.

Results of the ToC workshops

Four independent ToC wockshops and one TokC workshop that
included all participants were conducted, with a total of 59 partici-
pants (Table 1).

Feasilty and acceptaniity of psychological Inenvention
Participants percelved that PSE was needed for people with blpular

T0C with Dehens, 400 Clregiwers
PEapie Wit Dooiar Ssorder 4 a L]
Carmgnvon n 5 "
ToC weth sk commrarty eaders - &

ToC weth févale commundty vades n - 1"
Tol with professionas

Pravary sucire workony 5 " 16

Dmnce vl govemnme oifice regredentative 0 L3 L)
P! YoC workshop pancoants b n “w
e, oury o e |

included people with bipolar disorder and their caregivers described
the varying nature and intensity of symptoms over time. Because of
the episodic mature of the illness, bipolar disorder was perceived by
many people with bipolar disorder and their caregivers to be cansed
by evil spirits or ather sup I acts, beading them to try vars
religlous or traditional treatments. They also noted the chronicity of
the {liness and the need for long-term support:

' Mental illness is not like tuberculasks, which gets cured pust
by giving medication, Mental [lpess requires long-term
support and effort from doctors, caregivess and the surround-
ing societies ...

People with bipolar disorder and caregl ported that people
with bipalar disorder are sensitive; simple stressors can be enough
to trigger their llness. When other people speak of thelr own
social affuirs, they may be suspicious and assume that they are the
focus of discussion, which may hurt them psychologically.
Community leaders also noted that medications are Important to
people with bipolar disorder, and they believe that caregivers had
a responsihility to support access. People with bipolar disorder
and their caregivers reported experiencing stigma because of
having a mental illness or having a relative with mental illness.
One caregiver said:

' At the coffee shop, at o wedding, there are people who trest
[the person with bipolar disorder| as if she s a different pesson.
In such situations, there are times that she would return to
home because her feclings get hurt ..°

The intervention was perceived as important because it would
provide information about bipolar disoeder, Ms causes and treat-
ments, and would decrease misconceptions. One participant said:

' People take patients to different traditional places because
of lack of awareness. As long as society is well-informed
aboat the intervention and where they can access it they will
o to the health facility as soon as they feel sick. For instance,
If someone gets malaria the society is well-informed about
where 10 get treatment and the same is true in this case”

The lulth professionals also expected that the intervention would be
acceptable for PHC workers because it would help them devidop their
skills and woald improve the acceptability of the service. This, in tum,
was predicted to improve the mental bealth knowledge of people with
bipolar disorder, their familses and the community, and increase treat-
ment adherence and improve outcomes. Health professionats reflected
that, ofien, people with bipolar disoeder visit health facllities only after
the illess become severe. They emphasised that eardy detection of
chapse should be addressed in the intervention.

Particip n all groups considered the health centre as the
Ideal place for the intervention because this i where people with
Mmludhntdctncdndulrnguhrﬁﬂwupwdﬂﬂlheirpw

disorder. However, they also that the developed inter
miust be feasible and acceptable 10 be implemented. The group that

Additsonally, a quict and private place was preferred,
hm without segregating people with bipolar disorder fram other
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health centre attendees, to avoid stigma and discrimination. Some
participants from the community und heulth professionals sug-
gested that the intervention shoudd be lacated at the health post 1o
increase accessibility, and it should be defivered by the health
centre staff as part of outeeach activity. Finally, participants in the
final TaC workshop agreed that the intervention should be deliv-
ered at the health centre by PHC workers because PHC diniclans
ure In a better position to know the mental bealth history and
current health status of the p with bipolar disorder, and this
will imp trust b the clinician is likely to be kaown to
them from their routine care. Participants also mentioned the
importance of HEWs creating awumcn ln the community, in

Regarding the session, people with bipolar disorder and their care-
ghmmdmmmunlly;mmwgrsldlhﬂlhenunﬂm duration
and frequency of inter sexsions should be determined based
on the content and advice of professionals. Additionally, they
underfined the importance of aligning the monthly intervention ses-
sions with regular appointment dates, to encourage attendance by
minimising transportation casts and time. PHC workers provided
different suggestions for the duration of sesston (from 20 to 45
min), Finally, idering the workdoad of PHC workers, they
reached a consensus to reduce the intervention content per
session 10 be covered o maximum of 20 min and to increase
th:munbu of sessions from four to five. They also suggested

the form of a campaign or through mech & an
important supportive activity.

The participants came to a consensus that a one-to-one consult-
ation format would be better than o group format. Among the
reasons, people with bipolar disorder may not want to talk about
their social, economic and personal fives in front of others.
Furthermore, in rural arcis, people may struggle 1o attend group
interventions at a speafic time Similar to the mental health

g in collaboration with HEWS, especially 10 help people
Mlhbcpohfawrdctmth their treatment adherence, The PHC
workers ratsed the issue of wockload and expressed concerns
about people with bipolar disorder and thetr caregivers belng
made to wait for 2 lony time while they delivered the inter

All participants agreed on the importance of preparing an infor-
mution kaflet 1o focilitate the sesskons and encouraging the partict-
pants to share the information with their entire families and
cighbours. The key findings and contributions of various methods

experts, participants also suggested the option of a i
for people with bipolar disorder and their caregivers as long as the
patients are willing and it does not interfere with their privacy:

"People do not come alone and will have someone with them,
those that came will also get an education on the subject that
they will later transfer to other family members and improve
the support they provide to the patient’,

10 the develapment of the inter is summarised in Toble 2
ToC Map
Factors ’lentified s y 1t the develop and impl 1

1mu(np:ycluﬂopullnumlmb¢peoplcwuhhpohrdhm
are summarised in the ToC map (Fig 2) and described bedow.,
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People with bipolar disorder and their caregivers mentioned
improved social and psychological well being and reduced family
burden, hospital admission and schoal drop-out as the desired
long-term outcomes of the Intervention, with reduced mortality as
u potential broader effect of the intervention, Community leaders
focused on stigma reduction and improved physical, social and
functional well-being as the preferred long-term: outcome, PHC
workers and  district health office managers emphasised the
improved quality of life of people with bipolar disorder and
reduced family burden as a long-term outcome. Participants also
mentioned reduced mortality and disability related to the (liness
us o desired effect, but recognised that these require multisectoral
changes and are not expected to be achieved just through the psy
chological intervention alone. In the final ToC workshop, partici-
pants  discussed  the  feasibility of the Identified long-term
outcomes and reached a consensus that reduced hospital admis
sions, reduced caregiver burden and improved quality of lite
woulld serve as the long-teom outcomes. Participants also discussed
and agreed that the reduction of mortality and school drop-owt
needs the involvement of various stakebolders beyond the delivery
of psychological intervention, As a result, they reached a consensus
that reduced mortality and school drop-out would serve as an effect

Precondinoas for ingeventon

Particspants were asked to list the interventions neaded, precondi-
tions, asumptions and indicators. Participants mentioned that
there should be interventions for people with bipolar disorder and
their caregivers, implemented at the community and health facility
level. Likewise, the preconditions, assumptions and indicators were
also identified to achieve an agreed-upon outcome were also ident)

fied. as illustrated in Table 3

otan

C the newly developad mtervention manus

The findings from the formative qualitative stkly and TolZ work-
shops were triangulated to identify the unmet needs and priorities
of people with bipolar disorder. These inputs were then used o
select the intervention components and to decide on the number,
frequency and duration of sessions, as well as the facility where
the intervention should be provided. During the design of the inter-
vention, the identilied needs and priorities were linked to the com

ponents of the intervention (Table 4),

In general, the Intervention manual was structured In five
sesslons: (a) needs assessevent and goal-setting; (b) psveboeduca-
tion about bipolar disorder, its causes and influencing factors; (c)
treatment and trestment adherence; (d) sleep hygiene and
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problem-solving techniques 1o promote well being and; and (¢)  person’s attendance for routine <care. The intervention was
behavioural techniques to target unxiety and relapse prevention,  designed to be given by PHC workers who had been trained in
and closing session( Table 4). Each session was intended to Jast  the mhGAP-IG and had received 1 week of theoretical and |
for 20 min and be delivered every month, aligned with the  week of practical training.
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The manuals and leaflets were transkated into Ambaric by two
chinical psychologists with experience of working with people with
mental illness. Mental health experts and PHC warkers involved
in the ToC workshop reviewed the translated manual and gave foed-
back that helped to simplify the manual's structure and readability,
They ded that illustrations in the | and leaflet to be
prepared based on local realities; for example, 1o include false
banana trees, which are very common in the study area, os well as phc-
tures representing people from different refigions and genders. Case
staries were also prepared and annexed to enable PHC workers to
engage better and use them as Wlustrations as needed.

This is the first manualised psychological intervention guide 10 be
deployed in un integrated care context for people with bipolar dis-
order. We hnvc wsed a comprehengive approach, including system-
atic reviews,” local constructs and the ToC appruach mtegrated

We used gquaditative exploration to understand the unmet needs
and priorities of people with bipolar disarder and their caregivers
that could potentially be addressed by psychological interventions.
Priorities identified by peimary beneficiaries are impoctant because
psvehological interventions work through comman factors, such as
the therapeutic alliance, positive expectations and a convincing treat-
ment rationale, as well as through treatment-specific components,'!
Theretore, the components of psychological intervention and the cul-
tural adaptation of the intervention 1o the local context are vital for
improving an intervention’s effectiveness,

We wed ToC approaches lnvolving different stakeholders,
Including people with bipolar dhonkt and thelr caregivers, com-
munity lesders and health Is. Thix participatory
approach was useful to understand the context and make decisions
that reflect sclentific evidence the views o[ patients/careglivers -nd
service providers, to develop and i the inter
Tbm‘nte. the ToC approach worked asa bridge between the evi-
dence and the local context, helping to ensure ownenship, accept-
a:btluy and support for the intervention, which are key 1o lts

with the MRC framework." The participatory deved t
process of the intervention, anchored In TaC, enabled us 10 slaniy
how the intervention and assoclated implementation strategies
would contribute to valued long-term goals, as well as the other ele-
ments of care that are necessary preconditions 1o success,

The participatory approach alao belped lo build
rust, encouraging the pooling of resources and

In our mental health expent and ToC warkshops, psychoeduca-
tion about bipolar disorder, its causes, treatment and the course of
the illness were considered essential by all groups of participants.
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This was seen as the key to lmproving the knowledge and attitudes
of people with bipolar disorder, and their caregivers belping them to
understund the illness and its treatment. ™ Iy this rural setting, liter-
acy bevels and access to formal education (beyond primary) are low,
and most people lack access 1o the interet, underscoring the value
of including consistent, refevant and evidence-based information
within the intervention.

In the ToC workshop, participants spoke of the importance of
caregivers’ support and endorsed the Importance of Involving
them in the intervention. Previous studies also mentioned that
family members are the primary source for the physical, psycho-
fogical and treatment-redated support for people with mental
illness in many low-income countries™’ The positive effect of
family interventions on clinkal and functional outcomes of
peopke with bipolar disorder' "™ may be even greater in this
setting. However, previous work from Ethiopia has also highlighted
the differing priorities of people with mental health conditions and
their caregivers, underdining the need to ensure that the person with
bipolar disogder remains at the centre of care,

People with bipolar disorder and their caregivers. community
leaders and bealth professionals had different perspectives for
improving long-term outcomes. People with bipolar disorder and
thelr caregivers pooritised social and functloml outcomes, such as
educational impact, stigma und productivity,™ us the most tmpon
ant Jong-term outcome. However, community leaders ach

ntrrvertion for bipols disceder i Ethiopia

Strengths and limitations

The main streagth of this study is that we began the intervention
development by synthesising evidence on the efficacy of the psycho-
logical intervention in LMICs and conducting formative work. Our
study imvolved divesse stakeholder groups, which can ensure the
Intervention's local appropriatencss through stakeholder buy-in
and direct inputs. Although we sought to reduce the impact of
power imbalances in the ToC workshops by conducting separate
workshops with groups of similar stakeholders, a residual power
Imbalance (eg between careglvers and people with bipolar dis-
onkr) may will have uﬂ«ml the content of what participants felt

fortable to vy, The skilled facslitator sought to address
mn by actively uckhlgoul the views of people with bipolar disorder.
However, even skilied facilitation did not fully address the power
tershal therefs future studi may o, m}"hﬁ‘diﬂ‘
training to enhance participants’ capacity before conducting Tok2
Interventions, Finally, we brought oll stukeholder groups together
at the end of the stuly, which allowed us to ensure that the views
of all participants were incorporated. However, some participants
in the group of people with bipolar disarder, their caregivers and
the community, struggled to understand the visual presentation of
the ToC map, especially the final ToC map that included the
merged ToC map. This could be because of the low literacy rate
in  rural community, the lack of expericnce with intervention

edged the difficulties of social engagement related to pablic
stigma and emphasised  stigma  reduction as o long term-
outcome,*’ as they viewed these as important barriers to reintegra-
tion into the community. Health professionals identified the
improved quality of life of people with bipodar disorder and
reduced caregiver burden as long-term outcomes. This may also
reflect the view of health professionals with limited expertise
regarding the longer-term outcome of bipolar disonder. These
different perspectives are relevant and point to the need for a
multi-layered intervention package bevond a health facility-based
intervention to address multidimensional needs. Farther develop-
ment work to address these multisectoral and multidimensional
issues i essential.

In LMICs like Ethiopia, the treatment gap for mental dllness i
sround 50%." The World Health Organization has recommendes
the integration of mental bealth services within PHC settings o
address unmet mental health needs.”™ In our study, participants
supparted the delivery of the intervention by PHC workers to facili-
tate its future integration within routine care. Although the particl-
pcnbwmcomcmod-boulhpmubkmkhmknonmc

M idered that WINM b m" behore’
wkills, 1 and confid in p g the lmmbnn. which
cvuldmmmmthﬁdhgdmkbmim Additonally,
group mtervention wis noted 10 be bess feasible for this rural setting,
where there is inadequate Jocal transportation and i is difficult 10
wentify a convenient time for group intervention,"!

implications of the study

This intervention was developed based on previous evidence and by
involving mental health specialists with dinical and research experi-
ence, PHC workers, people with bipolar disorder and thelr care-
givers, and ¢ ity leads The approach focused on
intervention content, manual and leaflet preparation, language
and delivery strategies. This improved stakeholdess buy-in, ™ ensur-
Ang that this intervention will be feasible and acceptable. A pilot test
1o assess the feasshility, fidelity and acceptability in routine clinical
settings, and 1o ensure the scalability and prefiminary efficacy of
the developed psychological intervention, Is warranted.

development and the technical dements of the ToC map.
Regarding reviewing the manual, people with bipolar disorder and
their caregivers were not involved in reviewing the mamul, unlike
PHC workers, However, In the final ToCC workshop, the Intervention
content and the number and freguency of the sessions were discussed
and approved by all ToC pasticipants, including people with bipolar
disorder and their caregivers. Additionally, we plan 10 evaluate the
feasibility and acceptability of the actual inplementation of the inter-
wﬂmnnd-ﬁmmymdum&uﬁdhhwm

Although financial problems were rep y reported in oar
qualitative stdy”™ and ToC workshops, economic problems were
not directly targoted with our intervention. However, we do antici-
pate indirect benefits to financial status lluwah the problem-
solving techniques and change to the anticip at like
reduced symptom severity and caregiver burden, improved well-
being of people with bipolar disorder and reduced stigma'’
Herwever, further studies are needed to determine better ways to
reduce financial problems.

In conclusion, the mixed approach that we have used 1o develop
the intervention, including a systematic review, qualitative study,
expert warkshop and ToC workshops, enabled us to und, d
the needs and priorities of people with bipalar disorder and thelr
caregivers, and identify Intervention components. The TolC work-
shop helped us to develop the ToC map, which includes an interven-
tion component, underlying assumptions and preconditions for its
effective implementation.  Finally, the methods enabled ws to
develop a culturally appropriate, individual psychosocial interven-
tion that can be delivered in five sessions in the PHC setting. This
mtervention needs to be tested for feasibility, acceptability and
effectiveness before wider Implementation.
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Appendix-D: Feasibility and acceptability of a contextualized brief psychological intervention
for people with bipolar disorder in rural Ethiopia
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1 Feasibility and acceptability of a contextualized brief psychological

2 intervention for people with bipolar disorder in rural Ethiopia

3 Mekdes Demissie, Charlotte Hanlon, Lauren Ng, Rosie Mayston, Abebaw Fekadu

4 Abstract

5  Background: There is a huge unmet need for appropriate psychological interventions (PSIs) for
6 bipolar disorder (BD) for use in low-and middle-income countries. We developed and evaluated
7 apsychological intervention to treat bipolar disorder (BD) in Ethiopia using the Medical Research
8  Council’s (MRC) framework for complex interventions in a Primary Health Care (PHC) setting.
9 Aims: To investigate the feasibility, acceptability and fidelity of this newly developed

10 intervention in PHC.

11 Method. The study was conducted in south-central Ethiopia. A total of 12 euthymic people with
12 BD and five caregivers participated in five-weekly sessions of the PSI, each session scheduled for
13 20 minutes. We used a mixed-method evaluation, including in-depth interviews, intervention
14 fidelity assessment in 25% of randomly selected recorded intervention sessions, and change in
15  symptom severity using the symptom severity assessment checklist. We used thematic analysis for
16  qualitative data and descriptive analysis for quantitative data

17 Results: Except for one caregiver, all participants completed all five-sessions. Intervention
18  providers and recipients expressed satisfaction with the intervention. Intervention providers
19  confirmed that the intervention can be provided in the PHC setting although 20-minutes was
20  considered too short. While participants acknowledged the importance of involving caregivers in
21 the intervention, they raised privacy concerns. Intervention providers’ adherence to the manual
22 was moderate. Preliminary findings indicate a reduction in depressive symptoms post-intervention
23 and improvement in providers’ perceived knowledge and skills.

24 Conclusions: This contextually adapted psychological intervention for BD has promising
25  feasibility, acceptability and potential utility. Further studies should evaluate time considerations
26  and effectiveness.

27  Competing interests: None

28  Keywords: Fidelity; Intervention development; Primary Health Care; Intervention integrity, Low-

29  and middle-income countries
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Introduction

Bipolar disorder (BD) is a disabling condition. In 2017, the global disability-adjusted life years
(DALYs) for BD totaled 9.29 million, an increase of 54.4 percent since 1990 (1). With an early
age of onset, the incidence of BD is high among those aged 1014 years, with DALY peaking in
the 15-19 year age range (1). Studies from low-and middle income countries (LMICs) showed
that bipolar disorder is associated with a high relapse rate (2), suicidality (3), stigma (4), premature

mortality (5), and functional impairment (6).

Psychological interventions reduce the risk of relapse and hospital admission, and improve
functioning in people with BD (7, 8). Moreover, the use of culturally adapted or developed
psychological interventions increases acceptability and feasibility (9, 10). Various studies have
reported that cultural adaptability (11), treatment fidelity (12), and competency of the intervention
providers (13) are associated with the effectiveness of psychological interventions. There is
evidence that shows a modest to high degree of association between therapist competency and
treatment outcomes (13). Acceptability of the intervention to both intervention providers and
recipients affects the successful implementation of the intervention (14). If the intervention lacks
acceptability, this may reduce adherence and reduce effectiveness (12). We used participatory
methods to develop a contextually appropriate, brief, psychological intervention that addressed the

unmet needs and priorities of people with BD in rural Ethiopia (15).

The aim of this study was to investigate the feasibility. acceptability and fidelity of this new
psychological intervention for people with BD in routine clinic settings. Informed by the
developed Theory of Change (ToC) map for the intervention and its implementation (15), we
examined the content, structure, and process of delivering the intervention and its perceived
usefulness from the perspectives of (a) intervention providers, (b) people with BD, and (c)
caregivers of people with BD. A particular focus was on the feasibility and acceptability of

caregiver involvement in the intervention.

Methods
Study design: We used a mixed-methods approach to investigate the feasibility, acceptability,

fidelity, change in symptom severity and perceived utility of the intervention.
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Study setting: This study was conducted in the Butajira and Sodo districts of the Gurage Zone,
Southern Nations, Nationalities, and People’s region (SNNPR), Ethiopia. The study was carried
out in primary care health centers. Sodo district has eight health centers and one primary hospital,
whereas Butajira and its surroundings have one district hospital and 13 health centers (16). In this
feasibility study, we included two health centers, one primary hospital, and one district hospital.

Details of the study site are described elsewhere (15, 17).
Brief description of the intervention:

We used the Medical Research Council (MRC) framework for complex interventions integrated
with a Theory of change (ToC) approach to develop a manualized psychological intervention for
people with bipolar disorder in rural Ethiopia (15, 18). The MRC framework recommends four
phases to develop and evaluate complex interventions: intervention development, feasibility and
piloting, evaluation, and implementation (19). During the intervention development phase, we
reviewed evidence for effective psychological interventions for people with BD in LMICs (8),
conducted formative work to understand the unmet needs and priorities of people with BD in
Ethiopia (17) and used participatory ToC workshops with PHC workers, service users, community
representatives, and mental health experts that involved different mental health professionals such
as psychiatrists, psychologists, and social workers to develop contextually relevant psychological
intervention components (15). In this paper, matching the second phase of the MRC framework,

we evaluated the feasibility and acceptability of the intervention.

The developed psychological intervention has five sessions (15): (i) Initial engagement: focuses
on needs assessment and goal setting; (ii) Psychoeducation: this session discusses bipolar disorder
symptoms, early warning signs of relapse, and cause and influencing factors for bipolar disorder;
(i1i) Treatment and treatment adherence: this session discusses treatment options, medication side
effects, and the importance of taking medication regular basis; (iv) Promoting wellness: this
session focuses on  problem-solving techniques and sleep hygiene, which address the role of
sleep and how patients can improve their sleep pattern: and (v) Anxiety management and relapse
prevention planning: this session focuses on muscle relaxation and breathing exercises, as well as
how to prepare action plan that will be to prevent relapse. The intervention manual was prepared

in the local language (Amharic) with the help of service users, caregivers, PHC workers, and
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community members. Each session was intended to last for 20 minutes and to be delivered by PHC

workers.

The intervention was delivered in individual sessions for half of the patients and with their
caregivers for the rest over five weeks. Additionally, patient and intervention providers’
information leaflets that focused on introducing bipolar disorder, its causes and influencing factors,
and treatments were used to facilitate the intervention sessions. The intervention was delivered in
the health facility where the person with BD attended for their regular follow-up care. Session

timings were arranged in consultation with the participants (15).

Intervention providers/facilitators: Health professionals were eligible to participate in the
feasibility study if they were previously trained on the World Health Organization mental health
Gap Action Programme intervention guide (mhGAP-IG) which seeks to equip primary care
workers with skills to provide frontline care for people with priority mental health conditions,
including bipolar disorder. To be eligible, health workers also needed to be actively treating people
with mental illness in their out-patient clinics, able to attend all the training sessions, and to express
an interest in taking part in the feasibility study. Seven intervention providers and two supervisors
participated in a two-week-long training course on the intervention manual. The training was
facilitated by the first author [MD] who led the intervention development and a clinical
psychologist. In the first week, the professionals took theoretical training and in the second week
they practiced applying aspects of the intervention in their clinics. Only four PHC workers and
two supervisors were selected for further delivery of the intervention based on their engagement
in treating people with mental illness during routine services, completing both the theoretical and
practical training, and being able to participate in the intervention during the study period. The

providers were supported by weekly supervision and as-needed consultations from the trainers.

Participants (intervention recipients): The target sample size was 12 people with BD to allow
in-depth exploration of acceptability and feasibility in this pilot study. To explore the acceptability
of providing the intervention for people with BD with or without their caregivers involved in the
sessions, six of the twelve people with BD received the intervention alone and the rest 6 people
with BD received the intervention with their caregivers. Participants were selected purposively

based on gender, socio-economic status, residence, age and their clinical status that only people
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with bipolar disorder who are euthymic were included in the study. First, potential people with BD

who were euthymic and able to participate in the study were identified by PHC workers from

people with BD attending for their regular follow-up in the health centre. Then, research field

workers approached these potential participants, informed them about the study, and asked for

their permission to participate. Those who provided informed consent were linked to the

intervention providers. All those who were approached agreed to participate in the study. The

cligibility criteria are summarized in table-1

Table 1: Eligibility criteria for study participants

Participants Eligibility criteria

People with BD

v

S K

Age 18 or above

Diagnosed with BD and on treatment during the study period
Willing to attend five consecutive weekly sessions.

Psychiatric nurses conducted a clinical assessment to confirm
the patients were euthymic, ability to give informed consent and
participate in the study.

Caregivers

v
v
v

Age 18 or above
Immediate caregivers of patients with BD
Willing to attend five consecutive weekly sessions.

Outcome and outcome measures

The outcomes measured were feasibility, acceptability, fidelity, and potential benefit of the

developed intervention (table 2).

Table 2: Primary and secondary outcomes

Outcomes

Outcomes measures

Feasibility

Primary
outcome

Number of People with BD
= Participants approached and willing to
participate
= Dropped out before finishing the intervention
= [ntervention completion rate
Semi-structured interviews with intervention providers
and service recipients

Acceptability

Satisfaction of intervention providers and service
recipients
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o Expert review of 25% of the recorded intervention
Fidelity sessions using a fidelity measure created for this
project

Changf: in k.now]edg{: Pre- and post-training assessment of perceived
Secondary | and fk'“ ofintervention | knowledge and skills
outcome | providers

) Before and after intervention assessment using Patient
Change in symptom Health Questionnaire-9 and Young Mania Rating Scale
severity for mania symptoms

1. Feasibility of intervention: we recorded the number of people with BD and caregivers who
were approached and agreed to participate. We also interviewed participants and recorded the

number of sessions completed by participants.

2. Acceptability of intervention: we used semi-structured interviews with people with bipolar
disorder, caregivers, and intervention providers to explore satisfaction with the intervention,
understandability of the content, challenges they experienced during the intervention process and
their perceptions of the benefits or any harms of the interventions All interviews were conducted
in Amharic by two experienced researchers who were not involved in training or delivery of the
intervention. Participants were interviewed in a private room, either in the facilities where they
received the intervention or in the project office, based on their preference. The interviews were
conducted one week after completion of the intervention. Interviews lasted from 20 to 40 minutes

and all were audio recorded.

3. Fidelity: A recommended approach to assessing intervention fidelity is to compare the content
of 20-40% of recorded intervention sessions to a prespecified criterion such as a treatment manual
(20, 21). All intervention sessions were audio-recorded which resulted in a total of 60 audio records
from 12 participants.

A fidelity checklist was developed based on the manual and piloted before starting the intervention
study. The fidelity checklist had two sections: the first section included three items used to assess
the general skill of the intervention providers. The second section included specific items for each
session, as follows: session-one =2 items, session-two = 3 items, session-three = 4 items, session-

four = 3 items and session-five = 2 items. Each item rated in Likert scale ranged from 1 (very
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poor) to 5 (excellent). Rating of 1 and 2 indicate a lack of adherence and rating of 3 to 5 indicate
that the providers were adherent to the intervention manual.

Two MA level clinical psychologists who were not part of the research team carried out the ratings
of intervention fidelity. In order to understand the intervention fidelity of each session, they
randomly selected three records from each of the five-session which resulted 25% (15/60) of the
total records. Then, each of them listened to the selected recorded interventions and rated them
independently using the fidelity checklist. For any differences in ratings, the two raters listened
again to the session that was rated differently and reconciled their ratings through discussion.
Additionally, when providing a score for each session, they also documented their observations on
the quality of the intervention delivery and identified any areas that indicated the need for further

training,.

4. Change in knowledge and skill: We used sclf-administered pre- and post-training assessment
questionnaires to investigate changes in the knowledges and skills of intervention providers. The
questionnaires had eight knowledge-related items and eight items linked to skill. Each item was
rated on a Likert scale that ranges from 1 (very poor) to 5 (excellent). The items focused on
symptoms and causes of BD (3 items), treatment (3-items), knowledge about how to promote

wellness and manage anxiety (1-item), and core skills in the psychological intervention (2 item).

5. Change in symptom severity: We used pre-and post-intervention assessments. We used the
Young Mania Rating Scale (YMRS) (22) for manic symptoms and the Patient Health
Questionnaire-9 (PHQ-9) for depressive symptoms (23) as continuous variables. PHQ has 9 items,
and the score of each item range from 0-3. The YMRS has 11 items with an item score that ranges
from 0 to 4. In both assessment tools, the higher scores indicate greater severity of symptoms (22,
23). Both instruments were previously used in Ethiopia (24, 25). The questionnaires were
administered by PHC workers who were trained in the mhGAP intervention guide and on the
intervention manual. These healthcare workers were not involved in the direct provision of the
psychological intervention for the study participants. Participant information that includes age,
gender, education, job, duration of illness, and number of previous relapses was collected at

baseline.
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211 Table 3: Socio-demographic and clinical characteristics of the study participants
Socio-demographic variables Number
People with bipolar disorder
Age in years Mean (SD) 32.6(11.1)
Sex Female 7
Male 5
Non-literate 2
Educational status Primary 35
Secondary or tertiary 5
Marital status Single 6
Married 6
No relapse 2
Number of relapses since the 1-2 relapse 4
onset 3-5 relapse 4
> 5 times 2
< 2 years 3
Duration of illness 2-5 years 4
>5 years 5
Caregivers of patients with bipolar disorder
Age in year Mean (SD) 41.2 (8.7)
Female 2
Sex Male 3

212
213 Feasibility of the intervention

214 Twelve people with BD were invited to participate in the intervention and half of them were asked
215  to come with their caregivers. A total of 12 people with BD and six caregivers attended the first
216  session. All participants except one caregiver completed all five sessions. This caregiver dropped
217 out after the second session because of a scheduling conflict with his new job. The rating of scores
218  of recorded intervention session length showed that an additional 5-20 minutes were needed to

219  complete each session (Table-4).

220 Table 4: Participants’ attendance and duration of each session

QOutcomes of interest

The number of people with BD who First session 12

attended the sessions Completed all sessions 12

The number of caregivers who attended | First session

the session Completed all sessions 5
Session-1 25
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Analysis

For the qualitative data, we used a thematic analysis approach (26). First, interviews were
transcribed verbatim, and then translated to English and imported into Open Code 4.03 (27). First,
the first author familiarized herself with the data by repeatedly listening to the audio files and
reading through the transcripts. Then, the first authors carried out line-by-line coding of two
randomly selected transcripts, discussed the codes, and developed a codebook. MD coded the
remaining transcripts based on the codebook. developing and defining new codes when necessary.
In the second stage, we grouped similar or related codes into clusters to capture the essence of
particular themes, assisted by Nvivo-12.

For the fidelity assessment, the consensus scores obtained from the two raters for each item within
a session were averaged to get the mean score for the session. We obtained the overall fidelity
measure across all the sections by calculating the mean score of all items across the five sessions
(n=15). To understand the changes obtained in symptom severity and knowledge of intervention
providers, we used simple descriptive summary measures, and we reported the median score with

a minimum and maximum because of the small sample size.

Ethical considerations

The study was approved by the Institutional Review Board of the College of Health Sciences of
Addis Ababa University (Reference Number 043/17/Psy). Written informed consent was obtained
from participants who could read and write. For non-literate participants (n=4), the research field
workers read the information sheet in front of a witness who confirmed that full and accurate

information had been read out verbatim. They then indicated consent with a fingerprint.

Results

Socio-demographic characteristics

A total of 12 people with BD and six caregivers approached to participate in the study and all
agreed. Most of the people with BD had formal education and half were married. Most had more
than a three-year history of illness and had relapsed at least once since being diagnosed. Among

the six caregivers, four of them cared for female patients (Table-3). All intervention providers were

male health professionals with more than three years of clinical experience.
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211 Table 3: Socio-demographic and clinical characteristics of the study participants
Socio-demographic variables Number
People with bipolar disorder
| Age in years Mean (SD) 32.6(11.1)
Sex Female 7
Male 5
Non-literate 2
Educational status Primary 5
Secondary or tertiary 5
Marital status Single 6
Married 6
No relapse 2
Number of relapses since the 1-2 relapse 4
onset 3-5 relapse 4
> 5 times 2
< 2 years 3
Duration of illness 2-5 years -
=5 years 5
Caregivers of patients with bipolar disorder
Age in year Mean (SD) 41.2 (8.7)
Female 2
Sex Male 3

212
213 Feasibility of the intervention

214 Twelve people with BD were invited to participate in the intervention and half of them were asked
215  to come with their caregivers. A total of 12 people with BD and six caregivers attended the first
216  session. All participants except one caregiver completed all five sessions. This caregiver dropped
217  out after the second session because of a scheduling conflict with his new job. The rating of scores
218  of recorded intervention session length showed that an additional 5-20 minutes were needed to

219  complete each session (Table-4).

220 Table 4: Participants’ attendance and duration of each session
Outcomes of interest
The number of people with BD who First session 12
attended the sessions Completed all sessions 12
The number of caregivers who attended | First session 6
the session Completed all sessions 5
Session-I 25
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Session-I1 33
The average duration of intervention Session-111 39
session (minutes) Session-1V 40
Session-V 35

The findings from the qualitative study are organized into three major themes: feasibility of
intervention duration, acceptability of intervention and Perceptions of intervention providers on
training and the manual
Feasibility of intervention duration:
The intervention providers mentioned that the scheduled 20 minutes was short to cover the session.
They reported various reasons why they were not able to complete within the specified time,
including the need to practice new skills with participants, getting involved in long conversations
with the participants, and taking extra time to review the previous session before beginning the
day's session. Intervention providers mentioned that sessions four and five took longer because
they required time to practice problem-solving techniques, muscle relaxation, and breathing
exercises. Additionally, they mentioned the duration of intervention might vary based on the
participants” understanding of the content of the intervention.
Some patients ask more questions and need to discuss more whereas, some patients need less
time. In general, session three and session four take up to 40 minutes. Hence, the time allocated
Sfor the delivery of these sessions needs to be revised [Intervention provider, 1D-2].
Another intervention provider mentioned that patients want to share their life experiences during
the intervention, and stopping them would reduce their understanding of the participants and the
quality of their therapeutic relationship.
Patients want to share with you their personal experiences, and they want to be listened to.
Sometimes, they might cry when they recall their previous experiences. Thus, discussing those
issues takes time, and it is not always possible to do all of that within 20) minutes. [Intervention
provider, IDO1].
Though the intervention duration was longer than expected, participants mentioned that they did
not feel worried or bored. This was because the intervention was delivered at a time that was
convenient for the participants. They also described that the convenient schedule contributed for

their high attendance.
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I came here after I have finished all the household work. I also informed my families that 1
have intervention and get permission from them. This was about 30 or 40 minutes but, I was
not worried about the work I had when I get back home. So, I'm okay with the time [PBD,
IDO1]
Professionals who rated the recorded intervention sessions reported that intervention providers
spent quite a bit of time reviewing the previous sessions before starting the day’s session,
contributing to the longer duration of intervention. The intervention providers suggested making
all sessions 30 minutes and splitting the last two sessions into three sessions. This would increase

the number of sessions from five to six but was reported to be acceptable.

Acceptability of the intervention content and format
Participants with BD and their caregivers mentioned that they were ready to participate in the
intervention due to the perceived benefit. One caregiver spoke of his motivation:
Of course, if people are not convinced, sitting for 10 minutes could be difficult. But, if they
understand that the treatment is for their own benefit, an hour could be tolerable. You have
given us this education to improve the health of my wife. So, how could I feel tired to
learn?
Participants also mentioned that they found the intervention useful, and supported their coping
efforts, though the session perceived to be the most important differed depending on their priority
problems. Some participants said that education about illness and treatment was most helpful
because it had helped them to improve their knowledge about their own or their relative’s illness
and treatment. One person with BD said:
I have learned a lot about my illness and the treatment. I learned that the medication will
help me to feel calm and have a good relationship with my family. I have also learned why
I need to take medication for a long time and the negative effect of stopping it on my health
[PBD, ID12].
Caregivers also acknowledged the usefulness of the session that described the treatment, reporting
their satisfaction as follows:
In general, the session on medication was most important. It (medication) is very helpful
Jor her [patient]to stay well, it helps her to live a normal life with the family, neighbors,
and with the community. It is also important for us as a family because if one person gets
unwell in the household, the whole family gets affected. [Caregiver, ID02].
11
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Other participants mentioned the content on “how to improve sleep” as most important. They
mentioned that sleep problems are one of the major challenges for people with BD. People with
BD described the importance of this session as follows:
I am happy because I have learned how to improve my sleep. Now, I know the importance
of sleeping at a regular time and waking up at the same time. Now, I am trying to bring
that practice. 1 also stopped drinking coffee at night. [PBD, ID0S8].
Regarding anxiety management techniques (muscle relaxation and breathing exercises),
participants reported different experiences. Some found it hard and needed more practice to master
the exercises, others found the exercise easy to practice and they liked it best of all aspects of the
intervention.
1 liked exercise session most because they teach us how to reduce our tension by using it.
The inhaling and exhaling part of the exercise is very enjovable to me and not that much
difficult [PBD, 1D04].
Intervention providers also reported that participants were happy during the intervention sessions,
even though they noticed different levels of understanding among participants. As a result, the
same topic took a different amount of time to cover for different people with BD and caregivers.
One intervention provider explained the situation as follows:
“Participants were happy during the intervention sessions but, they have a different level
of understanding. They understand most of the intervention session but not all...especially
illiterate patients need more time. " [Intervention provider, 1D02].
Regarding the intervention format, both people with BD and their caregivers who received the
intervention together highlighted the importance of engaging caregivers in the intervention. When
caregivers were involved, people with BD were pleased with their involvement. The reason was
that caregivers learned more about their relative’s illness and started to understand the person better
than before they received the intervention.
My husband started to understand my illness after he took the education. Now, he even
tells the children not to disturb me, he advises me to finish the chores and sleep early. Now,
he is starting to understand me because he has learned about my iliness [PBD, ID01]
Intervention providers, on the other hand, identified the difficulties of discussing family-related

issues with people with BD in the presence of their caregiver or vise-versa, despite believing that

12
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involving caregivers in the intervention was important because of the essential role that caregivers
play in the lived of people with BD.
Sometimes, there are family-related issues like disagreement or other family-related issues
that the patients perceived as a cause or triggering factor for their illness. Thus, they feel
discomfort talking about it in the presence of their family and they need to discuss it alone.

So, it is good to consider both sides. [Intervention provider, ID03].

Perceptions of intervention providers on training and the manual

Intervention providers liked the way that the training material had been prepared, including the

color printing and the instructions given to intervention providers. They also mentioned that

preparation of a manual in the local language helped them to understand better.

All the intervention providers mentioned that the content covered by the manual was sufficient to

help them deliver the intervention. They also specifically, mentioned that the communication skills

component was most useful because of its applicability for any patients, whether they had a

physical or mental illness.

Communication skill was one of the sessions that received a lot of attention during the
training. Since we are not mental health experts, we had a communication gap. Previously
we were relying more on medicine than psychological intervention. This section is useful
to build good communication with other patients as well. [Intervention provider, IDO1].

Regarding the training approach, professionals appreciated the use of case stories, role plays, and

experience sharing.

During the training, we were discussing about hypothetical case based on owr previous
experience. For example, we were saying what if the participant possibly asks this and that
question and how we can provide an answer for them and the like... which was really
helped us to understand the topic [Intervention provider, ID03].

Another intervention provider also mentioned the importance of communication skills as follows.
We have discussed how to create trust, which is a great idea. We do not always inquire
about issues that are not clearly described by the patient. For example, we do not usually
check if patients have had a history of suicidal attempts or ideation. Therefore, the skill we
got from the current training was important, [Intervention provider, 1D02].

Finally, the intervention providers described that the providers” information leaflet was helpful,

especially to quickly review the content of the intervention during intervention provision.

13
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However, the font size was considered to be too small and the double-sided printing affected

how it could be used.

Findings from pre-post knowledge assessment.

Compared to the pre-training assessment results, there was an improvement post-training in

perceived knowledge and skills of the providers in four domains of the psychological intervention:

symptoms and causes of BD. treatment, techniques used to improve wellness, and core skills (table

5).

Table 5: Change in providers’ knowledge and self-reported skills (n=9)

Domain of interest

Items used as a measurement

Pre-training

Post-training

from the intervention Median (Min, Max) | Median (Min, Max)
Perceived knowledge on symptoms | 11 (9, 14) 15 (12, 15)
Symptoms of BD 3 il .
Psychoeducation delivery skills 9(7,15) 15(12,15)
Knowledge about treatments of BD | 13 (12, 15) 15(14,15)
Treatient of the BD Skill to education for PBD and
caregivers 11(8.13) 15 (13, 15)
Techniques used to i ;
improve wellness (PST, Perceived knowledge of techniques | 3 (3, 5) 4(4,5)
sleep hygiene, & Skill to education PBD &
anxiety management) caregivers 3(2,5) 4(4.5)
Core skills in Perceived knowledge 4(3.5) 4(4,5)
sychological S . .
?m):’.r\«'entigon Skill in treating patients 7(5.10) 8 (8, 10)

* Minimum= Min, Maximum= Max, People with Bipolar Disorder = PBD

Fidelity of intervention delivery

With the exception of the fourth session, the intervention providers level of adherence to all

components of the intervention manual was high (Figure 1). Adherence varied from 58% to 98%

(2.8/5 t0 4.9/5). Overall mean adherence to intervention content for all five sessions was 78%. The

fourth session had a lower mean score (2.8/5) and the third session had the highest mean score

(4.9/5). For the three items that were used to assess the competency of intervention providers in

explaining the aim of the session (beginning the session with general questions, and managing
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357  time effectively). the mean competency score varied from 60% (3/5) in the fourth session to 80%

358  (4/5) in the third session. The overall mean competency score for all the sessions was 70%.
6 3
5 4.9
4 7
i3/
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Mean competency score Mean fidelity score
359
360 Figure 1: Mean adherence of intervention providers to the intervention contents
361

362  The impact of the intervention on symptom severity

363  The median score of depressive and mania symptom severity scores before and after delivering

364  the intervention are summarized in table 6. There was a reduction in depressive symptoms after

365  the intervention compared to the pre-intervention results. However, the reduction in mania

366  symptoms score was not different from pre-intervention.

367

368 Table 6: Depressive and mania symptom severity score before and after intervention (n=12)
Symptoms of interest Instruments used to Pre-intervention Post-intervention

measure the outcomes | Median (Min, Max) Median (Min, Max)

Depressive symptom severity | PHQ-9 4(0,9) 1.5 (0,6)
Manic symptom severity YMRS 1.5 (0.5) 1.5 (0,4)

369
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Discussion

To the best of our knowledge, this is the first study to assess the feasibility and acceptability of a
psychological intervention for people with BD that was developed to be contextually appropriate
for the primary care setting in a low-income country. The developed intervention was well-
received by people with BD, caregivers and providers and led to perceived benefits. The providers’
knowledge about bipolar disorder, its treatment, and techniques used to improve wellness and
anxiety management improved after the training. The intervention implementation fidelity score
was moderate.

All except one caregiver attended all sessions, indicating the feasibility of the intervention (14).
This finding is comparable with a pilot study conducted in Pakistan that reported a 100%
attendance rate in 12 sessions of psychoeducation for people with BD (28) and is lower than the
levels of drop-out reported in studies that tested the feasibility of 16-20 sessions of cognitive
behavioral therapy for bipolar disorder (23-40% drop-out) (29, 30). The high attendance rate of
the intervention in our study could be due to a lower number of sessions, the participatory
development of the intervention, involving all stakeholders (31, 32), and the efforts made to ensure
that it would fit into the local context (9, 10). With psychological interventions, difficulty finding
a convenient time for sessions is a common barrier to attendance (33). In the current study, the
time flexibility during intervention provision helped the participants to attend all the sessions and
reduced the risk of drop out of participants from the intervention.

The psychosocial intervention was used to enhance the understanding of study participants about
the illness, to help them to acquire skills used to cope with challenges (34) and to maintain their
psychosocial wellbeing (35). In this study, participants reported that they had acquired improved
knowledge and skills related to BD. However, the degree of importance of each session was
different for different participants, indicating a need for the providers to personalize the focus of
the intervention. People with BD have various needs related to symptoms of illness, treatment,
quality of life, and their family relationships which need different approaches (36). Likewise,
caregivers and people with BD may also have different priorities (17). Although the sample size
was very small, it is encouraging that depressive symptoms were reduced, which is in line with the
findings of systematic reviews (7, 8). The first review included studies were from LMICs, and the
sessions ranged from 3 to 18, but, most of the intervention providers were mental health experts

(8) and the second review (7) included studies conducted mainly in high income countries. This
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may indicate that a non-specialist can deliver mental health interventions that have positive effects
on depression (37).

In the current study, the overall mean level of adherence to the intervention content and providers'
competency in delivering the intervention were moderate. This result is lower than the previous
feasibility studies conducted in high income countries, which found high fidelity in a family-
focused intervention for schizophrenia (38) and youth at risk of bipolar (39). However, the
difference might be because of difference in qualification and year of experience in providing PSI.
PHC workers delivered the intervention for the first time in our study, while in the previous studies
(38, 39), providers were masters or doctoral level psychologists.

Almost all sessions took longer to deliver than the proposed 20 minutes. Intervention providers
reported that the content was important and should not be reduced, instead suggesting that the last
two sessions could be made into three sessions and that 30 minutes was a more realistic timeframe
for each session. A systematic review that synthesized published results in LMICs reported 3-12
individual sessions and the duration of cach session ranged from 45-60 minutes (8) which is much
higher than that allocated for each session in the current study. Therefore, taking the feasibility of
time into account is needed during manual revision.

The findings of a previous systematic review indicated that family-focused psychological
interventions were effective in reducing relapse and hospital admission (8). During the intervention
development, the Theory of Change (ToC) participants and mental health experts strongly
suggested the engagement of caregivers as long as this accorded with the preference of the person
with BD (15). During the feasibility study, however. intervention providers observed incidences
of hesitation to freely discuss family-related issues both among people with BD and caregivers.
Thus, understanding confidentiality issues and how family conflicts can be managed needs to be
considered (40). The way to do this is to have one session with each group member (service user
and care giver in our study) before the actual delivery of the intervention session, which helps to
understand the needs of each participant (41). In the current feasibility study. intervention
providers also suggested that there should be flexibility to allow providers to meet with the person
with BD and caregiver individually whenever they find it to be necessary.

Implications of the study

This intervention was tested in a routine clinical setting where the intervention was planned to be

delivered. The study identified both strengths and challenges that are likely to occur during the
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actual implementation of the intervention. During the intervention development (15), workshop
participants of ToC and mental health expert also anticipated facilitators like providing the
intervention in a facility where patients receive their regular follow-up, using intervention manual
and information leaflet prepared in a local language and delivering the intervention using mhGAP
trained professions. They also mentioned the importance involving caregivers in the intervention
provided that the interest and freedom of people with BD are ensured before engaging caregivers
which was also noted during the delivery of the intervention.

The intervention evaluation approach focused on the feasibility and acceptability of the developed
intervention in terms of content, training manual and leaflet preparation, language, and delivery
strategies that helped to improve stakeholders' buy-in (42) and ensured scalability of the developed
psychological intervention. The mixed-methods approached described in this study, can be applied
by other researchers to identify the strengths and challenges of implementation and to develop
strategies that can help to potentially improve implementation fidelity and engagement of service
users. The next step should be to investigate the revised intervention for its effectiveness in a

randomized controlled trial.

Strengths and limitations

The strength of this study is that based on the recommendation of the MRC framework. which we
used to develop the intervention. we assessed the feasibility and acceptability of the intervention
using the various methods: qualitative interview, pre-post assessment, and recording all
intervention sessions, and checked for the fidelity of intervention implementation. Second, we
assessed the feasibility and acceptability of intervention from both service users’ and intervention
providers’ perspectives. Third, the study identified areas that need further modification before
testing effectiveness. However, the findings should be interpreted in light of the following
limitations: (i) the sample size was small, particularly for caregivers, (ii) due to small sample size
and limited resources, we used a single group intervention ; and (iii) we did not quantify the change

in knowledge and skills of intervention participants.

In conclusion, the findings demonstrated that psychological intervention is feasible and acceptable
to deliver by PHC workers in LMIC settings. Efficacy and effectiveness trials are necessary before

taking the intervention into the routine PHC setting for wider community use.
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Appendix-E: Topic guide to assess the lived experience of people with bipolar disorder

/7

+¢+ Basic Socio-demographic information
Can you tell me a bit about yourself?
A. Age, Education, Religion, Place of residence, Marital status, Occupation, with whom you are living

+¢ IlIness history
Please do you tell me about your first and last illness experience?
Probes
A. When did you get unwell for the first time (first onset of your illness)?
B. Can you tell me how it looked when you got ill for the first time? What were the problems?
C. What about when you got unwell the last (most recent) time?
Probe
What happened? What were the problems?

Perceived cause/factors) that affect the illness positively or negatively

¢ What do you think was the reason that you got unwell for the first time (first onset of
your illness)?
Probes

e Can you tell me more how those situations related to the first onset of your illness?

e Can you tell me more about any additional things that you experienced and remember before
you got unwell for the first time?
What do you think was the reason you got unwell the last (most recent) time (relapse) / ?
Probes
e Can you give me some examples of how those things related to getting unwell?
e Can you tell me more about anything that you experienced and remember before you got
unwell for the last time?

e Examples- challenges in daily life, relationships, financial, work/education, substance use

Other than what we already discussed before, were there any other difficulties that you or your families or
close friends experienced that made the time of relapse significantly different from other time?

e Can you tell me more about the problem?

e How do you think these problems contributed to your illness?

You have told me about the problems that makes your illness come back. Now, please tell me about
things that makes you feel good, or that you think are important to prevent your illness coming back?
e Can you tell me about anything that you were experienced / think as important to prevent or decrease
how severe your illness is when you get unwell?
Probes:
= What about social support?
e Can you tell me more about who was around you in the past time when you were in need
(list all people)?
e Asyou mentioned, you got help from.... when did you have help from them?
e How did it help you?
= What about taking medication?
e Can you tell me how it helps you?
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Coping mechanisms

Now, I want to know how you have done or have you doing to reduce or cope with the challenges that
you have faced?
= What do you do during the period of your illness?
e Ask patients to describe/list all activities/ coping mechanisms/ they were using)?
e How those activities help you to feel well or reduce your distress?
o Examples: visiting health facility/taking medication, social involvement, religious activities,
substance use, limiting social involvement

Self-care strategies
Can you tell me what type of self-care strategies you use to improve your health?
Probes

o Examples: sleep, eating, exercise, help-seeking

Impact of illness

Can you tell me about the challenges you face because of having mental illness /bipolar disorder?
Probe
= Does the illness have any effect on your everyday life?
If yes, can you give me an example of how did the illness affect your everyday life?
What about challenges related to relationships with others?
What about changes in how people treat you due to your illness?
Can you give examples?
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Appendix-F: Topic guide for caregivers of people with bipolar disorder

¢ Basic Socio-demographic information

Can you tell me a bit about yourself?
A. Age, Education, Religion, Place of Residence, Marital status, Occupation, what is your relationship
with the patient

= llIness history
Please can you tell me about your relative (child/husband/wife/brother/sister.) first and the last illness
experience?
Probes
A. When did your relative got unwell for the first time (first onset of your illness)?
B. Can you tell me how it looked when your relative get ill for the first time? What were the
problems?
C. What about when your relative got unwell for the last time?
Probe
How was it? What were the problems?

Perceived cause / factors) that affect the illness positively or negatively

¢ What do you think was the reason that your relative (child /husband/ wife/ brother /sister)
got unwell for the first time (first onset of your illness)? (List all)
Probes

e Can you tell me more how those situations related with the first onset of her/his illness?

e Can you tell me more about any additional things that she/ he experienced before she/he got unwell
for the first time?
What do you think the reason for your relative (child /husband/ wife/ brother /sister....) got unwell
for the last time (relapse)? (list all)

Probes
e Can you give me some examples of how those things related to getting unwell after the first
time?
e Can you tell me more about anything that child /husband/ wife/ brother /sister...experienced
before she/he got unwell for the last time?
Probes

= Any challenges in the patient’s daily life (sleep, Loss or damage of personal properties...)?
= Problems related to relationships.
= Divorce or separation, breaking relationship or unfaithfulness, Death of loved one,
= What about financial problems? How those challenges affected your relative (child /husband/
wife/ brother /sister...) health?
= What about job-related problems (If the caregiver says yes, probe)
o What was the reason for the problem?
o Probes changes in the patient’s previous time of job, responsibilities or Retirement
o What about education related problems like a failure, starting a new education
o How those challenges affected your child /husband/ wife/ brother /sister...your health?
=  What about substance use like Alcohol, Khat...?
v What kind of substance was she/he use?
v Why do your child /husband/ wife/ brother /sister...use that substance/s?
v How those challenges affected her/his health condition?

Other than what we already discussed before, were there any other difficulties that your child /husband/
wife/ brother /sister... experienced before he/she got ill.?
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v Can you tell me more the problem?
v How do you think these problems contributed to your child /husband/ wife/ brother
[sister...ilIness?
Thank you very much, now let’s discuss things that make your child /husband/ wife/ brother
/sister...to feel good, or that you think important to prevent the exacerbation of his/her illness

= Can you tell me about anything that you think as important / helps your relative feel better?
= What about things that help him/ her to minimize the chance of experiencing illness after he/she
got better?
Probes:
= What about social support?
v Can you tell me more about who was/is around him/her in the past time when he/she was in
need (list all people)?
v As you mentioned, he/she got help from.... How it helped him/her?
= What about taking medication?
v" Can you tell me how it helps him/her?

Coping mechanisms

Now, I want to know what your child /husband/ wife/ brother /sister... has doing to reduce or cope
with challenges that he/she has faced and How you and other family members trying to help him/her.

= What do he/she do during the period of his /her illness?
v Ask the caregiver to describe/list all activities that his relative was/is using)?
v How those activities help him/her to feel well or reduce your distress?

Probes

= What about visiting health facility/ using medication

= What about sharing feelings to others?
v Can you give me an example to whom your relative shared his/her feeling?
v" How these activities help your relation?
v If not why, why not?

= What about social involvement?
v How is your relative social involvement?
v" How do involve in social activities helps him in the last period of his/her illness?
v How it helped him/her? Or why that not helped him/her?

= What about religious activities like praying, fasting, listening religious song...?
v" How these things help your relative to feel good?

= What about not want to talk about the problem/ situation?
= What about denial (refuse to believe that the problems had happened)?
= What about self-criticism/ blaming?
= What about the use of the substance to forget the problem?
Probes

v What kinds of substances are/were your relative use?
v" When do your relative use that substances most of the time?
v Why do you think that he/she is using those substances?
= What about reading books? How it helps him/her?
= What about waiting for the problem to be solved by itself through time?

Please, tell me how you and other family members trying to help your relative (your child /husband/
wife/ brother /sister)

= What do you do?

= How it helps the patient to feel good?
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Self-care strategies

Can you tell me what type of self-care strategies your child /husband/ wife/ brother /sister use to improve
his /her health status?

Probes

= What do you do to improve your sleep pattern?

= What do you do to improve your eating habit?

= What about doing exercise?

Can you tell me more about what type of exercise he/she is doing?
When do your relative do the exercise?

Where do your relative do the exercise?

How the exercises do benefit you to improve your health?

= What about obtaining regular medical care as part of prevention?
e What type of medical care is he/she is/was getting?
e When does he/she get help from health care setting?

Impact of illness

Now, please, tell me about challenges your child /husband/ wife/ brother /sister face because of
having mental illness /bipolar disorder or family member because of having relative with mental
illness

First tell about the challenges that your child /husband/ wife/ brother /sister is facing because of
having a mental illness

Probe
= What are the challenges that your child /husband/ wife/ brother /sister facing because of having a
mental illness?
= |f yes, can you give me an example of how did the illness affects his/her everyday life?
= What about challenges in his/her relationships with others?
Probes what about with his/her
e  Children, Family, Partner, Work colleagues Friends and Neighbours

= What about Stigma and discrimination, or a change in acceptance due to his/her illness?
Probes
Can you tell me who stigmatized and discriminate against him/her?
Family member, Friends, Neighbors or Co-workers
Can you tell me more about why they stigmatized and discriminate against him/her?
What about quarrels and legal problems with your relative, families, or friends?
= What about challenges in getting or maintaining his/her job

Now, tell me about challenges that you as a caregiver or other family members facing because of
having a relative with mental illness.
Probe

e  Effect of social life /relationship

e  What about on job/ education

e  What about family health
We discussed about your child /husband/ wife/ brother /sister illness, what makes his/her illness
exacerbate or back after he/she got well, about his/her treatment, how you and other family
members/ community tried to help him/her to cope with challenges. What is most worrisome
problem for you and other family members that you need to be solved related with your child
/husband/ wife/ brother /sister illness
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Appendix-G: Topic guide on feasibility test for people with bipolar disorder and their caregivers

English Version

Thank you for coming and willing to participate, today, I want to ask you about the
1 PSI you have received
How was the PSI you received (duration, method, participation of the trainees)?
Probe
e For how many days did you receive the intervention
e How was the intervention (difficulty, homework)
2 How was the adequacy of training time to understand and practice homework?
3 Among the intervention sessions you participated, which education/session discussed well?
B (Which part of the intervention sessions were well taught/facilitated well?)
e Would you please tell me why you feel that way?
e Can you give me an example?
Among the intervention sessions you participated,
4 e Which part of the intervention was easy to understand and implement?
- e And which one was difficult?
Among the intervention you received, which part of the intervention sessions were
appropriate for your needs?
° Why?
2 e Which session do you like most? Why?
e Which sessions do you feel less important? Why?
Among the PSI you received, which session do you like most?
6 o What were your favorite parts or strengths of the intervention?
- o What was your least favorite part or weakness of the intervention?
Any other suggestion or comments to help us improve for the future?
7 e As intervention receiver / participant, what additional topic would you need to learn
in addition to what you already received?
If someone like your friends, family or someone in the community needs similar help, what
8 is your recommendation about this intervention?
o If you need help again, would you come back to this PRogramme?
Ambharic version
1 P@AST PATANG UNIRE AT8F INC
AO»6By 65
e AR PUA 1H @NS.
o ANNMM- A1&T 1NC (NNE/PAA, PN N AT18.N4¢ 217CF 1NC)
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Appendix-H: Topic guide on feasibility test for intervention providers (PHC workers)

English version

I~

Training related questions
How was the training process (duration, method, the participation of trainees)?
Probe
e How was the adequacy of time to understand and give the intervention?
e Which part of the training you feel was sufficiently interactive? Which session
needs more practical sessions?
e Which part of the training session you feel was NOT sufficiently interactive and
describe why you feel that way.
e Would you please tell me why you feel that way? Can you give me an example?
e Which part of the training was easy to understand?
¢ And which one was difficult? Why?
e How does the intervention need to be improved to make it easy and
understandable for the future?
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As you involved in the training and in the pilot test,

Which part of the training session do you feel had quality content and appropriate
to your needs/ patients’ need? (clear, relevant, easy to deliver and understandable
by participants)

If you were given the task of revising the intervention manual or the training
approach, what would you change? Why?

What was your favorite part or the strengths of the training?

What was your least favorite part or the weakness of the training?

Which part of the training session do you feel had POOR quality content? What
was missing in the content that you would like to see when the intervention
manual revised?

Any other suggestion or comments do you have to help us improve future
training?

As a PHCWs and intervention provider, what additional assistance would you
need to implement what you learned during these training?

1o

Intervention manual and intervention provider leaflet related questions

How do you feel about / see the intervention manual?

Probe-

e Quality of the manual in terms of preparation, color, font, clarity instruction

Clarity of content in the manuals
What do you like from manual preparation most? Why?
What do you dislike / or felt less important from the manual preparation?
How was the intervention provider leaflet? Probe

e Preparation, color, font, clarity instruction)

e quality and usefulness for facilitating the sessions:

e Clarity of content in the manuals
What do you like from leaflet and recorder audio most? Why?
What do you dislike / or felt less important from the provider leaflet? Why?
What do you recommend to improve the intervention manual? What about the
leaflet?

I~

Intervention provision related questions

How was the intervention provision (duration, method)?

Probe

¢ How was the adequacy of time to provide the intervention for PBD /Caregiver?

e If, the time is inadequate, which session takes more time

e What do you recommend to finish the content (increase the number of
sessions, duration of sessions, decrease the content)?

e Which was easy to deliver? Why?

e Which was difficult to deliver? Why?
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e What do you recommend to make it easy and understandable?
e Any other suggestion or comments do you have to help us improve future
intervention provision?

lon

Service users related questions
From user observation during pilot test,

For service users. which sessions was easy to understand and sufficiently
interactive? Why?

For service users. which sessions was difficult to understand and not sufficiently
interactive? Why?

What do you suggest to make it easier and more understandable in the future?

Amharic version
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Appendix-1: Intervention fidelity assessment checklist

Psychosocial intervention Fidelity Scale
Date

Name of assessor =

Signature:

Please record each rating next to the item.
Overall Session Quality is calculated as an average of all other 1-5 rating scores.

Items that need to be assessed for all sessions.

No. | Items Score
1 Explained aim of the session
2 Start the session with a general question related to the topic
3 Uses time efficiently to meet session goals
1. Items that need to be assessed for all sessions.
No. | Items Assessor

Session one: Need assessment and Goal setting

1 Done need assessment

2 Set the goal in discussion with the participants

Session two: Awareness about Bipolar Disorder

1 Described bipolar disorder and the sign and symptoms of BD
2 Described how to recognize early sign and symptoms of BD
3 Discussed about how to identify influencing factors ion with participants on

Session three: Treatment

their caregivers

1 Described the treatment of the bipolar disorder

2 Described the side-effect of medication

3 Define treatment adherence

4 Identify /understand the reasons for non-adherence from the people with BD and

Session four: Promoting Wellbeing of People with Bipolar Disorder:

1 Discussed sleep problems and sleep hygiene techniques
2 Define about stressful situations and effect on illness
3 Discussed techniques used to manage interpersonal problems

Session 5: Anxiety management and substance use prevention

1 Discuss on coping mechanisms/anxiety management

2 Describe about the importance relapse prevention action plan & its components?
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Appendix-J: Intervention providers’ knowledge and skill assessment checklist

Please review the following list of knowledge and skills statements. Give some thought to what you

know by putting an X in the number that best represents your knowledge and skills

RATING SCALE:

1 =Very poor

2=Poor 3=Fair 4=Good 5=Excellent

SELF-ASSESSMENT OF KNOWLEDGE AND SKILLS RELATED TO

Knowledge about the sign and symptoms of bipolar disorder

Knowledge about the early warning signs of relapse

Three items Knowledge about the cause and influencing factors BD
about symptoms - - -
of depression Ablg to teac_h PBD and their caregivers about the sign and symptoms
and mania of bipolar disorder
Able to teach PBD and their caregivers about the early warning signs
of relapse
Able to teach PBD and their caregivers about the cause and
influencing factors BD
Knowledge about treatment options
Understand about medication side-effect
Three items Knowledge about importance of early treatment and adherence
about treatment - - - - —
of BD I—_Iavmg a skill to teach PBD and their caregivers about medication
side-effect
Having a skill to teach PBD and their caregivers about medication
adherence
Having a skill to teach PBD and their caregivers about the importance
of early treatment
Knowledge about techniques used to promote people with BD’s
Promoting wellbeing
wellness Having a skill to teach about techniques used to promote people with
BD’s wellbeing
Anxiety Knowledge about action plan to prevent relapse and improve early
management treatment

Skill on how to prepare and teach action plan to prevent relapse and
improve early treatment
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Appendix-K: Patient Health Questionnaire-9 (PHQ-9)

of hurting yourself in some way.

Over the past two weeks, how often have you been Notat | Several | Morethan | Nearly | Answer
. all days half the every
?
bothered by any of the following problem days day
1. | Little interest or pleasure in doing things 0 1 2 3 [1
2. | Feeling down, depressed or hopeless 0 1 2 3 [1
3. | Trouble falling asleep, staying asleep, 0 1 2 3 [1
or sleeping too much
4. | Feeling tired or having little energy 0 1 2 3 [1
5. | Poor appetite or overeating 0 1 2 3 [1
6. | Feeling bad about yourself or that you are failure on 0 1 2 3 [1
have
let yourself or your family down
7. | Trouble concentration on things, such as reading | 0 1 2 3 [1
Newspapers or watching television
8. | Moving or speaking so slowly that other people 0 1 2 3 [1
could have noticed or the opposite being so
fidgety or restless that you have been moving
around a lot more than usual.
9. | Thought that you would be better off dead or 0 1 2 3 [1
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Appendix-L: Young Mania Rating Scale (YMRS)

Elevated Mood

0 = Absent

1 = Mildly or possibly increased on questioning

2 = Definite subjective elevation; optimistic, self-confident; cheerful;
appropriate to content

3 = Elevated; inappropriate to content; humorous

4 = Euphoric; inappropriate laughter; singing

Increased Motor
Activity-Energy

0 = Absent

1 = Subjectively increased

2 = Animated; gestures increased

3 = Excessive energy; hyperactive at times; restless (can be calmed)

4 = Motor excitement; continuous hyperactivity (cannot be calmed)

Sexual Interest

0 = Normal; not increased

1 = Mildly or possibly increased

2 = Definite subjective increase on questioning

3 = Spontaneous sexual content; elaborates on sexual matters; hypersexual
by self-report

4 = Overt sexual acts (toward patients, staff, or interviewer)

Sleep 0 = Reports no decrease in sleep
1 = Sleeping less than normal amount by up to one hour
2 = Sleeping less than normal by more than one hour
3 = Reports decreased need for sleep
4 = Denies need for sleep
Irritability 0 = Absent

2 = Subjectively increased

4 = Irritable at times during interview; recent episodes of anger or
annoyance on ward

6 = Frequently irritable during interview; short, curt throughout

8 = Hostile, uncooperative; interview impossible

Speech (Rate and
Amount)

0 = No increase

2 = Feels talkative

4 = Increased rate or amount at times, verbose at times

6 = Push; consistently increased rate and amount; difficult to interrupt

8 = Pressured; uninterruptible, continuous speech

Language-Thought
Disorder

0 = Absent

1 = Circumstantial; mild distractibility; quick thoughts

2 = Distractible, loses goal of thought; changes topics frequently;
racing thoughts

3 = Flight of ideas; tangentiality; difficult to follow; rhyming,

echolalia
4 = Incoherent; communication impossible
Content 0 = Normal

2 = Questionable plans, new interests
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4 = Special project(s); hyper-religious

6 = Grandiose or paranoid ideas; ideas of reference

8 = Delusions; hallucinations

9. Disruptive- 0 = Absent, cooperative
Aggressive 2 = Sarcastic; loud at times, guarded
Behavior 4 = Demanding; threats on ward
6 = Threatens interviewer; shouting; interview difficult
8 Assaultive; destructive; interview impossible
10. Appearance 0 = Appropriate dress and grooming
1 = overdressed
2 = Poorly groomed; moderately disheveled; Minimally unkempt
3 = Disheveled; partly clothed; garish make-up
4 = Completely unkempt; decorated; bizarre garb
11. Insight 0 = Present; admits illness; agrees with need for treatment

1 = Possibly ill

2 = Admits behavior change, but denies illness

3 = Admits possible change in behavior, but denies illness

4 = Denies any behavior change
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Appendix-M: Information sheet for qualitative study [English version]

IRB Reference Number: 043/17/Psy).

Psychosocial intervention for bipolar disorder in integrated care setting in rural Ethiopia

We would like to invite you to participate in this original post graduate research project. You should
only participate if you want; choosing not to participate will not disadvantage you in any way and not

connected to your current treatment.

Before you decide whether you want to take part, it is important for you to understand why the research
is being done and what your participation will involve. Please take time to read the following
information carefully and discuss it with others if you wish. Ask us if there is anything that is not clear
or if you would like more information.

This study is being conducted as a PhD requirement in mental health epidemiology given by the
Department of Psychiatry, Addis Ababa University.

Aims of the research; this study is to develop psychosocial intervention for bipolar disorder.

Who are we recruiting? A person with bipolar disorder and their care givers who uses mental health

care service in primary health care settings in Sodo and Butajira district.

What will happen if you agree to take part? You will be asked few questions in one to one interview
about your own understanding and experience of psychosocial risk factors for relapse, coping
mechanism and self-care strategy. The interview will be undertaken in this health facility or another
place that is convenient for you. The interview may take 45-60 minute. If you are willing, for the

purpose of listening and understanding the situation well, the interview will be audio-recorded.

Risks of being in the study
We don’t expect any sort of risks associated with this study. In case if you are not comfortable to
answer some of the questions you are not obliged to answer all. If you are distressed during the

interview, it can be stopped.
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Possible benefits: we hope that the information obtained will help to understand the psychosocial risk
factors, coping mechanism and self-care strategies of peoples with bipolar disorders. After the
completion of the study, the findings will be shared with you, either by inviting you on the meeting or

giving you a leaflet,

What we will do with your data

In you participated in the interview, we will make sure that the tapes or the notes do not include your
name or identifying information. It will be kept in a locked cupboard. Once the interview tapes have
been written down, and the data has been analyzed, the tapes will be cleared. Nobody except the
principal researcher will know that the information belongs to you. After the end of this study, the
information you tell us may be used by other researchers, but they will not be able to identify you in

any way.

Main researchers:
Mekdes Demissie under primary supervision of Dr. Abebaw Fekadu. Dr. Charlotte Hanlon Dr. and

Dr. Roise Mayston.

You can contact us at the PRIME project office on telephone Number ............ccce.... from

It is up to you to decide whether to take a part or not. If you decide to participate, you are free to

withdraw at any time without giving a reason.

If this study has harmed you in any way, you can contact the Institutional Review Board, Addis Ababa

University, using the details below for further advice and information:

e Institutional Review Board, School of Medicine, Addis Ababa University Telephone number:
0115-5538734 and Mekdes Demissie +2519-13205130
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Appendix-M: Information sheet for qualitative study [Amharic version]
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IRB Reference Number: 043/17/Psy).
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Appendix-N: Patients consent form [English version]

Please complete this form after you have read the information Sheet and/or listened to an explanation about the

research.

Title of the research

“Psychosocial intervention for bipolar disorder in integrated care setting in rural Ethiopia”
Addis Ababa University Research Ethics Committee Ref: 043/07/Psy

Thank you for considering taking part in this research. The person organizing the research must explain the
project to you before you agree to take parts. If you have any question arising from the information Sheet or
explanation already given to you, please ask the researcher before you decide whether to join in. You will be
given a copy of this consent form o keep and refer to at any time.

I understand that if | decide at any time during the research that | no longer wish to participate in this project, |
can notify the researchers involved and withdraw from it immediately without giving any reason. Furthermore,

I understand that | will be able to withdraw my data up until they are published.

I consent to the processing of my personal information for the purposes explained to me. I understand that such

information will be handled in accordance with the terms of the national data protection rules.

If | am interviewed, | consent to that interview being audio-taped. The information you have submitted will be
published as a report. Please note that confidentiality and anonymity will be maintained and it will not be

possible to identify you from any publications.

| agree that the research team may use anonymized data for future research.

Participant’s Statement:

| agree

that the research project named above has been explained to me to my satisfaction and | agree
to take part in the study. I have read both the notes written above and the Information Sheet

about the project, and understand what the research study involves.

Signed Date

Witness Statement (in event that participant is not literate):
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| agree that the research project

named above has been explained to (participant) to her satisfaction and that she agrees
to take part in the study. Both the notes written above and the Information Sheet about the project have been

read to her, and she understands what the research study involves.

Signed Date

Investigator’s Statement:

I confirm that | have carefully explained the nature,

demands and any foreseeable risks (where applicable) of the proposed research to the participant.

Signed Date
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Appendix-N: Patients consent form [Amharic version]

PPGHS IOCIPC A FLPT ORI OFMPEPT 048PT av PP PR
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ATavTIePE (10PGIC KG P19° P T1PA ALTCNT hbate fer@-dt @R AL ntate@-/P
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aArFav-::
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AT%.mPI0F HOATIPCFAU-:
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AL /P P
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Appendix P: Psychological intervention for people with bipolar disorder [English version]

Psychological Intervention for Bipolar Disorder
Ethiopia

A manual for primary health care use

Prepared by: Mekdes Demissie, Dr. Abebaw Fekadu and Dr. Charlotte Hanlon

Addis Ababa University
College of Health Sciences
Department of Psychiatry

January 1, 2020
Addis Ababa, Ethiopia
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[ psychological Intervention for Bipolar Disorder Ethiopia

UNIT ONE: INTRODUCTION TO THE MANUAL

1.1 Background

Bipolar disorder (BD) is a severe mental iliness which has a recurrent or relapsing course. Bipolar
disorder can lead to substantial functional and soclal impairment, as well as an economic burden
on the person and their family. In common with people who have other chronic disease, people
with bipolar disorder may find it difficult to adhere to treatment and lifestyle recommendations,
which in turn leads to worse outcomes.

Psychosocial interventions for bipolar disorders are any non-pharmacological interventions for
people with BD and caregivers. In this context, psychosocial interventions seek to do the
following: provide education about the disorder, the causes and factors affecting relapse;
motivate constructive engagement with treatment and equip the person with strategies on how
to manage stressful life events and to prevent or delay relapse; and improve the quality of life of
people with BD and their families.

1.2 What is the rationale for the psychosocial interventions and for the training manual?

Medication is the mainstay of the treatment of bipolar disorder; however, many people with BD
experience relapse despite taking medication. Studies have shown that adding on a psychosocial
intervention to medication treatment improves the clinical and functional outcomes better than
medication alone,

In a study from Ethiopia, people with bipolar disorder were found to have a poor clinical and
functional outcome. In part, this may be related to the lack of availability and affordability of
mood-stabilizer medications. Also, people with BD and their caregivers identified social, economic,
cultural and spiritual factors, substance use, and treatment-related factors (e.g., non-adherence
to medication) as important factors affecting relapse. The need for interventions to improve
treatment adherence, reduce stigma, and help people to regain confidence were identified,

In the World Health Organization mental health Gap Action Programme (WHO mhGAP)
intervention guideline, |t is recommended that psychoeducation and basic psychosocial
interventions should be given for all people with bipolar disorders, regardless of where they live
in the worid. The Federal Ministry of Health of Ethiopia is implementing the WHO programme
(mhGAP) as part of the National Mental Health Strategy. The Strategy and the Health Sector
Transformation plan both aim to make mental health care more accessible to all Ethiopians by
training primary healthcare workers to delivery critical components of care In health centers and
primary hospitals, This includes medication and psychosocial care for people with BD. However,
there are no trainings for primary care providers on psychosocial interventions or their delivery.
There are also no manuals to support training. This training manual was developed to equip
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primary healthcare workers to deliver brief psychosocial interventions for people with BD, so that
they can have better outcomes and quality of life.

1.3 Aim of Psychosocial Intervention
The aim of psychosocial intervention described in this manual is to improve the lives of people
with bipolar disorder and their caregivers.

1.4 Development process of the manual

This draft manual was developed as part of a Ph.D. project of a candidate based at AAU (MD).
The manual development was informed by a systematic review of psychological interventions for
bipolar disorder that has been tested in other low- and middle-income countries (LMICs) [1], and
qualitative studies and participatory 'Theory of Change’ workshops conducted among people with
bipolar disorder and caregivers to understand the influencing factors and what they need. Further
workshops with primary health care workers, Woreda health office officials, community leaders,
mental healith experts were also carried out.

The review included evaluation of several intervention manuals and used the following manuals
as a reference to prepare this intervention manual: Clinicians Treatment Manual: For Family-
Focused Therapy for Early-Onset Youth and Young Adults (FFT-EOQY) [2]; Where There Is No
Psychiatrist [3] ; Psychoeducation Manual for Bipolar Disorder[4]; Cognitive Therapy for Bipolar
Disorder: A Therapist’s Guide to Concepts, Methods, and Practice[5]. These manuals were
selected based on an Initial review[1] In which the primary studies adapted the intervention from
these manuals.

1.5 Who is this manual for?
This manual is for primary health care clinicians who have already taken mhGAP training and are
currently treating people with severe mental lliness.

1.6 Who are the beneficiaries?
The primary targets for this psychosocial intervention are people with Bipolar disorder and
caregivers.

1.7 How is the intervention manual organized?
This training manual has been organized into three sections (initial engagement, treatment and
closing or end) with five sessions:
(1) Initial engagement-
Session 1: Needs assessment and goal setting
(II)  Treatment:
Session 2: Introduction about bipolar disorder and influencing factors,
Session 3: Pharmacological treatment
Session 4: Promoting wellbeing
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Session 5: Anxiety management and relapse prevention plan
(II) Closing:

Each session is intended to last for 20 minutes and to be given every week, We
made the intervention five sessions long because a systematic review conducted
on psychosocial interventions in LMICs showed that three to 12 sessions are
effective in improving the course and outcome of BD, Also, during an expert
workshop and Theory of Change (ToC) workshop with the stakeholders,
participants suggested that the number of sessions should not be more than six.
Additionally, the four sessions interpersonal therapy has been tested in primary
health care setting Ethiopia and is feasible and acceptable but, the report is not
published

1.8 How is the intervention given?
The intervention will be given to the individual with BD, using an interactive approach. We
encourage the career to be involved in the treatment but only with permission from the patient.

1.9 How to use this manual while delivering the intervention?

The manual will be used as a guide to provide the psychosocial intervention. Patients should get
adequate information that enables them to gain knowledge about their illness and skills to manage
their behavior and other factors and seek professional help. Health workers should stick to these
identified specific topics rather than overwhelming patients with lots of information.  After
reflective discussion and psychoeducation on a specific topic, patients will be sent home with brief
fact sheets or information leafiets which emphasizes the key messages.

1.10 Pacing and Flexibility of Sessions

All sessions of this psychosocial intervention can be used for both people with bipolar disorder
and their caregivers. Each participant is expected to take all the sessions. However, some
participants may need more than one session to cover everything properly, or on the contrary,
some may be faster to understand or have knowledge about their iliness and treatment so they
may need less than five session to cover everything. For example, if the participant does not use
substances (alcohol or khat) and does not have a history of substance use, the health worker
may not need much time to cover the topic related to substance use. Therefore, health workers
need to know the level of the participants to stretch or minimize the number of sessions. If some
sessions are not appropriate and not feasible for some participants, It is ok to omit that part.
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UNIT TWO: CORE SKILLS

2.1 Communication skills

it is a general skill that used for all your patients with mental disorder. In fact, this is good for
everyone with or without mental lliness. Different people may need a different approach, and so
there is a need for flexibility and tailoring of the way that you interact with peopie. The core
communication skills that are relevant to every clinical encounter involve listening, speaking,
observing and empathizing.

2.2 Respect and dignity

= Introduce yourself and explain what you are doing and what is going
to happen,

= Explain to the person before you ask questions from family members

= Clearly show that you value them the same as any other person.

2.3 Being warm, encouraging and empathic

To make the person to feel comfortable to speak about their problems
= A bright smile and a friendly attitude
» ‘Empathy’ is when you put yourself in the person’s position and
imagine how they must be feeling.
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2.4 Not judging the person

Sometimes a person might tell you about something that you do not approve of or something
that is against your values, For example, they may tell you about the use of illegal substances or
marital infidelity. Do not say “you are wrong” rather try to focus on the difficulty that the person
is coming with, for example, suicidal ideas, and recognize that they are coming to you for support
and guidance.

2.5 Listening ‘actively.’
People will find it hard to talk to you about mental health problems if you are not Listening

actively. Thus,

2.6 Asking questions in the right way
The way you ask questions will affect what the person tells you thus, avoid leading questions. For
example,

2.7 Keeping calm
if the participant Is angry or hostile try to calm him/her using techniques listed the box bellow
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2.8 Being observant
Full assessment of mental health problems is relying on our skills in communication and
observation, Thus, observe

Observe
= Physical appearance of the person and dressing
= What the person is saying and their emotional state and behavior.
* how the person makes us feel (e.g., frightened)

2.9 Being respectful of religion

People may conceptualize mental health problems in religious terms, for example, like possession
by an evil spirit or punishment for sinful behavior. Sometimes, symptoms of mental health
problems are spiritual in nature; for instance, If a person with mania claims to be appointed by
God to save the world. Thus, respect of the person’s religious beliefs but, do not allow them to
influence the care you will offer

2.10 Respecting confidentiality

Any information of an individual, or group of individuals, is respected strictly but, if the person is
a danger to themselves or to other people, we need to tell this to a responsible bedy who can
help to make sure that appropriate action is taken.

PHCWs, explain what confidentiality mean on the first session and it would be repeated
whenever needed

We can explain confidentiality saying

Thank you for coming. Today we will discuss about ...... and any
information that we discuss in all sessions will not be shared with any
other person against your will. The only rare exception would be if I
was worried about your safety or the safety of another person.

2.11 Engaging the person

Effective care for bipolar disorder requires an effort to engage and motivate people with BD and
their caregivers to continue with the treatment to derive the maximum benefits.

10
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Some ways to engage the person in care are:

Good communication skills

Focusing on the person’s priority problems

Making sure the person understands about their problem and treatment;
Encouraging patients saying like: ‘It is good that you came to the health
center and spoke to me about these problems. | am sure that if you continue
with the treatment, we discussed you would feel much better soon

* Giving the person a reason to come to the follow-up appointment

2.12 Keeping a professional distance

The relationship between a person with BD and their health care worker depends on trust and
respect, Therefore, some clear boundaries which you must not cross while being a health worker
for the person.

These include:
1, Accepting gifts
2. Asking the person to carry out work for you without proper remuneration
3, Developing an intimate or romantic relationship
4, Any form of sexual contact.

2.13 other important skills
* Communicating with families when necessary

* (Clear and relevant documentation: allow you to easily monitor progress over time, reduce
the risks of prescribing mistakes, and communicate your assessment to your colleagues.

* Keeping on learning: Try to keep a note of things that you are not sure about, Then make
sure you read about those areas, for instance, by consulting with this manual, In addition,
you need to take an active part in regular supervision sessions, at least once a month,
with mental health specialist.

2.14 Looking after your own mental health

Just as health workers can suffer colds and infections, they may also suffer mental health
problems. Because health workers are human beings themselves, with worries and concerns like
any other person and may ignore their own problems while spending most of their time caring for
other people. Therefore, It is useful to plan how you might loak after yourseif when working in a
situation which is known to be stressful and get support,

11
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Summary of things to remember about core skills for mental health care

Knowledge is not enough: good communication is essential for mental
health care

Communication skills can be learned, take time, speak to caregivers and
observe carefully

All people deserve to be treated with dignity and keep their information

confidential
Health workers should also look after their own mental health

12
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UNIT THREE: GETTING STARTED WITH THE PSYCHOSOCIAL INTERVENTION

Session One: Needs assessment and goal setting

The objective of the session: Help the PHCWs
1. To understand the participants needs and expectations
2. To decide which session of the psychosocial intervention important

Table 1: Needs assessment and goal setting

Learning Objectives:

Duration Content Method Duration
20 minutes "Neoad assessment | Reflective 10 minutes
Goal setting Dscussion 10 minutes

3.1 What is a Needs Assessment?

The Needs Assessment is an organized way of finding out what challenges each individual and
family are facing. In this session, you will evaluate what needs the person has, introduce the
therapy and set goals for the therapy.
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Why do we do the needs assessment?

1. Helps the health worker to understand what the person with BD and their caregivers
want to change in his/her life, or the most important problems they need to solve. This
will help the health worker to decide which psychosocial intervention sessions are
relevant for this individual person.

2. Help to make the person interested in, and motivated to achieve, goals that they select
themselves.

3. Help the individual and caregivers understand that you are interested in their problems.
It will help build a trusting relationship.

4, Will be an important baseline against which the health worker can evaluate whether
the problems have been addressed by treatment or are still there, and what still needs
to be done.

Who is involved in the need’s assessment?

The Needs Assessment should always involve the person with BD, caregivers, and the health
worker who will give the intervention. Other Individuals and family members who are engaged in
Individual care may also be included when necessary, There may be different views about what
the most important needs are. For example, the individual may feel the most urgent need Is to
get back to work. The caregivers may feel that the symptoms like sleep disturbance and treatment
non-adherence need to be under better control first, At this stage, it is crucial to get ail the points

of view.
How do health workers assess the needs of the person with BD and their caregivers?
1. Introduce yourself

2. Once you feel you have begun to connect with the person with BD and their caregivers, let
them know that you are interested in hearing about what they hope to get out of the treatment,
You want to convey to them that you are knowledgeable about their situation and that you have
some ideas about what might be helpful to them. But what is most important first is to hear about
what they are interested in getting out of therapy. Also remember that they know more about
their iliness and what makes it better or worse than you do. This is a session where you learn
from the person with BD and their caregivers,

3. Sometimes, PHCW may need to ask a specific question to understand the person’s problems.
For example, to assess substance use problem, you could say,

14
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"Sometimes a person might chew Khat or drink alcohol because of cultural
practice or to increase their social involvement, to feel better when they feel
anxious or to get sleep. Have you had any problems that made to chew khat
or drink alcohol?”

"Is there anything that you would like to have going a little better in your life?
What about with school/work? What about with friends? What about with
your family?”

4. Using the Needs Assessment form: All problems that are planned to be targeted using
this psychosocial intervention are included in the need assessment form (see Annex- 1).
Therefore, the need assessment form used to record whether each possible need is already
met or unmet. Additionally, it is used to understand whether people with BD and their

family have any other problems or needs that have not been covered in the intervention
manual. Finally, the needs assessment used to set goals with the participants. The needs

assessment form, includes the following

Understanding Bipolar disorder

Symptoms

Influencing factors (things that make the symptoms worse or better)
Medication and medication adherence

Sleep hygiene

substance use prevention

Anxiety management

Social life and Interpersonal conflict

5. Observation: PHCWs and caregivers can also use their observations about what the
problems are. For example, they may notice that the individual is very drowsy (which
might be a side effect of medication).

3.2 What is Goal Setting?

Goal-setting means discussing and putting a roadmap of what we need to achieve in the 5
sessions of treatment, in which order and what is the correct way to lead us there. Goal setting
is an essential tool to increase a person’s motivation. It can help individuals to recover more
quickly. Goal setting makes sure that this psychosocial intervention is the right one for him or
her. Goal setting also gives a sense of achievement and progress when a goal is achieved.
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PHCWSs, once you feel you have begun to connect with each people with BD and their
caregivers, let them know that you are interested in hearing about what they hope to
get out of the treatment., you could say:

Goal setting
“I know that you have spent a lot of time explaining your situation and describing the

challenges you are dealing with during need assessment. | have a lot of ideas about what
I think might be helpful to you in terms of treatment, but before we get into that | would
like to hear a bit about what each of you wants to get out of our work together. In what
ways would your lives look different if the treatment were successful?”

Who is involved in Goal Setting?

Goal setting should always involve the person with BD who will receive the intervention and
PHCWs, The caregiver may be Involved with the permission of the person with BD. Other
individuals and family members who are engaged in individual care may be required when

necessary,
When do we do Goal Setting?

We do Goal Setting as part of this psychosocial intervention review at the beginning of each
session. Goal Setting should always come after the Needs Assessment.

How do we do Goal Setting?

If the participants are new to the idea of a Psychosacial intervention, it could be difficult to them
understand what you mean by 'goals’. Therefore, the PHCWs needs to structure the process by
explaining and giving examples. (like the ones below)

* Knowing about bipolar disorder and its cause

* Understanding about influencing factors bipolar disorder

*  Knowing the treatment options available

* How to cope with stressful life events

* Managing mood and anxiety symptoms

* Promoting the physical, social and psychological health

* Relationship (with families, friends, and teachers, co-workers)
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Explaining about the psychosocial intervention

After we have done the needs assessment and understood the goals of participants, the next step
is to inform them about the intervention format and manage their expectations of the
intervention.

Regarding the format, some of the sessions are given for people with BD and their caregivers
together and some are given individually but, it is also provided for people with BD separately if
they want to take t alone.

You may want to say something like the following:

"This is a reasonably structured treatment. We have a lot of information that we would
like to share with you, and a lot of skills that we would like to introduce to you over the
next five weeks. We have five sessions and we will be meeting every week and discuss.
Does that sound manageable for all of you?

Continuing:

“Now let’s talk about what you can expect of me during this intervention., We will start the
sessions on time and make sure that we end in about 20 minutes. If you want to ask
anything or need any clarification in between, you can say "I have a question” at any time.

Describing the next session

Next week we would like to talk about the sign and symptoms of bipolar disorder and what
might be the cause/ risk factors for the illness. Then over the next few sessions we would
like to focus on the medication given for the treatment to bipolar disorder, the advantage
of taking medication regularly and their possible side-effects and how to manage those
side-effects, how to identify early warning signs of relapse and prevention strategies, and
how to cope with stress. We want to teach everyone techniques that will help you to work
together in this way. Can you imagine how this might be helpful?

Explaining the role of PHCW during an intervention. PHCWs, first try to explain your
role. You can start saying

“my role is basically like that of coach so we will discuss about bipolar disorder,
the treatment and teach you some skills and then to practice those with you so
that by the end of the treatment you can use the skills in your day-to-day life,
and you no longer need my assistance. We will also prepare a plan for how, when
and at what time we will meet. Sometimes I will ask you to practice some of the
skills we are learning at home/ school/work during the week. Do you think this
would be manageable? What queries/concerns do you have at this point?”
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Avoid listing goals that cannot be achieved in this context

If participants have mentioned goals that cannot be achieved by this psychosocial intervention, it

is important to make it clear that you will not be working on those particular issues and to explain

the reason why. For example, the participant may have poverty that they want to focus on. You

could expiain saying ....

"“That certainly does sound like an important issue and I am glad that you
brought it up but the main focus of this intervention is on.... [mention the
components of intervention] to help people with BD to feel and to function
better. Therefore, this intervention is not directly addressing poverty rather
helping people with BD and their caregivers to learn about bipolar disorder and
new skill that can help them to improve physical, social and psychological
health”

Avoid starting problem solving during the first session

Use this initial session as an opportunity for getting to know the person and information gathering,

If the participants start to talk about arguing or insisting and difficulties in the families etc., you

can redirect them by saying something like,

"I know there are lots of pressing concerns that you have, and we will get to
those as soon as possible. But first, we need to develop a plan for how we are
going to work together. Now, we are just taking the first step that lays the
groundwork for all of our future work together. We will get to the family issues,
and many of the other concerns you have.”

Summary of needs assessment and goal setting

We do a Needs Assessment to understand what problems the individual has and to decide
which parts of the psychosocial intervention session are relevant,

We understand the needs of the individual by asking questions, using a checklist, and
making observations.

We do Goal Setting to decide which needs to address and in which order, and to follow the
progress of the individual
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Session two: Awareness about Bipolar Disorder (Psychoeducation)

The objective of the session: Help the person with BD and their caregiver to improve their
knowledge about
3. the nature of the bipolar disorder, prodromal symptoms, cause and influencing factors
4, the treatment of bipolar disorder

Table 2. Awareness about bipolar disorder, causes and treatment

Content Method Duration
Sign and symptoms of bipolar | Reflective 10 minutes
Duration | gisorder Discussion
29 Early warning signs of relapse focusing on what | 2 minutes
minutes | (rejapse signature) is relevant to the
Cause and influencing factors person 8 minutes
Misconceptions about the cause

What is bipolar disorder?

PHCWSs, first try to learn about what the participant knows about bipolar disorder. You
can do this by first asking questions as follows:
« Please tell me a little about the illness that has affected you?
« What do you think about the cause of your iliness? How or why do others
think you got it?
« How does the illness affect your daily life, work, and relationships?
« What do you do to deal with this? What does your family do? Neighbors?
What do others advise you to do?
You can then go ahead and explain about bipolar disorder, its cause and influencing
factors, using the personal experience of the participant as a tool. For example, you can
say, you are right, Bipolar disorder is....

Bipolar disorder is a type of illness that comes and goes. People with BD have a problem with
mood change, from excessive happiness or irritable (Mania) to the low mood (depression)
that makes it difficult for them to lead a good life ...
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PHCWSs, please describe the sign and symptoms that people could have during
manic episodes. look at Annex 2, a case study on manic sign and symptoms of
bipolar disorder to better understand manic symptoms

[The core symptom of mania are elation or

* Distractibility
* Increased involvement in
pleasurable activity

irritability, in addition DIG FAST

Flight of idea
* increased goal directed Activity
= decreased need for Sleep

* Grandiosity = Talkativeness
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PHCWs,

please describe the sign and symptoms that people could have during depressive
phase. look at Annex 3, a case study on depressive sign and symptoms of bipolar
disorder to better understand depressive symptoms

Summary on sign and symptoms of Depression: SIGH CAPES
S = Sad feeling,
I = Interest
G = Guilt/worthlessness
H = hopelessness and Suicidal

C = Concentration E = energy
A = Appetite S = Sleep
P = Psychomotor activities
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What are the early sign and symptoms of relapse (relapse signature)?

PHCWs,

First try to learn about very early sign and symptoms (relapse signature), from the
participants by asking the following question
Do you know what happens when you get unwell?
How do you know whether you are going to have / your relative's illness is
coming back before the illness become severe?
Yes, as you said...

The very early sign and symptoms (relapse signature), and symptoms during
episodes of relapse are similar, but they are less severe compared to full-blown

episodes

Tell them that in a qualitative study conducted in Ethiopia, the following early sign and
symptoms (relapse signature), were noticed by people with BD or observed by
caregivers

1. sleep disturbance

2. Easily irritable that get people with BD into an argument with wife, children, friends,
teachers, neighbors, and other people.
Carelessness about what they say or how they dress
Feeling unusually energetic, talking too much than usual,
Talk to people culturally inappropriate way e.q. not respecting elder people
Spend a lot of money, and buy a lot of useless things

N wmh W

Lack of interest and feeling heavy-headedness

PHCWs, give the participant list of these early symptoms reported by patient to use for
their reference

What are the causes and influencing factors for BD?
PHCWSs, keep in your mind the "Diathesis-stress” model to understand the causes and
influencing factors.

The Diathesis-stress-model gives a conceptual framework that shows the interaction between
physiological and psychosocial factors. As shown in figure 1, this model considers the effect of
stress and circadian rhythm. The model also indicates the role of psychosocial interventions on
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regular sleep habit, activity scheduling to establish a systematic routine, identification of
prodromal symptoms and effective coping strategies for prodromal symptoms and careful
assessment of triggers for previous episodes and suggests working on modifying these
vulnerabilities as an essential element. While underiying biological predispositions may not be
changed, we can modify the level of exposure to stress and the response to these stresses.

Stressors such as life events Biological vulnerability,
of highly driven behavior l.e. circadian rhythm
Causing poor social routine Instability

or sleep deprivation

Stigma,
Relationship
Problems

Poor copin
Episode Strategiesg | Prodromal stage

Figure 1. Diathesis-Stress Model for psycho-social intervention in bipolar affective disorders
adapted from Lam et al. "Cognitive Therapy for Bipolar Disorder: A Therapist's Guide to Concepts,
Methods, and Practice” 2006

PHCWs, first try to learn about what the participant thinks about factors that influence
their illness / their relatives’ iliness. You can do this by first asking questions as
follows:

« What do you think about the cause of your illness/ your relative’s illness?

« Please tell me a little bit about what makes your iliness/ your relative’'s

iliness trigger after you/ she/he remained weli?
+ What makes your illness / their relative’s iliness worse after it come back?
« What makes your iliness / their relative's iliness better after it come back?

You can then go ahead and explain or educate about cause and influencing factors using
the personal experience of the participant as a tool. For example, you can say, you are
right, Bipolar disorder is....
“Bipolar disorder is usually caused by a combination factors that happen before
a person is born or early in life (Vulnerability) and other environmental
factors...Among the factors, xx [ the factors that participants told you] can
cause/ trigger the illness. There are also some other factors like ... [factors that
are not mentioned by the participant”
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Among vulnerability the followings:
* A person’s mother is having problems during her pregnancy, for example, an

infection,

« Having a problematic birth during which the baby gets injured.
» Having a head injury during childhood.

¢ Using khat from an early age.

* Having bad experience/ things happened during childhood.

*« Genetic: When someone has a mental iliness or bipolar disorder in the family.

Not every person who has a family history of mental iliness or bipolar disorder
will develop the iliness but, they are at higher risk compared to individuals who

do not have a family history of mental lliness.

Environmental /Psychosocial factors

These are social and psychological life events in a person’s life that put a lot of pressure on them.
They might lead them to feel annoyed, worried, or sad. These can even trigger the onset of

symptoms in those who are vulnerable or make the iliness back after they get treated and become

well,

This might include

Sacial support:

Disagreement/ divorce/ conflict

Economic problem:

Unemployment:

Daily hassles:

Natural disaster

Experiencing traumatic events (accident,

Loss / bereavement/ iliness

Not getting enough sleep or interrupted sleep one of the risks that
trigger the iliness

Coping strategies

Regular use of medication

Substance use/ abuse (includes alcohol such as Tella, Teji, Araki, beer

f
and other types of alcohol, Khat, and Cigarettes /

—

(Please see the case-scenario on how to give educationn about influence factors

on Annex-4)
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Session three: Treatment

Objectives of the session

= To discuss about the medication that they are taking, how medication can help them
and what side effects can happen (To therapist: take examples from patient’s

experience)

= To explore issues of adherence and how they can be supported to take their
medication regularly.
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Table 3. Treatment
Session three: Treatment
Content Method Duration
Duration Medication adherence Reflective
20 minutes Medication side effects discussion 20 minutes
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What is the treatment for bipolar disorder?

PHCWs, first try to learn about what the participant knows about the treatment.
You can do this by first asking questions as follows:
+ Please tell me a little about your treatment?
« How frequently do you take the medication per day?
« How regularly do you take your medication?
« Do you think that you need to take medication when you are normal?
Why or why not?
+« How much is the medication helping you in improving your health?
« Are you experiencing any side-effects from the medication that you
are taking and how are you dealing with those?

You can then go ahead and explain or educate about medication, medication
adherence and side-effects of medication and types of choice of medication
available using the personal experience of the participant as a tool.
"Previously, you said it is/not important to take medication while the
feeling normal. In the treatment of bipolar disorder there are two phases
of treatment in mental illness or bipolar disorder”

= Acute phase treatment: is a treatment given during the iliness period to
reduce symptoms, and improve wellness
* Maintenance phase: is a treatment phase after the people with BD get well

to avoid triggering of iliness or prolong the duration of the period of wellness

What types of medication are there?

For example, you can say...
“you are right, there are different types of medication that can be given
alone or in combination with other medication or psychosocial
intervention. Among them, medication xx [ the medication that
participants told you] is one. There are also some other types of
medication that can be used for BD but we will not talk about them today
because you are not taking them”

PHCWs, refer to table 3 while teaching about the type of medication and common
side-effect of medication that the patient is currently taking. Focus only on the
medication that the participants are taking currently
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Table 4. MhGAP treatment guideline included medication for bipolar
disorder.

Type Name of  Class Common side-effect
medication of drug

Tablet Sedation, cognitive problems, tremor,
impaired coordination, hypotension,

Lithium leukocytosis, polyuria, polydipsia, nausea,
Mood- diarrhea, weight gain, hair loss, rash.
stabilizer - - -

Sodium Sedation, headache, tremor, ataxia,

valproate Tablet nausea, vomiting, diarrhea, weight gain,

transient hair loss

Sedation, confusion, dizziness, ataxia,
Carbamazepine | Tablet double vision, nausea, diarrhea, benign
leucopenia.

Haloperidol Tablet/ | Sedation, dizziness, blurred vision, dry
injection | mouth, urinary retention, constipation

Anti hoti Chlorpromazine | Tablet / | Sedation, dizziness, blurred vision, dry
Lo b injection | mouth, urinary retention, constipation,
and tachycardia.

Fluphenazine depot Impaired consciousness, parkinsonism.

Risperidone Tablet Sedation, dizziness, tachycardia

Amitriptyline Tablet Sedation, orthostatic hypotension (risk of
Antidepressant fall), blurred vision, difficulty urinating,
nausea, weight gain, sexual dysfunction.

Fluoxetine Tablet Sedation, insomnia, headache, dizziness,
gastrointestinal disturbances, changes in
appetite, and sexual dysfunction.

What does treatment /medication adherence mean?
Treatment adherence refers to the patient’s ability to be concordant with
instructions given by health professionals including medication, health-
promoting behaviors, and habits, and attending all clinic appointments,

What is the importance of taking medication regularly?

PHCWSs, you can then go ahead and explain about the importance of regular use

of medication. You can say,
Taking medication regularly even if the person with bipolar disorder is
feeling well has several advantages: Among them xx [mentioned by the
participant at the beginning] some of the advantage. But additionally, ... [
mentions the following advantages if they are not specified by the
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participant.

= To feel better, to be able to get back to usual activities like farm work and
housework.

=  To prevent the iliness from coming back

= To decreased hospitalization and mortality due to suicide

* To improve the course of iliness and functioning /wellness.

What are the reasons for medication discontinuation?
Some of the reasons are:

Economic reason: not able to buy medication because of lack of money

Feeling normal: when people feel normal, they think that their illness is cured and
no need to take medication

Side-effect of medication or fear of side-effects

Medication not helping as anticipated

Traveling to a place where they can't get the medication

Feeling bored: since the medication is taken for a long time, patients may develop
fatigue of taking the medicine.

Forgetting to take the medicine

They do not want to take the medicine

Insufficient support from the family and other people

Feel shame or stigma from taking the medication

Believe that the illness is due to spirit possession or curse

Can we predict poor adherence?
It is essential to identify early people with bipolar disorder who are poorly adherent to

have an Intervention plan. People who might be at risk of poor treatment adherence

Personal history of poor adherence

Not attending the clinic regularly

The side-effect of medication or fear of side-effects

Taking more than two types of medication

1f they do not consider bipolar disorder as a problem for them
Family not supportive of taking medications

Substance use

Older or younger age
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How can we support people with bipolar disorder to take their medication?

The intervention has to be responsive to the specific reasons for non-adherence and needs
to be planned carefully with people with BD and their caregivers. Problem-solving
techniques (PST) can help to improve treatment adherence. Support and encouragement
from the PHCW are also important.

STEP 1: ask participants about his/ her medication history as follows
* Do you have any difficulty taking all of your prescribed medications?
* Do you ever try to cope on your own without the medication?
* Many people miss taking their medications from time to time; how has it
been for you?
« In your opinion, will medications help you to attain your personal goals?

STEP 2: Once you learned the participants are not taking their medication as
recommended,
* involving both people with BD and caregivers
« Ask the reasons for not taking medication regularly
« Try to get the person to tell you the pros/cons of using medication
* Ask and list anything they tried before to improve taking medication,
discuss and build on their ideas

Remember that it is difficult for anybody to take medications over an extended period of
time. The reason for non-adherence may be due to circumstances beyond the control of
the person, e.g. affordabllity. Put yourself in the person’s position and try to be
understanding and supportive at all times.

STEP 3: Addressing the problem of taking medication based on the reason they
reported
If the reason for non-adherence is related to a misconception about the illness
or treatment:

* Provide information about the iliness and treatment and the treatment

benefit.

* Provide information on the benefits and side-effects of medicines.

* Inform what the clinicians should expect from the treatment

* Avoiding the creation of false-cure expectations

If the reason for non-adherence is religious or traditional practice or treatment
* Engage with traditional and spiritual healers
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Explain for traditional/ religious leaders, people with BD, and their
caregivers the importance of taking medication while also receiving holy
water. Tell them that it is possible to take medication after they used holy
water, and taking at the same time does not have a negative interaction.

If the reason for non-adherence is related to forgetfulness about the iliness or

treatment:

Find out who are the important individuals who can support the person
with BD. Consider meeting with them to gain their support so that they
can remind the person with BD to take medication.

Consider advising the family to observe the individual during the illness
period because the person with BD may not understand that they have an
iliness. Therefore, they may not be willing to take their medication. If this
happens, you should not force them to take it but should refer/ bring them
to the health facility.

Advice, people with BD to take their medication always at the same time
(regular time) after doing a daily task or

Use an alarm to remember such use using mobile phone alarm, if they are
Muslim, to relate with Solat time, if they are workers when they get back
from work or always before sleeping or when they wake-up from sleep.
Please plan with the people with BD and their caregivers

If the reason for non-adherence is related to treatment:

Discuss the current side-effect of medication or fear of side-effect and
possible side-effects.

Revise the medication: increase, decrease the dose of medication, or
changing medication and medication schedule based on availability and
sustainability

Arrange a medication review: Taking the medication once daily is likely to
be easier to remember if the schedule is too complicated

See the option of injectable and tablet if possible, based on the people
with BD preference

Ask both the individual and the caregiver if there have been any problems
Avoid forcing individuals to take medication, for example, by tying up the
individual and forcing the medication into his or her mouth

(Please see the case-scenario on how to provide education about

treatment adherence on Annex-5)
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Session four: Promoting Wellbeing of People with Bipolar Disorder

Aim of the session

The aim of this session is to promote the wellbeing of people with bipolar disorder
to help them to stay well through reflective discussion on the importance of regular
sleep, anxiety management skill, substance use prevention and improve
relationship

Intervention component

PHCWs, please note that this session has four components: sleep hygiene,
managing stressful situations, stablish better relationship and substance use
prevention. Choose two approaches that seem most relevant to the patient.

I.e. All components of this session may not be
necessary for all people with BD. Please, focus only
on one or two approaches that seem most relevant ==

to the participant

K

Table 5. Promoting the wellbeing of people with bipolar disorder

Session four: Promoting the wellbeing of people with bipolar disorder

Content Method Duration
Duration Sleep hygiene & regular routines Reflective | 10 minutes 7
20 minutes A.voud|_ng or managing stressful discussion 10 minutes
situations
10 minutes

Establish better relationships
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Sleep hygiene & regular routines’

The aim of this session is to
discuss about the importance
of sleep with the participants
and advice for promoting
sleep through lifestyle and
environmental changes.

What is the importance of sleep?

PHCWs, first try to learn about what the participant knows about the importance
of sleep. You learn first asking questions as follows:

« Please, first tell me about your sleep pattern, what time you go to bed,

wake-up...and how your sleep looks like

« Please tell me a little bit about the importance of sleep?

+« What do you feel when you sleep well?

« What do you feel on the days you have not been sleeping well?
You can then go ahead and explain or educate about sleep and its importance.
For example, you can say, you are right, sieep is....

Sleep is one of the most important human practices. It is used for energy restoration,
homeostatic function and appears to be crucial for normal thermoregulation and emotional

regulation.

Sleep disturbance have both been implicated in mood disorder in general and bipolar disorder
in specific, and it triggers a relapse. Sleep disturbance such as an increase or decrease in the
amount of sleep or decreased quality of sleep is both a symptom of illness and a major trigger
of relapse of bipolar disorder. Therefore, interventions targeting sleep disturbance improve
the course and outcome of the disorder.

How can we improve our sleep? And what is sleep hygiene?

PHCWs, first try to learn about what the participant does to improve their sleep.
You learn first asking questions as follows:

« What do you do to improve you sleep or to sleep well?

« What do people in your community do to sleep well?
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You can then go ahead and explain sleep hygiene. Start saying ...
You are right, there are different methods to improve sleep. Now I will
explain about sleep hygiene and then we will discuss what you need to do
to improve your sleep. However, you need to practice it in your day to day
life to improve your sleep and reduce/prevent triggering or worsening or
your illness related with sleep disturbance

Sleep hygiene is the term used to describe a proper sleep habit and has twelve
elements. And continue teaching the following

1. Sleep and wake-up at a regular time

2. Go to bed when you feel sleepy.

3. Get up & try again: get-up and try again If you haven’t been able to get to sleep after
about 20 minutes or more, get up and do something calming or boring until you feel
sleepy. Avoid doing anything too stimulating or interesting like listening to music or
radio or going on the internet

4. Avoid caffeine & nicotine. Avoid drinking coffee, tea, and Coca-Cola drinks, smoking
cigarettes for at least 4-6 hours before going to bed because it stimulates and affects
the regular sleep pattern

5. Avoid alcohol: Avold using alcohol because it affects the quality of sleep.

6. Use the bed only for sleep: avold using your bed for watching TV, eating, or reading

7. Avoid naps: avoid taking naps during the day, to make sure that you are tired at
bedtime

8. Use a sleep diary. That means writing or asking people who living with you at home
(children/siblings...) what time you slept at night and at what time you wake-up in the
moming. The worksheet can be a useful way of making sure you have the right facts
about your sleep, rather than making assumptions.

9. Exercise. Regular exercise is a good idea to help with good sleep, but try not to do
strenuous exercise in the 4 hours before bedtime. Morming walks are a great way to
start the day feeling refreshed.

10.Eat right. Eating any food found at home Including grain, Enjera, Kocho, a warm glass

of milk if available and other foods on time
11.The right space. If you are not able to sleep in a place whether there is noise, try to
get a place that is quite or discuss with you families how to maintain your home quite
while you sleep. For example, when talking to each other may affect you sleep

12.Keep daytime routine the same. As much as possible, keep your daytime activities
regular even if you have a bad night sleep and feel tired.
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Avoiding or managing stressful situations

PHCWs, first try to learn from the participant about the situation that are
stressful to him/her and what they are doing to manage those stressful
situations. You learn first asking questions as follows:
* Is there any situation that makes you worried, bothering you a lot?
*  What are those situations?
* 1Is there a time that you decided to avoid those situations in order to
minimize stress or to improve your wellbeing?
You can then go ahead and explain about avoiding or managing stressful
situation. You can start saying...

Stressful situations are situations perceived as a threat to one’s
wellbeing, usual activities, or causing a substantial change or

readjustment.

All stressful situation may not be equally stressful for all individuals;
thus, some participants reported that understanding and avoiding or
managing stressful situation or source of stress are beneficial to them.

All stressful situations cannot be avoided instead of using different
techniques to cope with those stressful life events are important.

Tell them that the qualitative study conducted in Ethiopia, people with BD and
caregivers reported the following methods are helped them to manage stressful
life events,

* Avoid stressful situation: People with BD internalize the stressful situation, so
that makes them to feel sad, worried, or anxious. For example, people with BD
reported that attending the funeral ceremony and observing people while crying
during mourning make them worried thus, they prefer to avoid those places.

* Chatting with somebody: Others participants reported that chatting with friends
to neutralize their bad feeling Is helpful to them. Whereas, some participants
believe that things happened In the will of God and accept the problems that cannot
be reversed or changed

= Social support: Most participants emphasized the importance of social support in
improving patients’ wellbeing. Caregivers also described understanding the
patients’ condition is important to improve the people with BD's treatment-seeking
behavior, and to handle patients’ behavior accordingly
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« Sharing feelings: Participants have different perceptions regarding sharing their
feelings with others; some people with BD share their feelings with families and
friends because they get appropriate response and support that makes them feel
better, Some other stated that they don't share their feelings to others person due
to their belief that no one wants to hear them or they lack anyone with whom they
feel comfortable to share their feeling, However, the damaging effects of not
sharing feeling were recognized by most the participants.

Continue to teach about the how to manage stressful life events using the
following Shemsu's story

Avoiding stress

PHCW:s ... "Hello Shemsu, piease can you tell me a situation that you perceived as a threat for
your wellbeing and you want to avoid?

Shemsu, Yes, “I'm not feeling good when there is crying/

shouting during mourning or when someone die because the shouting makes me emotional
and absorb the sorrow. So, if | feel unwell, | leave the place or avoid those places... my
neighbors and fomilies also understond me since they know about my illness”

Establish better relationships with others

The aim of this sub-section is to teach people with BD about problem solving
techniques that enable then to establish better relationship with other people

PHCWSs, In order to understand the problem, first try to explore in detail the
disagreement, and the relationship with the person whom they are in conflict
with, the patient’s view of the issues in dispute, other important people’s views
of the dispute, what he/ she has tried, and would like to change.

You can do this by first asking questions as follows:
» Please tell me a little bit about your interpersonal problem
*  What was your expectations about the situation, and what he/she would
like to change?
* Tell me about the problem from the other person’s point of view [person
who have disagreement with the participants] and reactions and feelings
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Then use the following problem-solving steps to solve the relationship
problems

what are the possible solutions to
the relationship problem ?

what s the best way to solve

F— How can | impelement the
solution?
L Evaluation: could 1 able 10 put the
plan into action?

— Have | solved the problem?

*» Second: ask the participant to list all the he possible solution to the
relationship problem. You can say:

“think of as many solutions as you can: I will keep a note of your ideas.
Don’t worry about whether the solutions will work or not”,

* Third: discuss with the participants on the advantage and disadvantage of

each suggested solutions and choose the best solution among the list

* Fourth: discuss about how can the participant implement the solution

= make a plan. Think and discuss about how the participant will start:
when? Where? What will she/he say (if you plan to say anything)?
How will she/he react to what others say or do?
After this session, encourage the participants to put the plan into
action.
Tell them that, if it does not solve their problem, that is ok. You are
happy to discuss it at the next session.

* Fifth: evaluation: could the participants able to put the plan into action?
Discuss about their experience, and ask them whether the solution
solve their problem or not

= If it does not work, encourage the participants to try other solutions
* Have I solved the problem?
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Session five: Anxiety Management, preparing action plan and
closing

Aim of the session
The aim of this session to teach
people with BD about the
importance of stress reduction skill,
the importance of preparing action
plan and closing the session.

Table 6. Anxiety Management, preparing action plan and closing

| Session five
' Content Method ' Duration
Stress reduction Reflective
20 discussion and 5 minutes
minutes Relapse prevention and practice 10
| personalized action plan minutes
1 5 minutes
| Closure

Stress reduction

What is stress?
PHCWs, first try to learn what the participant does to reduce or manage when
they feel stressed. And whether they tried relaxation techniques and breathing
exercise before and their experience. You can ask the following questions:

* What do you do to feel well when you felt stressed and anxious?

* Have you ever tried relation techniques and breathing exercise?

« If yes, how was your experience and what did you feel after doing it?

You can then go ahead and explain the importance of relaxation and
breathing exercise. For example, you can say...
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When we become stressed, our breathing
rate often speeds up. Slowing down our
breathing and relax our muscle can help
in reducing stress, to sleeping well, and
to feel more comfortable. Therefore,
relaxation and breathing exercise training
can be a useful behavioral technique for
the management of over-arousal and also
for addressing anxiety symptoms, which
can commonly be associated with mood
difficulties.

PHCWs, during breathing exercise and muscle relaxation techniques, you will
employ the 'tension and release’ cycle across the following muscle groups: left
and then right arms and hands; face area including forehead; upper body;
stomach and then legs.

* The main idea to deep breathing is to breathe deeply from the abdomen,
getting as much fresh air as possible in your lungs. When you take deep
breaths from the abdomen, rather than shallow breaths from your upper
chest, you inhale more oxygen. The more oxygen you get, the less tense
and anxious you will feel. So, the next time you feel stressed, take a minute
to slow down and breathe deeply.

PHCWs, Now I will teach you how to do deep breathing and relaxation technique.
First, we will start from deep breathing exercise and then we will process to

muscle relaxation techniques. It may take 5-10 minute and then we will practice
together, follow me
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Breathing exercise

First step: Sit comfortably with your back
straight. Put your feet apart on the floor,
and rest your hands softly on your knees,

Second step: Close/open your eyes and focus
on your breath, Become aware of your breath.
Just be present in your body and notice

how it feels as you breathe in and out

Third step: Take a breath in through your
nose slowly, counting to four counts and
hold for one count.

Fourth step: Now breathe out through your
mouth slowly, counting to four counts.

First, practice the breathing exercise when you're not feeling stressed. Some people
describe feeling more stressed when they first begin using controlled breathing. It is
important to carry on with the technique, because this feeling of stress will decrease with
practice. You can do in lying down or while sitting but, lying down is easier than sitting in a

chair.

PHCWSs, Ok, Now I will teach muscie relaxation techniques like breathing exercise. This

muscle relaxation techniques helps you to releasing muscie tension with each outward

breath.

When you do muscle tension "Focus on your breathing...in and out ... As you breathe

in, tense the muscles in your feet as tight as you can. As you breathe out, relax your

feet and let go of the tension”. You then go through each specific areas of the body, in
turn, continuing with the ankles and working upwards. Now, I will start...
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1. For example, we instruct participants to sit
back and relax

2. Right hand and forearm. Make a fist
with your right hand. Focus on the tension In
your hand and your arm (below the elbow)
and hold the tension for 5 seconds. Relax your
hand and arm, releasing the tension for about
10 seconds. Notice the difference between the
tension and the relaxation

3. Right upper arm. Bring your right
forearm up to your shoulder. The closer you
bring your hand to your shoulder, the tenser
your upper arm will become. Focus on the
muscles in between your elbow and your
shoulder- try not to tense your forearm or
your hand teo much, Hold the tension for 5
seconds, then release for 10 seconds.

4. Left hand and forearm. Repeat as for
right hand and forearm.

5. Left upper arm. Repeat as for right upper
arm.
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6. Forehead. Focus on your face now,
raising your eyebrows as high as they will
go, as though you were surprised by
something. Feel the tightness in the muscles
above your eyes. When you release the
tension of the muscles around your
forehead, focus on them becoming smooth
and relaxed,

7.Eyes and cheeks. Squeeze your eyes
tight shut. Focus on the tension around your
eyes and your cheeks. Notice how the
tension Is released as you relax those
muscles.

8. Mouth and jaw. Open your mouth as
wide as you can, as some people do when
they have a big yawn. Feel all the muscles in
the hinge of your jaw tightening and notice
the tension around your mouth. When you
relax your mouth and jaw, you can leave
your lips slightly apart and just let your jaw
hang freely.

9. Neck.!!! Be careful as you tense these
muscles. Focus on the muscles in your neck
by facing forward and then pulling your head
back slowly, as though you are looking up to
the ceiling. Feel the tension in the muscles in
the back of your neck, as this is often an
area that becomes tense. Relax these
muscles by bringing your head back down to
a loose, resting position, noticing how the
tension s released.
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10.Shoulders. Tense the muscles in your
shoulders as you bring your shoulders up
towards your ears. Focus on the tightness
in your shoulders. Hold it for 5 seconds,
and then let go of the tension by dropping
your shoulders right down to a relaxed
position. It is very common for people to
keep tension in their shoulders, so notice
the comparison between tensed and
relaxed.

m
11. Shoulder blades/Back.

Push your shoulder blades back, trying to
almost touch them together, so that your
chest is pushed forward. Hold the tension
in the muscles, feeling the tightness in
your upper back and your shoulder blades,
Release the tension by dropping your
shoulders into a resting, relaxed posture,
feeling the tension fade away.
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12.hest and stomach.

Breathe in deeply, filling up your lungs and
chest with air. Feel the tension in your chest
and stomach muscles, Hold it for 5 seconds,
and as you slowly breathe out, feel the
muscles relaxing.

13.Hip sand buttocks. Squeeze your
buttock muscles, noticing the tension in your
buttocks and hips. Try not to tense up your
legs, just focus on tightening up the buttock
and hip muscles. Relax the muscles, and feel
them loosen up.

14.Right upper leg. Tighten your right
thigh, concentrating on the tension in that
area, You may get some tension in your hip
and in your calf muscle, but try to focus
most of the tension in your thigh muscle.
Release the tension and feel the muscle
relax.

J

15.Right lower leg!!! Do this slowly and
carefully to avoid cramps. Pull your toes
towards you to feel the tightness in your calf
muscle. Hold it, then relax it and notice all
the tension fade away from the muscle,

16 . Right foot. Curl your toes down wards
to feel the tension in your right foot. Hold the
tension and then relax your toes, bringing
them into their normal resting position.

1

i

17. Left upper leg. Repeat as for right
thigh.

18. Left lower leg. Repeat as for right calf.

19. Left foot. Repeat as for right foot

243



Psychological Intervention for Bipelar Disorder Ethiopia

Now, we will do it together, always focus on your breathing...and make your muscles
as tight as you can. While you breath in count 4 and during breathing out count one.

At the end, ask participant what they feel and tell them that they need to practice it at
home and use it when they feel tense or anxious

What is relapse prevention?

PHCWSs, first remind the participant that you already discussed about early sign and
symptoms of relapse (relapse signature) in session two.
As you remember, last time we discussed about early sign and symptoms of
relapse or relapse signature. Please, would you tell me about the early sign and
symptoms?
Then, summarize what the participant/s told you
Yes, as you said... xx [ list of sign and symptoms that participants told you] are
relapse signature that appear first, thus, identifying those relapse signature help
you to take action.
Second, ask the participant/s about what relapse and relapse prevention mean. For
example, you can ask the following question ....
* Please, tell me about what relapse mean?
Then, define what relapse mean. Yes, as you said

Relapse is a return of symptoms of manic, depressive or both
that affect the persons functioning.

Third, continue discussing about relapse prevention methods such as personalized
relapse prevention plan. Start with asking what they do to prevent their iliness from
coming back. You can do this by asking the following questions:

* Please tell me, what you do to prevent your illness from coming back?

* When do you think you and other people with BD should come for

consultation?
* Why it is important to get treatment as early as possible?
= What are the barriers not to start treatment early?

Then, build on what the participant/s told you and discuss about relapse prevention
plan
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Yes, as you said... xx [ list of actions the participants use to prevent relapse] are
method used to prevent relapse. As we also discussed earlier in early treatment
section, discussing with PHCWs and early interventions are much more useful
than waiting until symptoms are at a more severe level or becoming worse,
Therefore, it's always good to have relapse prevention action plan to lower the
risk of relapse. That means, what action need to be taken when you identify
relapse signature, when we face stressors that may affect you and your mental
health.

Now we will discuss about the components of action plan. The action plan consists of
four steps:

1.

v s won

Identify relevant stressors that may be affecting the people with BD or the family as a
whole

Identify relapse signature

Mobilize efforts to cope with stressors and early warning signs

Early treatment

Plan ways to overcome obstacles.

Therefore, the relapse prevention action plan is prepared in the form of table.

Steps one: on the table, the first column is used to register "Stressors/Triggers.” Invite the

family members to discussions on identifying stress, or invite the patients to report on recent

stressors from her mood chart. Remind them that stressors can change from week to week. You

can also put "triggers” here, such as "my Irrequiar sleep patterns,” “missing several days of

medications,” or “fighting with my parents about my room.”

Step two: In the send column is used to register, "Early Warning Signs/ relapse signature”

Step three: Third, and most importantly, they should list coping/prevention skills, which may

include some of the items on the "Protective Factors" list:

1.1 Taking medications more regularly

1.2 Sleeping more regularly

1.3 Talking with others about difficult feelings

1.4 Monitoring one's mood more regularly

1.5 Staying away from alcohol and drugs

1.6 Reducing conflicts

1.7 Engaging in pleasurable activities (e.g., hobbies) and
1.8 Use stress management techniques
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Step four: early treatment: coming to a health facility to discuss with health professionals as
early as possible when the relapse signatures are |dentified and taking medication to minimize
worsening of symptoms is very important. Because, treatments work better when taken early
than the lately after the iliness become worse.

Preventive action plan

Stressors or Triggers | Early Tell their family | Overcoming obstacles
Warning or go to the
Signs heaith center
Closure

The goal of this section is to ensure that they can be able to monitor their own progress and to
discus and solve if there is any doubt about the previous sessions

PHCWSs, first try to learn if the participants have any questions about the previous
sessions. You can ask the following questions:

« Now, we finished the sessions, but if you have any questions or any
difficulty that you may have encountered while proceeding through the
home works, we can discuss. Do you have anything that you would like to
discuss or revise from all the sessions we had?

Then, give a chance to the participant to review and summarize what she/he has gained
and learned during the previous sessions. You can ask the participants to summarize
what she/he has learned and its importance to change their behavior saying:

a4
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* Can you tell me what you learned from the discussion we had till today?

* How do you believe about your participation in the intervention has
changed your behaviors or any thinking with respect to various areas?
Awareness about bipolar disorder and sign and symptoms

Treatment and treatment adherence
Promoting wellness and
o Managing anxiety symptoms and prevention plan

* what do you like most and least, what helped you most?
* Do you have any concern about termination?

Finally, thank the client and discuss any remaining questions or concerns and provide
contact details in case they need additional help or in case they relapse.
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Appendix

Annex-1: Needs Assessment Form

!dvldua
PHCWs Supervisor

Others
present

Start time Finish time
Review (Tick)
Review I Review II

Partially
problem | met need
need

1. Individual and caregiver have been
informed about bipolar disorder

2. PBD and their caregivers know
about the sign and symptoms of
bipolar disorder

3. PBD and their caregivers know
about the early warning signs of
relapse

4. PBD and their caregivers know
about the cause and influencing
factors and there is no
misconception about the cause

1. PBD and their caregivers know
about the medication the PBD are
taking and its side-effect

2. PBD and their caregivers know
about medication side effect

3. PBD is willing to take medication

4. PBD are adherent to their
treatment
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1.

PBD has no sleep problem

2.

3.

PBD avoiding or managing stressful
situations

4.

PBD has good relationships with
others

5.

PBD don't use substance

1.

Early treatment

i

Anxiety management
(Relaxation technique and
breathing exercise)

3.

Relapse prevention plan
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Annex-2: Manic sign and symptoms of bipolar disorder

Trainers: Now, I'm going to tell you about the symptoms that people with BD
experience. First, let me introduce Almaz.

Case 1: Almaz is 28-year-old women who was diagnosed with BD when she was 17 years
old. Her illness started for the first time three days after she failed in 12th grade national
exam. When she got unwell, Almaz experienced mood change, and started to have sleep
disturbance at the beginning. Almaz has consistent feeling of happiness and being
cheerful, She sings and dances even when there Is no celebration and she is energetic
even though she doesn’t sleep well in the night. During her happiest period, Almaz was
hopeful and confident about future, and was talking too much and fast but she was also
short tempered and easily irritated. Though time, Almaz start to have the urge to go out
of the house. Sometimes she runs naked and her family gets worried that someone may
take advantage

of her iliness and physically or sexually abuse her. Sometimes Almaz has problem of
focusing on her work and talks about unrelated ideas in which content changes abruptly,
in other time she speaks as If she has a power, knowledge that enable her to do anything
she want to do.

Ask the participants

* Did you notice any signs of illness in Almaz? What were they?
* Was there a time that you heard some of the symptoms that Almaz had
from your patients?

Second, reflect each of the sign and symptoms, and add any sign/symptom which is
not listed. Say to participants that based on the types of episodes, the signs and
symptoms of BD can be different in different people
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Annex-3: Depressive signs and symptoms of bipolar disorder

Case 2: Now, I will tell you another story

about Shemsu, a 31-year old man and a father of
three children, Shemsu came to the health center
accompanied by his elder brother and his wife after
he attempted suicide by poisoning. A week before
the suicide attempt, he had a disagreement with

his neighbor. However, the illness started
for the first time two years earlier, following the death of his brother. For the last
one month, Shemsu had been crying frequently and had lost interest in friends,
social activities and farming that is very key to feed his children. He had a total
loss of interest in daily routines. Shemsu often stayed in bed all day because of
fatigue, lack of motivation and sad feeling. He complained about tiredness despite
spending most of the day lying on his bed. He also felt guilty and feels as if he is
responsible for every failure that has happened in his or his families’ life.
Shemsu’s wife reported that his ability to think or concentrate reduced, and not
give order and decision for his children as before.

Ask the participants

* Did you notice any signs of ililness in Shemsu’s history? What were
they?

* Was there a time that you heard some of the symptoms that Shemsu
had from your patients?

Second, reflect each of the sign and symptoms, and add any sign/symptom
which is not listed. Say to participants that based on the types of episodes, the
signs and symptoms of BD can be different in different people
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Annex-4: influencing factors for onset and relapse of bipolar

disorder

Almaz's story
Alemaz is living in the rural area and supporting herself and her family by

selling goods with her mother. According to Almaz, her lliness was triggered
at different times by being worried about her job, lack of sleep due to different
social and cultural ceremonies or due to mourning /loss of her relatives.
However, her family believes that her iliness is caused evil spirits. When
Almaz came to the health facility she reported that she had stopped her
medication because she doesn’t believe that she has a problem that needs
medication.

Guiding question:

* Which Psychosocial, social and biological factors did you identify In Alemaz's

story?
* Do think the factors that makes Aimaz’s iliness to back over and over modifiable?

Now, let me tell you additional story of about Shemsu
Shemsu is a farmer and living in a village where social life and group
work is highly valued, Shemsu’s family believed that his iliness triggered
due to different factors and it doesn’t have a specific reason but, mostly
related with chewing Khat and stopped his medication because feeling
well. As they reported, Shemsu's behavior changed after chewing and
become aggressive, and not sleeping well. Sometimes Shemsu's iliness
also triggered when there is minor disagreement in the families or with
his neighbors. Because of this, Shemsu’s families encouraged and
support him to take his medication regularly and not to chew Khat
Guiding question:
* Which Psychosocial, social and biological factors did you identify in Shemsu’s
story?
= Do you think the factors that makes Shemsu's Iliness to back over and over
modifiable?
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Annex-5: treatment and treatment adherence

PHCWs: So, as you told me, you stopped taking medication
Almaz: yes

PHCWSs: What made you to stop taking it? When we met last time, you said that it
was really helpful to you.

Alemaz: Because I felt better so, [ thouaht, taking medication without having any
symptoms may cause some problem in the future. As you heard from my family,
they believe that my iliness is related with bad spirits because I sometimes feel
normal and sometimes abnormal.

PHCWs: Often the medication has side effects that the person taking the medication
doesn't like. Thus, a person may quit taking the medicine or reduce It to decrease
side effects to avoid those side-effects, Second, when people start to feel better, as
you did Almaz, they think that they dont need the medicine anymore. They think of
it like Paracetamol, "I take it when I have a headache and then quit taking it when the
headache goes away” and saome others people just forget to take their medication,

Alemaz: feeling better and fear of medication are related problems. [ didn't think I
needed it

PHCW: I can understand that, but it’s important for you to know, Almaz, that taking
your medicine helps you to feel better, manage the symptoms, to prevent the lliness
from becoming worse, and to reduce or prevent your iliness from coming back at
different time., One of the reasons that you are feeling better now is probably because
you are taking the medicine, not because you don’t need the medicine. Do you
understand how this could be so?

Alemaz: yes, but it is boring to take it every day. I can just take it again if my
symptoms get worse,

PHCW: | understand, feeling frustrated with having to take medication is pretty
normal. But if you're not able to find @ way to manage that frustration it could make
you want to stop taking it. The medicine you take is similar to the medicine people
take for diabetes or high blood pressure. There are studies that have shown that for
some people who discontinue their medications all of a sudden, they can get worse
and for some people the medication not work effective as before.

Alemaz: umm... Actually, the medication is not bad, I don't like it

PHCW: Well, that’s understandable, but you’d be surprised to find out how many
people take some medicine to manage their health. People don't necessarily talk
about it,

Alemaz: Okay... I will take it regularly
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Annex-VI: Psychosocial intervention Fidelity Scale

Date

Name of assessor =

Signature:

Please record each rating next to the item. Overall Session Quality is calculated as an average of all
other 1-5 rating scores.

Items that need to be assessed for all sessions.

No. | lems Score
1 Explained aim of the session
2 Start the session with a general question related to the topic
3 Uses time efficiently 1o meet session goals
1. Items that need to be assessed for all sessions.
No. ltems Assessor

Session one: Need assessment and Goal setting

Done necd assessment

2

Set the goal in discussion with the participants

Session two: Awareness about Bipolar Disorder

Described bipolar disorder and the sign and symptoms of BD

N
-

Described how 1o recognize early sign and symptoms of BD

3 Discussed about how to identify influencing factors 1on with participants on

Session three: Treatment

| Deseribed the treatment of the bipolar disorder

2 Described the side-effect of medication

3 Define treatment adherence

Rl Identify /understand the reasons for non-sdherence from the people with BD and their

caregivers

Session four: Promoting Wellbeing of People with Bipolar Disorder:

Discussed sleep problems and sleep hygiene technigues

2

Define about stressful situations and effect on illness

.

Discussed techniques used 1o manage interpersonal problems

Session 8: Anxiety management und substance use prevention

Discuss on coping mechanisms/anxicty manasgement

2

Describe about the importance relapse prevention action plan & its components?
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Appendix P: Psychological intervention for people with bipolar disorder [Amharic version]
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P avpRRC NP} ARTIY® THIIE ARIANT Uheos

PREE ATL: DA aRaR g Pm- ava() P

1.1 a9 P

PATRF DAL BI6 ML AA RT& PAD$PPC ARG NNE NAYNAT PAOTRE ATRTR ARIFT a®hhd
AT8 ALY N+L2279, PAICAT @ET® h+@AY PARA NYA +a2AA PARhAT AL AAD:: BU
PARIPC UIPI yaoae NANF@: APTF AT NNHANFFD: PAAT +AT NéE TINEE AROF AT
ANTIY AR WNE +8F A PANTA BFAA: PATRF ARb PPC AdRIR PANFD- APTF AdT ALHI® 1H
PaR&L yYaege (AJPAA PANZ NAZF PLI® NHE) AIBANTFE NAPF LA PAUAMF@DY UNIPT AT
PASSC HRN N+hhP FPRET aOhF+4 AT a+aNC ANNSFO- £FAA:

PAY ANG MATREPT PAUNAF PAOREF GOHPPC AHADTR AANFE: APF AT ARNFTIMPFFO-
/AINNNNPFF@- PALAM-T AREUL Y Pa9 Ph -+ PUNGRT ALIFT §F@-x: NHU aRans P a-hp PRy
ANG ANFPTPTF hHU emAe PHHLHGTY Phhd ATARIRE AA haRae ayp+ag(: pydeaey aoyfg,
AS UFRa™Y APNPA AT ALNNA POLTA 10T NS FNTPF NUATPTFO @A +AFE
AYRUPE TN RIRUT ANTFIL PUT PAHRODF AIMTPFY dogege pay oAFA NUAPTY
NN+ Yyaeas (38 P7LA a®hANA BLI® TIHARPT NA9e PFIPTY AT PA+AN ANATY
PrRC Ui AR TR0

1.2 PN7 AN AN9°T AT PRAMS ®RLPD ANLALY T

PATRF AR PPC haRgR PR ULt ANIPT PIT® AT ANLAT 17C NUITR Ntk Yaeae> PANFO-
APF aLUr+Y APOAS. ARa™ A PUANTFE £FAA: DFPF R1LMmea™t nave ULt NF
haghge 2A%P PARLULF URTRT AT PNIANT ARTRTPTY NTIMAnC P+AA PURTRT AT PAAT +AAT
APNeh AR OMt MIPMmF B FAA:

ATERP @AM NHLLTF MTFT PATRT 0R$ PPC HARIR PANF@- APF NAFD- PURIR FoANSTF AT
PAAT HRAT RIPNSALFD M4 A18AUYT PALA: AHUI® NNLA AILIPRYLTIT Paaecna-
@EULHFE O ®PTFDG NHEAID 1 A AATTFFD 0 hHYU N+eaie Phost
@ PPC hARGe PANF@ APTFS NAANFFD P+ALR TMINGRT ANTIYLRT NHART AL AR/
ULIFFR FICT: PHALR ALIHHS hiPe 02T A®M+9® AT hURIPT®: IC P+LPH FICT
(AF°AA @EULET NADNM AAGR@AL) AUTRA™ @9CAT RTR9RTPT MPAPFPA: PURTS
@Mt ATARA T NYaRa™ gRRYPF PARADMY  ARJAA AT LA AGREINT AT NN

(A v}
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pav-taqany ) $FFMmY ATIARAA N ACF ATLTLLNLAT +METRA: NAOTCC MST UNIPT AL
PADY N&+HT AGRA™AT NGAT PMS BCEF PHHIE®- PURIRS aogelP (WHO mhGAP
intervention guideline), 801 ANS ANIPTT FRUCT PATRE AR$PPC AdRge AANFE NPT Ui
@AMT AT8ANT LaOR4A:

PRFPR P LLAAR RIPNEALR LTNAN AF9NF PMT AN TLN+EC 2UTY PIATE PS 2CEF
PHIE®Y PUNIPS aBgRLP Nah+F PARIRC MSY ATING4EF PAATSC MS A1AAT APL
MNERTL AOMF NARTIPADN AL L1574 BU APL AO+INLL AT PMT ARTC F&INECTRY
A% £ (The Strategy and the Health Sector Transformation plan) 3A99 NM.S MNP AT NAeEany P
248 PNTAHA P9UNG PMS NATRLPTFT NTINAMT ARNLFR NPT PAOTPC MG UNTPT AT8AM-
NTNFA ALAT® ATERPD-PT PAOTOC MG ARTPTT N+HAA +L84-H TLLD J0- =2 LY PHTLT
aog PRC AR AANF@ APTF PaReULF AT PATANG UNTPS A4+ APAMPY £MIOLA = 110
9% N+NC PATANS UNTRT PAAMYT PMs NAC™P AT PATANG UNIRT ACPAMT Pa9L8 aoany P
PAFR: NAHU RU aRae/p P+HHIBM- NMS MNP AT NAREARLP 228 UNTHA PTAS PMS
NATCLPF PATANS UNTPTY PATRT a0 PPC AARIP AANFD- APF AT A+INNNNPFFO- cRhm*
AT8.F A AT PUARA™Y ™M AT PRAAT +AT PRC ATPNPALTFOY ATIRAL 10

1.3 PAY ANST UhTT AT

NHY aegosp -ND P+7A8@ PNTANT UNIPS GAGY PAORF dRbPRC AORIR PANFD- NPFY AS
NHANFFOT ULOT THARA 1O~

1.4 PaegePm- AHIBEF 18%

RU Pa0Eansp $F PATANG UNGPS aohen, aogesp NA&N ANN RLACAL AMAHE/ 2ntet 8¢
M Ahd UF PHHIE j@: aoavs P NAAIENF @FF hHYU Nt NF81 AICT P+HI°hs
PAAANS AT TUNLE URTST ARIFFE @mAFOT AT APATY hpqdT Noee-ngt yaeas
hANF® APFT ATNNNLFFD/ NHANFF@: IC YT AN AT ALANA NATLTA 17CF
AT PRI RATET AR @-LLT NELT P+HHIE 10 hHY NH@TIZ NMS MNP AT PAREaDLP
£LE PNTHA NOUNG PMS NATPLPTI PMLS UALPTT PANNNG: ATAPTE PAATPC MS
URIRS AT PNT-ANG UNTRT NAG-PPF IC P+LLITT MELHTS ANHPOFTIR +h+Pas

NtTICI® aeans emy NFOTHIENT DT PHALP PATANS KT TUNGR UNTRS aRgRlPPTy
Nae7aelge hHY $dde PATT ATIMPATT +MPARTFPA: (1) NNATP PAYAD N+ANT ALF

2
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P21 ADMAT KG ANPLPTF PHHIE OGR4 L (2). NAATPC MG UNTPT PAAME NAT™PPF ALFC
PAATEC M. UNTRT hHNAD- AORUR (3) PhTRF 0O$ PPC HaPIR AANF @ APTF PAT-ANT FIRUCH
aoheh, GOGRLP KG (4) PATRT GOGPEC HORIR AANFE- APF AANLE PIPNNC UNTPS AIRAM.
ANAT™PPF e+HE = RIHU PNY ANG URIPG OAew, GOGRLPPF PHao/ Mt NAATF +81 UICT
AL PHAGTHT MTEF AOALT NTMELT 10

1.5 @/ e P+HIED AT 102

NMS MNP AT PAREARLP 2/8 PATHA PTUNG PMS NATPPT PUF AT NGATS PMG BCET
PHHIED Y PAATRC URGRG aohen, aogsp AL NAMS POAS. (WHO mhGAP intervention
guideline) AT hNE PAGTRE YaRGe PANFDT APT NOINGE AL ATYTT NAGLPF TFDn::

1.6 hH,U aeang p paq o} R799% §F0-?
PHU PAY ANS URIRT PIE +MSMPF PNTRYF 0B PPC AORGR PANTFE APTF AT NHANFFO- /
+INNNNPFFO §F@-::

1.7. paean/ e kD P P(
Y PAAMS aeans P NANT PT PT A&AT AT N ATPAT 10N hEAT P+PHL 1D
U. pangany p anaq) P (Initial engagement)
NEA ATL: PIULATTTY A74%T D$PST PURTT@T 1) THhPaRD
A. Uhoee

N&A LAT: DA haeae: ajRg,M. AT Yoy AeAd: / ALNNA/ AeT POLFA 10T
aoepf, P
N&A NNAF: Pac Ut Uhoeq
N&4A hét: MY 94N+ (Promoting wellbeing)
N&A AFPNT: YT EM+CT Yaoa> 338 P14R a®hAhA
. IMPAL

AP1878 PAAMS N&A TH N20 B4 @AM AIR&MSPP AT NPATRIH ATRAMD AN
PHHIE 1@ YRR @ N ATRHF NEA TH ATRMT$P PUPINT ATRT D PR hHU $89°
AINHE AT ANNAT 1N, PAFD- UT4F AL PHELTT THTF h 3 - 12 REA 1H BN POYLAM-
PAY ANT AT TINLR URTRT ATAAPT @M b9 ARUPTFOT NATLLALT hAATRC MY
NAT™PPF IC N+LL70 B-LL2F KT NAFERL MST MNLPPT AL hét WEA 1H PAD-
PIPNNC A149IAT HIRREC +PNLIT ATBAGH POY PACARE AO/EPTF RAYLATRE NAPMPID
0
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1.8 UhPT@ P AME AYET 1002
UNRT®- N4 AAFE NUT aRAR £AMA: Yaea> PANF®- APT £PLT hUF NANNFFO-9°
A8 ATE RSN FAY::

1.9 URTEY NPINDNT OPF LYY RLP KT T OMPI® £FAA?

BY doanZp PATANG URTRGT AGRAMT AL 0aRZP PIATAA: haARa™ PANFMT APF
NAUGREED- & PUY AD$TE NULPFDIT AT +80F APANTANTFD: PTUFATY 10T
A®EMMC PRLATFAPTFD AUATFT AT ANKAL AT +ma3e PP ACSH AI8ML¢
P PATAT®Y N& PUPY OBZE 997 AANF@: PMS NAPPT FhayPTY NN COLEPT
hTmsTIP £4% NORARLPD ®ND PAMEAFT OLEPF NAINM SAMF AL S3+hC
BFRCNFPA: Yaoa> PANF@ APF UANF@T PARPIRNCENT @LLFS NHaoLme ACONT AL
FIOUCT 1T NPA ML NFFO ONLE APINMF PALTFAT NPT PT +80F AL NF POP+IC
a/EPTFY PLH AL aPaRLP RAMTPA:

1.10 PURTPST O ANYL AT NFALHE hU1FPTF IC PAD PEYF

NHU PAYANG UNGRG aRansp @AM PHh++td AT NEALH HORa™ PANFD- APF A
FINNNNPFFO/NAANFFD AIMEIPNF ATFAAY: +AFPTF AT NEA 11 A1_A+4
EMNPNFPA: UFT 07 AT8TL HAFLPT ARTE NEA 1H PHAENDT N ATIMTHP NATE
NEA 11 NAL AONENFED BFAA N+PL10 DA UTROYFD: Nd A4+ AT M4 PARLET K9P
PAFD +AFLPT LA AT NEA 11 NIN LA ARG £FAA: ATRAA Fhaqm go39°
KeTF RRIHH AT hi1$d APFT PARRMPI AT PAOMSI® ATHE NAINZ®: NHU ChA AL NH 1H
MMt APNLATEO: NALPITS PMS NATPPPTF PUNTRSEY NEA 1 ATINCHIPT® T ATIAMC
PANMPFFDY BLE MDP AT ©L8T PNLAITFPA: NAISTIAE NLA 1HPF PORIt UANT
ARISIRE FNAQPT ANEAL NILUFNT TH AOMT BLI® TAG L FAA:

[Aviv]
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64§ AT: PALFR hUATTF

2.1 P+aNNF RUAF

£U NUAF A+APP PAATEE UTDGR PANFE: APT NFOTNICNT TH ATMSION PTPTFAD: AT A$E
PEANNF UAF §O-:: NCTTI® PARITEE UTPI® AAANTFE AT UTOIoHET L mPaaA:: A+ALL APTF
PRALP PAANNT RUAT TOMEIE ANKAT AUT BFAAL NAOURT® ATLULF0 hAPF IC PIUFLTY
NNt e ATIEL PHALE RETH HE ATOMPI® HAE TOUY PALAIA: AUAT® AETF UTOGO+ET
hTMPa™ P5 PG P+annt hUARF O-NM G98EEMT GOGICT ARAANG kS et AMTY
EmICLAs

2.2 hIC AT AhNCH

= &N NN MATPOP AT NUNTRT 18+ @-ND PIRNTORTT 10T TINLST

= NNAANFFO9° P ANCPFD haemed APT PP aOMPe NPNLAT
AFNTPF AP L NTYIN THNL8F

= PAOEC UFRIR PANFET APTF ATRAIIF®-° AD- NNC ATRTUAM-PFO-
N+aNC THe%

2.3 @A APNNATMNLF FF KT PAATT FIC AVLLN L8 T

APF NA FICFFOr ALLST NEATPE ¥ T +ATEFO- A18T14

* %Y &t AT RANGE AeNNA T84
= &N NART NF HRE RIA PARATIFDY NI AGRL8% aRqRhC PHLAJA

(AN
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2.4 ARAELE/RILHY AUY 26AA NA- ARAGR)@ G

AI8YE TH APF AT PORIENADT MLIR PEORINTRINET 17C AI94T LFAA: ATRAA U1 O
PUY 6% ATROUMPO™E NHEC O, NAAF®: 24P ATFIF AI94T 2FAA: NHYU 0%+
+AN+TUA/AA NT9AT 24P APT OL UNToT @ NABMFD: FEEF AL NF M+hC PALAIA: ATPAA
&N POImEE UAN AU £FAA: NAHU PATY ACSZ AT 9PNC LATD: dR9PMFFm- a0l 8%
PNEAIA::

2.5 N2+ Myaep

APFY FdF Am+T PAT8TEMF®: NPT A FIACFFO DG+ Ads LTFAA:

= hPY878.7 Fheq ML UN9PT N&A havank N&F NLYN T14A i L]
P I747Y N2 AT F+A HIE, PP

= M4 POLTY AOLTY 1TTHIT

= APRADMIFE- AOPGFYT LMY NO2IPIST POUNLFF &F NTAPT dRgAR

= NM5I4NT 1H AATIRLD

= 9ORC NAPATATTY NEF Te4F0T NLYN AGRZSF avqone
= 097477 84 UN TP® THRLA)

2.6 N+IN.0~ 072 N PEPFY OOMPP
M PE PIPYMEPNTF aOY7L PAPANTY AL T LOATA: NAHYU AP @LI® PATR NF NAD: A8,
PeY 2N MPEPTT MADIL AANY::

ATRAA

= 4NUT AFMSE AFNNTE AR RA NAT NIMESP T2I9° ATNY &N POYNE&T UA
NPLFOT° ANHEE APTF RANTFD AP AM& AANNI® 10 PO P 2U PERLPINT:
NPT MPRDY PMPEINT AOYIL POYPAPE PMT NATR PO PAPTTY &N TIMEF
ATRNLPNA DLID ABHAYF: X TRIYLL AP JDr::

= NAHYU DP? PPRIMEPNT AOYIL ATLMN+AD: YT AANT

o "AI873L BiFPT NMI° hNe U1 ALOTYUT NATIMEF ANNU FOPAU?”
o GRAM AP NUY “Aht NATLFE NLION T4 A CBMPP Mmé BT

(A iv)
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2.7 ™LIIN
+AFLD NHTRE. METR ¢m- NUF NADT BND P+HHIHSGHT aRYIRF NAPMI® ASZIIFa-
£1N4:

49T MINC NA BI°R M4 PUY 17C O Mmbge

* PAA $7EPTY MR

*  ANNZIT AG GPAN ANRAMYY 24N 1 AMmF

= AAGRh&NC
= PUNTRT aPOeR NEAT 19 AT TOF TIRLD

2.8 N1$+ ®hi+4
PARIPC MS =4 JOLARL NMT NATPPF P+NNF AT YT UiFPTFT PARARART AUAT AL
PHaenst jm-::

yaege+EFmy N9+ aPavAhT
= ANAR Ui AT AANNN

* PMTICTFVINTAFFOT AT £L1FTFOTY
= Y AYRATY ATRLLT (ATPAA ATEVES..)

2.9 ULMPH+FT MANC

APTF PAOTCE UTRIRT hULIITH IC APLHD: A LS BFAA: ATPAA PUTOFD- TR LT ACHHN
@3N OLI® NIMAT PhIET PAPM &M AECI® AGPANKT £FAA:  AI81E 1H B9
PAOTPC YRR RANET R AR aRIAR, AFLFD £FAN: ATPAA D& PA NTRT NAUFLFO-
1 FATRT ATI8T hdmé +ARPAL NAD: A PTRR EFAA: NAHY PUTPFRHTDT ULMFFR
AGRANNSTF @ANC £70A: 11C 7% PRICH GRILAR ATP1E NIPIAMD: AT494AT AL +OAT
AT8FTLD OOEP L PAAN YT

2.10 hm.CY ™mn?®
PAYITDIP AD MLI® LY aLE MAMERYE PHMNP 022 116 77 UTRIRHETF AAFO DL
AAART APT ALIT NI HNT 1H ATRARAN+E: ANA +IND~ ACTPE ATRONE ATMRI® ATFAAT:

v
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AMS NAT PPF:
gAMLY MNP TAT 9°F AT ATLPY NAOEADLP: NEA 11 TOIAS AT ATEANLALIH NAA

NEA 1H L7007 AY94Fa ATTFAAY::

FPAMLY MNP TIAT F°F AT ATRUPT NTLN+HAD- ARAN: ATIABATD: ATTAAY

“Ha NATPM- ATPNT5AL Ha NA............ AMDLPA D ALY PIP 35,274 F D~ 9735 D5
LY AN Pik PEMNP 1D NARY PA ACNP &L AAA N5 D73 +AAES ALATI:
176 7 FPNML- Pk PRRACNTFD- FPhIPRF PLNP BLIP PAAT NPT LUTIF hONNF
PACNPI® ) PAATF S LY BT ATPNE NF LUTA

2.11 NPT MA+E

PATRF MOBPPC HARGR PANFD- APF PARAMFDT UNTPT M9 ATILLD AS UNTPTFO-Y
A&NFth ATIRLT AT AT AThNNNPFFOY NAANFFOT A+ AT @INFF+
PRLAIA:

NUNTRTFD: AL ATR AT ATHLLD NTL8. aOF72F avhhd

= ¢ PHANNF htiet
= FhOyPF $Laq P Paq AMF FICTF AL TH+h(C
= FhOPF HA YOOFMD. AT UNIRTm- N9Y7N dBZ8 FFMmTF 99297 AT TN FFF

DL MG +29° AIPMFP A NA AIHY FICTF TBBNLCL 1MIP 1 jd-::
UhTPTD39° NLFPA) PORED WU NFrAe GPHAA A FLTRTL AT90FAl:
= N¢MEC $7 PMFF YnIRTT Phb+d PADT HPI° ALET

2.12 ™ 0@ C$+F MmN
PMS NAGPLPF Yaoae WANFD APTF @LT® +ThNNNPFFO- IC PATFE 97T PORORAL+mn
nae4agany 46 NACHNNC AL 10 DALY ATE MS NAGRP NFNY, IC NTF L TU 17T Neped-
AFLCATF® PARLIMT 11CF Ak =
hIHU NewdA AFLCATFE NTRLINT 17CF NP P+ON R
= AMFPTTF a®$NA
= PA N h&L NEPTFT NS T

= (IMI° PORSLLA) MEIR PEPC Y TF1F ARAPNLT
= OYIEDIIO KLTF PR AT

Vi
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2.13 AAF ANdAL hUA+F

= ANLAL US A5 DHThNhNPFFa-/ NAANFFO: IC @-LF MEL)

*  ANEAL PUR GRZEPFY 9146 NUY 0018 aeaoH)f): SUIR N1H LRT POLFLTFM®1
AP ATNF+AT ANAT PTLFADT AUHT AGRPINT AT NIPCARE PTTIDY Mt
hhg NARZNFTFT IC ATPDPPT BMPA:

*  UALH @aOC: ACAME LAUINFEY 11CTF doR& M, j@:: hHI® NA 78R PNAM
TMINN PALAIA: ATRAA BUTY aRaRsp eaqe aqiNf) AUT £FAd= NtaaiLoe
N2+ NLIN N@OC AL TH hARATCC MS NAT™PPF JIC 224 9L L:

2.14 P40 PRAAPC MT1T @ d+aA

AMS NAC™ PPF:

PMS NACTPPTF NI4T AT AWLNAT ATRTLPH A PARTRE MS FIC ATCATFE: £FAA:
N L+HI° PMG NATTPPF AVLIITDI° AD- PHALR 1P +F LI FICTF AFCNTFOD £FAA:
hHU NtTe AT APTY NATNNNN N LHLFOT NATLPME NACHTO MY ATIAN 11
ALTFIR: NAHU NANTFIL AT ACRF PTLAT Ui PTF @-ND NFINGNF TH PAATYT PRATRC
MY AT%T hi+d A18ANT ML ANEAT 10

MAFoh PINGT PT PT PAOTSC MT AMNNP AUAFT MImPAL
= AROTPC M UNTPS AD$F NFOT NE NAALT B4 PP PAINNT AUAT PHLAI4A
= PEANNE NUATT NHEPE PAAT NPT ATRT AT994ar ATFAAT: 1T BHR
@ALFT AARGR PANFE: APT XS +ThNNNAPFFOT T912709° LhLAIA:
= AT NPT NARNCT Th9° A PAREFT AMERIFT MNP PHLAIA:
= PMS NATSPPTF PLAFDT PAATRC MITF AP 4 AANFE:

[Aviv]



L PR avdReC movg™ APThg® HIDE MNANG UhgS

P04 whT: PhTANT AT MUNL R Uh9RT aoa, P

NEA LH AYE: +AFLPTF AVBLFATFD PLATHY FIACT ALY HOP AT ANFY
aq ) aom

PASA TH® AAT: MS NAC>PPF PO N+ATT ATRLST PATATPA
1. HAFEPTF AVRLFAFD POULATTT FICT ATRLEF PATFATPA
2. +NFEPTF DNTANT UNTRT NEATH @A PHT®- ATRTLPNLAITD: ATCDAT RLSTFPA:

AYMELH 1: FAFEPTT AVRLFATO: PIULATTY FIACTF ALF MDF AT INFT MAbaRH

n&A UAT: UhoT

LHY PhAMS HE | P @AhLO-
Py mA LM 1H
1 TAFLPTF ATRBLFATFD
20 B4 | POULATTY TOACT ART VDS L2t 20 B9
ANFY AR

10
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3.1 +AFEPTF AV8LFATED POULAZTFOT FI9CF ALT OP AT °F MATF JOD-?
TAFEPT ATRLFATED POLATFOT FICT ALT THOP AT N+TBA AT N+HLLE TPAN

AP1878. AN, AT NAANFTFE PANTFOT TOCTF 0OL8F AT GINTTY YA M AT 10

FAFLPTF AVRLFATFD POLAZTFOT FO9CTF AL T TOP AT PHLAIA?

PMS NAT>PPF haege PANFE: APTF AT +TNNNNPFFO/NANANFFO- NULDFF0r
AV8LFATFD PO AT @RIP PANFET AVININ, FC ATRLEF PATFAFPA::

LY L9 PMS NAT™PLPF hNTANS UARTRS A4kt N PHEFD REA 1H
AT PALAITFD ATRDAT £LATFPA::

HAFEPTF RGATFO PEE1T ATRHAINC PATEY AT AT TRIANT RMTRLA

haege PANFE: APF AT +INNNNPFFO/NAANFFO FICFFOY AT T PAYTY
§ATk RI8LST EMPMA: RUIS NOD+ORADY AL P4AOAZ+ ATRIF ANRSFC
L MPaqA:

ARge PANTE- APF AT PHINNNNPFFO- FIC NHAMFO UNTT AVR+L A
AT18A+L > ATIDP ATRADIA doZE A PIATIA RS PAHLATY FOACT AdRerF 9o
@ e/ RIZANF@D ATIDP BMPIIA:

FAFLPT AVRLFATFD PLAZTFOT FACTF NMOP L5 N POYLA+HL D TIm-?
FAFEPTF AVBLFATD PTULATTTY FICTF AL NDS 12+ O-N AR PANFD APF ?
+YNNNNPFFO AT URTRS PORAMFT PMS NACTPPTF a4A+E AANTFE:: N9A UNTPT MAM

PMA+E AdT APT AT PAAAN ANAT ATBANEALIE AN+ £FAN: FPTANT AARA> PANTO-
NPT AS NHANFFD A184F PTULAMT FOC AL PHALP ACPANNT ATLFD £FAd: ATRAA
yaeae PANG A~ PARLATIE: FA BF @EL N¢ AN AUT 2FAA: HINNNNPFFa- LI
Naegansp paqgd A+t PUMRIE FRARTTF ATRAA PATIPA& aoZNNA AT8N+NhNA AT URIPTD-

AN @®hi+d AUT £FAA: NHU 1H UATT® ARANDRTF 0228%F NMI ANEAT 10

PMS NAT™PPF +AFLPTF PANFOT TIACT K184 APO¢ £FAN?

AM.S NAC>PPF
1. A&NY 0908

11
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2. A1R M AoRa™ WANF® APTF AT NAHANFFO- JC AP+INNT aRUSTFYY h@3Y huhPse-
g°% MNTF ATLTLNMNT PIDP §AVF ABATU a0YIC PNLAIA= NAANFE F9C ADd+
AVBATUS 9o ATLL Fa AILTHFA P+@AY UAN AISATU 11ZF @ 7€ 917 NAREaesp
AICH NHYU UR9RS 927 99905% KILTA S0P NMI° MPa, 10 N+RTICT RICH DA
YaMFMD-: 9o RILMPAAD OLT® ATRMPNNAD hMS NAT-P@- N+AA ATRTY POr%
PAFEOF@:: 2U NEA ACNP vaa» hANF®. APF AT +ThNhNPFFa/N+ANFFo
PALILNT NEA TH TO-::

3. AT8YE TH PN NAT™PO- PHAFLDT FIC ATRLET PHDNAT 11C AL PG M PRPTF APMPP
ALNEATD £FAA: ATRAA HAFLD ARTHHT R12d PUR APTY EMeIe dPrY ACRZE%F
NTN+A AN AMB &FAk:

FTAFLPTF AVRLFATFD PLAZIFOT FICTF ALY MOP

“AIRIE TH AL AD NNYA PFATRL NALFST hAPTF IC PAD-F 9355 ATIMTHE @LTP
hOPT IC AGPPAPAT L éh 3PD~ DG NTBF A GBI DLID ET9P A 3PAF A T8 DN LD
e e A PI° DLI? P Amm LTFAd= ALH e+ ATRPLIP DL IP aopmp ATemm+
PR PNP FIL AITIPPF LODPA?"

“NILDTFP ARNTHNA PREARTF 170 FPRELD 12 NPT FIPULTFPED NFIPANFN?
3LFEFPN+TANTN? NANANP N+TPAh+N7?"

4. PHAFLET FIC ATIDP AT ATREFT POULRE $6T AMegR: NHY PATANT UNRT AL+
PO FA AR FCF NHU $6 @AM +n+PA (ANL-1) = NAHY RUY $6 FICT 0oL FFF 0T
LTS AATRL A4 F@F AGRAOHIN) £MPIIA: NHUT® NHendIe Yaean PANFE APF AT
AP FFO/NAANFFO- NHU PAIANT UNTRT ALk POILFA FIACTF NA AIrY AGCAPH
RL8A: NAOMLAT® NHAFLPT IC DT ATINPaom P98 ALY $6-9° POLN+ATY
£ EHA:-

= PhOR aRdPPC Yange gRYyEY avl 8t

= PNTYF AR PP( YaRgR gRANTF

= yaoam R38$70 LR AIRNNN POY.LLCTH 10T
= UNGRT@ AT UNIRT@Y NATINM: GOh F+AQ
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M 01PAF (POYPAS M1 AMNNP)
ARIHHT A1Pe NUR 11CTF dRLP/AATOMPT®

Pam LA IR/PTLLAND 17CFT TINDIL DLIR aBEMmML
= M5 P YT aRaRNT
5. @eaANRT:- PMS NAT>PPF AT +ThONNPFFO/NAANFFO NATI4 PLAFO- PUY A F
AFLFD 2FAA: AGRAA UTRIRHTD- A1PAS PG Fa ATLTMANA ALS /ACCANE
2FAN: RU PTANT PAR UYLk P1TEH 28T ALY £FAA:

3.2 Il MAPH MAF I AT TO-?

9 MAPaM AT PATANT UATPT NTUNADNFE NATN+ AFA THET ®AD 2% 927 17CF7
MNTE ATLIPVEAT ROPLLFT PIRINGTFDT NPT NPLIR +h+d AR AT NFTY
ATIANT PA9 L8 AYIRT/NATT AR AR@PPFE APMATT MAPIRM AT jar: o)) YHPaRMR
PAPTT HIANTE ACRMORC ANKAT ORALP 10 APF NEDIF 0L MYIFTFO AT8AN AT
PHIANS URTRTE® A+AFLE MPT, PR OLI® AACURYT ACIME ATLIULT PL8TA=
Nt Pheaemimy 9N ANT hFAT PARTLIT N9t AT8NTIST PNAM AY&TN&
PNLFFTA:

AMS NACPPF
AL UK Yaea> WANFO APTF AT A ThNNNPFFE/N+ANFFE 26 A1 L+aNNFU h+ATF UL
huhgesm 9°% 9T+ AT2L AT NTh+HAD TRPAR AMELTFar EFAA:

741 TR aop
"hhsesm- @A ANEAT PUPID-F hGAd A9De NELTiD @-LEF PANTE UFir AS

PTRLIPIPFF FILT ATPTIAS 1M 1K ADEmé LN UhIPsPEY N+aPAhT AL8P+
LFAd N1R PTIANTFD N 17T Art:: Aik? hAPDPPFFF N&t T3 ATH/AYE/A T Dy
Yhoes 2% BYTF A1LIPTEA P/ ALETPFEAT / A1ETPFEAT 0 17C TPNTIF A& AIAU=
LY UhPT @79 T NPT TRd - {DFFU A PPL LFAA”
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9N NMhe@p YL+ @D P A+ O TMIdD-?

UAZH 9 TN$aem Y23 @AM PATANT UNIPT PORLLIIATA- Yara> PANFD- APF AT PMS
NATPPF aA+& AANFO:: ANKAL NPT AT YRR+ LT hUF +7NNNNPTF/ N+ANT
ANt BFAN:

9 PRTHPTMD OF jO-?
NHU PATANS Uh9RS NAREaLP REA-TH INFT AP m PHLAIA: AL N haheaemTr
Nt tAFEPT A1BLFATD: PLAFTFDT FACT TOL8F PRLAIA

90 PPTAPTMED A1 8T 10?7
+AFELPTF ANTANG URTPS 28N hUE ) DAY 927 TIAT ALY ARLST £ FAA: NAHU PHIANS
UNTRS A7494F POLAMM- PMS NAT™P L 8+%F N3 T NHHLHST aRAR TRAA NARAMT TNLETF
PNEAIA:

= NAYaea™ xq pyanae angegy, goRY P4

= yanaey A PRA ML APNNA NATLTA 16T

= P PUNIPT A9 T

PG PO TR/PTULND 11CTFT AVSTF TINDIL MLIR aREmML AT LT FA

* PATRT CPAPDD MLI® TP F MADIL DLIC PSMML

= AhA®R: YNLP AT NI-ANTE MT1HT THARA

= MY PP 9T T aRaRhF

PATANS UNIPT LLF 2% ATRUT a°AH
+AOF&PF hHU PAYANS UNIPS 927 9995 % PARLARS CINF@ 723 ATALY ND3PT N3A PaidpAd:
NA Uh9RT@ AEA-IH T9NDF AT hUATCTE T977F NTLATT aRAR TAthhd 70 h&EA
THEY N+HRAN+ P+@ARF YaRa AANFE APTF AT +TNNNNAPFFO- NATL AL PTRAM ALY
PrOART £A9° APNF LAMA = JIC 97 Yaea> PANFD APTF hAdAT ANFFO AAMFO-
£FAA: PhIANSTE- URTRT POLADNFT WEA 1H NLh+AD: TRAN A7ASATE: B FAN:
“BY UNTPT ANKAT NPT TPA - NATPNT WEA THLF PHPEL 1D~ AT PP AT ATPNF
N3+ AhGAeF PIREA 7D 1 UNNG hidet Al NPATPG% AP+75TF AIDFLPA Y
LY AACH ATPF 1@~ AIAD~ PANA?”
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nNaeemage
AU NRTLY NEA 21 hAs 923 AIEIPHFMAN% AIDLLAY:: D-LLAFFF A% ADEILT
NP Lt ND AILTPIRLN ALTIMNGT LU = ND-LLAFFF Ahhd TfE OMPP DLIP
DALLF NDEATF NOFGTD-I [IAF TOMPE LFAf:"

PAREHAD- NEA LH 9°7 AR ATR9] P+eC dAR9AH
‘NaQPPAD- AT+ L7 PNTRF TPAPDD YdPge FodhFfFP Yyaedae payaom[)i3
FoN I P17 pYapaee godhRF Fde A IR ME/A IR P I DLIP AN F PTRLECH 17T AL
AIDEFAT:: NPT PEF NF°TFF L£79° NAUATPTD-§ ACLULFT NATUF AFELM-
@DAL PAD-T PPI° AT PPN 287 AT PIIPN P28+ AFL 9°F TELT AVeAN 7
PYaRaD-3 a7 F PARMPTD FPARFF: YaPa™> A 38 P71 AGPhARA PaRmPae a0} 7L F G
AT 3T AT TNDIL DLIP PPEMMNL AYEANT AMDLLAY::

NNT-ANS URIPS @PF PMS NAT™P £CA 97 A1LUT a29AS

AMS NAG>PPF:

N@eEaRL P PACH £CA 927 ATRBULT PNLGATFE: ATRAA NTNHAD: TRAN A BIR4 BFAM::
Py BLA AN ABBANAMT 1@~ NAHY NA YaPae A5 UhIPs@~ AIDPPAD: ADIRIE
WA= FPF 392 ANTTRLAFAV HLTP AN T ATPTRL ATLLIAD: NARY U392 hEA 1H
hengn? N3A9R PAL ACEF APNEAT NAAF FAAT YULDF B-ND AMmPTNFD- LFAf::
hHY +T92 TOFF PF AT A28+ ALLIPII5T AL ASHIEAD: ADRIE IH NNTPI+
DND PFILTFDF hUdFT MATF 7 F/0TF DLEIP N NF ATRATIOL. PFD- dMLST
AFAAV= BY AACH AGOF 3@~ NIAD- PANA? IHY 11 T2 PERPANNG 570 AA?”

NHU PAT-ANS UNIPS AL+ PMLEFA INFY MADIL

+AFLPTF NHU PI-ANT UNTPT AL+ POILFA ANTFY NP1 N+IAF UADT AR A12T9LA4 AS
ATPY ATRUYT OR9A8 PNLAJA: ATPAA PANSTIY, F9C AL 99+hC ALAT 2FAA: RUTY
AT NTAD ATABATOD £FAA:

15



POt P PPC o™y ACThY® 418 NNANG Uhe™y

“BY NI MPR AT ALF PORIND- F9C 1@ NAik+ LN NA5d: 1L 73 LY Uh9PT
NPTit PTRL1ILD PYTPIPHEFF NTRF AT PAAT TAATF +FNLFDF T95T4 AL hD-::
NAHY NP PADTIR FILT PR ABUT PUTCIOHEFF ANAPT TRUNLPT AT NIANTP
M 3P FDF ATIN56 PIRLE yd-::"

NaeEoespm NEA 1TH PATY FIACT A& FF A PG
AMS NAT> PPF-:
PaREMLP@mY NEA TH +AFLDT ATIDP AT AOLE ATANAN ATLDE AIMTY, EMPa>NF 115
FACT AEFT ALPNG: +AFLD NNHAN OND NAAD- Pl NEN DL NN+HAN
@N® NAAD ANFIE i MGt hE AY2mh+ADT UANF@Y TGA$PC PALAIA:
A ANFIC 1ICF APBANF AD-2AU DEAIS ABAMf#A%:: 1GCETRLP 7% ALY
AVeF ONLF AIEIPVFA ARL TIHIETF AANY: AU ATRPPAT NAPFFY TPALT
PORUPS N PFF APAL T 102 NANRFAT AT AdeF FICF SDAT ATMF+A3"

MMmPAL
o FAFLPF AVRLFAFD PAULARTT FICT ALT MOP PHED PAIANT UNTPT REA
1 AMPFO ATRTTFA ATRDAT £48Ax
 FAFLPF AVRLFATD POULATET FIACTF ART AGRL8T OOMESTY AT FoANFT

ATMPI® AYFAAY::
= 9] MAPACH PFERT FOACT NPFTM $LI° +h+d PEFF AT8ANT ATPDAT AT
+AFLE PADT ADD ACPhF+A EMPIRA::
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N&EA 1H UAT: DA APAT (WTF CRAPOM) YaRIR 9 FHN REMC

PASA TH® AATY: PATLT CPAP@A Yaog® PANFD- APF AT +INNNNPFFO/NAHANFFO-
NANTRL T MRAP@M Yaoge goYF: RARRE: INAPE AT Yaa™F A PHA @ ALAN(:

NATLTFA 110F PATEOT 9THN THAARA Y00
ATMLT 2: hAYaeae-: ay{A G Yaoa-y A PHA @L9° A PNNA NATLFA 17CF

h&eA 18 UAT
EHt PAAMS HE | PN ED 1H
PO LD PhYF COAPDM Yange goph$F 10 B8
08
M [pyaas mrcht m&a, ANTE eLt 2 B4
20 £22 pyaoao ad YA A PFE Yaoaey A PHA 52+
meI A PNNM NATLTA 11CF

PR T CRAPOA Yoo T a2

AMST NAT>PPF:
naegans e +AFLPT DA NT2F CAPOM YAOI® PATFD-T A@-¢F AT LIPRG:: AGRLE TR

PNHATY DPRPTF PMPP LFAN:
ADKPY At NA YTFP et L7452

yaogep pEaLm. 19°F FPHTPF 1D AIAD PANA? AdT APFN AIRT AT AFP3LT -

PAangofd fIAD y@- PR LAMNT?

Yyaav: PAATF FAAT ULDTFPT NLP AT ROPTF 26 NAPTF 351 AL +0AT APALLAT PAD-
AL T 2

FIUCFT APEL T 923 PLLIA?

AR PELH BAPHLPFA?

N@$MmAT® +AF40 N1CPT PULET +hE NI4T QA DT PAPOD Y9 PYYFT

BFANFPH 2% PLLIA? VAFFPN? AdF APFH 7%

FPARPRT OOVAAPE AT Uovary A PRA LT A PN NATLFA 1ICF 1A9 PLCH::

APAA

Prd 376 Fhhd i@z NBF AOAPDD YaPge f 38 11 PTRLT AA ITH L79°
P9 PILTT PYAPTP AL 1T D22 PATRF GOAP@P HYAPIP PANFD- APF NMTP hadLp
@ELTP )T (W&+5 PNTRF LLE) ANh BACT/EN%E NTRF A FFa LFAd:

NHYUT? NATRLLPC MTTF PUT HC TRTPLF LF I
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AMS NAG™ P PF:

ANAP PATLT RAPOA Yaogm PANFE NPT N+ALI he+d PN N4 / BNt 11
AT4% POFA PPARTTY PNLSPFO:: POUTELTT PPARTTY NN ACRLEF ANL-2 AR
PADY PRATIHY F2h ROANE ==

ﬁwa‘ PATYLF £2F / BN 11 ha®MmT NAL PLPYS P+2YY BA4+31H mege
N+$L10 DAGHETHE &Mt PG PANTF AR NIHY N2
« UANT GOANAN AATRFA
 PEPNENE 1ICTF AR PA FATE COMAEC
s DAAT APF AP Fhed DLI® AR ALA AAK/NAG NAL 1% N1Ae TN
. PAIPAG §ANF GOBYN
. CARAS DRI® NIt WaLt
v N0 OFF HLLHIF PAATET 110 APDG TRHNLHS
v DAY YAN DL ATE YAN NEMIF TOHAA
« hE PA POAAN §AYF:
s NEHE PP PACHF ATYF / BhgD AATOAGYH J

( ""‘fc ‘;Uz;“_"' ; MASHTIRG NAGEYH HANY Fie e

merrC

PAPNF 7CANST
{sysmproms of
mania)

SR —
NAeT ADTF FHAP AR Fied
MEIT AR ABA AAT /hAD

A NAR 73 N1A 94N
-l .

>

uany ""Mh'ﬂ PAIBAS AP 09N

PO PAEBNE YICT AL
FA PAFTE EaooC

Nt gt =
NEMDIF W0 AAERXA
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AMS NAG™PPF:

ANAP PhMF APOA Yoo PANFE NPT N+HAL NLNCT /NLN+ AT o-hp
NMUrNT 0T ATS POLTA PARTTY PALRPFE:: DA 2NCT /NNt ARTT

N 7N AGRZEF ANL-3 AL PAD-Y PATRATY F2h £OPANh::

ﬂrﬂc% /&0t PPARRTF
= PUHY hot
= 4T PRIDSFMT 1ICTF P AT/&§AYT Mt
= Ppet N+
= N4 e KT AENT ATIMEF AN /TRRNC
= UANT AGRANA aoF9C
= P9RO{) §AYT ODbYN MEGR aBgp,an(
= PAMIF/PRIIIC HO AT LT OEMT
= P2hGR (YT T hLA OOMLODC MRGR aBgYN
* PATPAR AOHNLLPE APPY MEGR Ao, ao(

PUHY NTLF/RadN

N /v'

eeNCt/ &N+t
IoANTT
(Depression)
- S
+N4& TORLD AT AN IR SATF TP LT
AT E-F AN/ hE asenoeC

AT/ PATITC HA PAIPAS OOHN LT
AT RETROEUEMD avFEIC anpyn
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pyaeae C{T MR, PUF PARFT 2% ALYTF SFO?

AMS NAT> PPF:

Navgan/sp +AFLPF VMFD AANNFD/ ALILA PUMO™Y MICHT POy Mmea™
ARTTF 927 ALY RIBUT +AFLD PATFD-Y AD-$F ACRLET RIPN&::
ATZEF P N+ATY D PEPT COMPP LFAA:
hiY N&F PaPgePF I8 AR+ AILING PO-PA/PNFD-0A? N ETPLPT AL T
ne?
yaoge@ haenng A5 hng L4E haegdn Ne+ Yyaear AP1470 AeUr AL+
WX
+AFLD N+01 QW i:- PACH R+N1 YTPFD- haenig A5 hNe £45 hae e
N&t AP747/ APTAPANNTFD- A3LU S A2 AT PO-PA?

N@emAT® +h4F4@ h1ICPT PULOT +PRC NARYAT PYmRa ay Yt MRy, PUR
pUaege PARTT 9% 9% ATRUF 1A9 L2CH: ATPAA NTLN+HAD: 278 A PALZAPFO-
LFAA::

ACH A 384T anan- haenik A5 hNE 48 haPLLrk N+ AP0 AL MPTR PUFH PUGRIP
ToANFEF NAAD- IH PHAE ALLATO: 170 93 Yaran- h+0N75 NE I TP hFF avP+ hEars.
N34 hoR T4+ FPANFF AL IFFD- +TPANL PP AF0 D IMIP Al Frt §FD-:=

AR @O NHRLF MTRFIR AR PART PNORF GOHPPC AaRR PANFD- APF AG
+FINNNNPFFO/NHANFFD PORN+ATT PURIS RANRTF ARICH PUMRE™ a99CAT Moy,
FANPTF ATRUR 5L PA:
1. PATPA& aZNNR
2. ¥ A NAMT AT NAPNAMFTFO 20T LT NHANT NAET h+8C AICT NILNT:
hAN+a92 NALE AT hAAT NPT IC PP /I
ARIITLFOT AMANNATFE- TLAR U7
NAAD: 73 N+AP ARATIT AT N D¢t
hNUA NEITM GRAN T9@&F: ATPAA NARTR FAP PU APFY AATINNC
Nt NC PARINA T9P4F
PEATT dPpYN AT PepeTPAT PAORNL NTRt
e 1PAET LPATA

@ N o v s w
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AMS NAT>PPF: RIHLUY Py @ CHF M, PUF PARTTY AAA 1H AL ImeR
ATEMPNt A+AFLO NOZPT 640 2Nm For::

pyana> AR PF AT YA A PAA @ETC A PNNN eMFA 1ICT 1LY §FO?

AMS NAT>PPF N F:

pyaeae g PRFT YoRay PAAPAT PPN BLT® RAISPIR PIAMPA™ AT i
AT8AATD POYL8. 170FT AR ST Diathesis-stress-model 724 UNN AOTCPTU a-N Prt:
? Diathesis-stress-model NANA® I N1-ANTRT TUNLR PRILPT ACH NACH PATDY 7 F1F
124 UAN AGRZ8F PHA = NTPNA AL AL AL P BU 124 UAN et AT PATPAR
02T PAF@T AT HIF PALA: NHU N TR -UAM PRTANT Uh9RT +APAAL PUY PATPAR
NCSF ALT NNCYT P+ P2CLY ARCU INC ATID-MF AT Yana> A P1CA AP mEo, PUr
pyaege goARSFTT AGPART AT ATHUT PARTT Adcgee paq/8Fm% huA++: hHU N+
yaeaey Py AP AT PPN YICTFT AGRARCARC AT AJAs UiFPTY AGRPADM AN
NMg®  @AZFP JIC URT EMeT9A:  AdT AUI® PaRL24m- NIDAL SHTFO-
PHOALTFD LIS NALIFTT LIMT™T 1ICTF ATE BFAK 1€ 17 ATHT ARHPC ATFATR: 110
9% AseTet PAYY PHIATT APMTY AT A YT PIRIAMM-Y FRAR 917 MA+NNA AYFAAY:

AORTE L3 FPT INEHE Ui AAAGC Yange
PIRL MG o FPF: aneng
TMUNEE AL AIRPTN PORLLLH > +IARIE
DEGR POTRAR TYMF
Peg PANtA PULDE IMORPHT
m7AAT
(ZERSLS
Fac
£hey ¢ $AA PA PYoe g
Puma e I st FANEF
TOCE . PORTLNT DPF
He. ol

04 RA12: Diathesis-Stress Model NN+ NATE 676 ML AL 876 CRAPOD Ydege m-Hm
AA PIRAM A ANTRT THUNSR UNTRG=
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AMS NAT>PPF:

nNaegan/p HhA yaoao aFHRPF AT YOG FAe ATRAAFD ML X8 NNHNFo-
PLLECT 1ICTF 2% 9% ATEUY NHAFLPE MEPd AMR/SF £9°h4:: hHU NPT
PHHZHGT DPRPTF AOLEM-TY AT F L8P A,

yaoqog go} H LT PAOMNTF LA\ AeFd? NFN1NP YOG FD- PAOMD- 19°F
goNIEF LAD Ao 4 ?

ANKPT M5 Uim hSR N4 Yaeqe 3R PILNINT POYPLLHT / Yaorqod-F
PPN IUCF  IPILT  TFD  AFANP MmTY Uid- hSE N4
YaFED- 3P PAPN JILT TPIL T TFD-?

yaa- W74 N34 A38NN10 AT WL AU PORLLLHT 170°TFN TP3ELD §FD-?
yaa h7/75 N34 Fie A8 TAP/A IR AAF D PTRLR PFD- yI0°F F°38% §F D2

neemA® Yee+EF hy1CPT PULOT +PhC NE®IATT AUCDFD. oRIPF
NATLUF 1ICF AT UaRo™y PO $ARE POLLNNM ML N+PL10 K18 PN LT
NZA N3A FAe ATRAAFO: POULSR. 1ICFT NOLN+HAD- 078 AOQAST MN+9C LFAK:

“GLI® Nd ATiTI® AILIAIFU-+ PYyaeae- avyiy gof3 P+ P+APR Y7007 £9°C
@DmF AU AL ND hTPDAL. 14F7 N1TBLMLPPE PYDF TH LT MLIP NAL)TF
I NTLLIPI>35 A5 NAATF AWON PP FPhIPFF @-ULT 1D-:: hIHUT D-ND
....... (104D P174.3% dope)) Yavan- A pavm @ELIe Yavav- 3L P41
APELCT BLFAd:: AdA=F92 PAIPF PRUF 17T Ad=: AFPAA...... (+N>&m-
PLAMPNPFD- Wt LTIAGATFD"

m"’“ hIAG PONTPRT aonnA:-

o NACTHS 1H A1 ATT FICT haMF ATPAA K 1LNA7Y
o NOAL IH FICT AF4 UTF N1LL4 @A n+18

e NAEYT 1H PIRRCH PETPAT AR 18%F/ AR

e NAEYT EIPC et aBMegR(aR $gR)

o NEPATT 10 PARNAE D& PALF PULDT TMARET

o NHC UZA...... A1E AQ NNHAN NP PAOTPC YTRIR @LID PATRLT CPAPHM
yaege AFC: 22U AT 7 NNAAN @ND PAOICC UdRg® mLIR PHILH
APOD YaRI® AA AT AL A~ Yaea™> LEHPA AT ARLEAT® 1IC 17

N+ANFE AN Yaeae nAA AN (L1984 PARIAMD QEATFOD NE+E jar::
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ANNNLR / MUNLE PRITLFT

ATHU AT A@ &gt @A Ahk PAFA AMNNPRT TUNSR PULDYF Ryt F AR NPT
PaRTLL PN METE PhHY NTRF BN A1 A74% EFAA: +0AG NU'H NPT AL Yaoams
P PAPN ORI FhAPa NHAATE: N3A ATNT Yaoae +aPAN R7800M A L EFAN:

mhnru"e / UNGR PRTPFTF @hp

= POYYNLP ATH/E D& THMmF

= N9RIRYF TmT/EF /6t

= PADT®, FoC

= N ADIF/TmT

= NAAT AT FETY PO L IMa™Y TR YTt dMe FRPT

= FPCAR hED

= PROTRC MNA PIRLAMC PULDT TMADF /R LJ%.

= O9MT/PPF hHY/ Uaoge

= ARYHHG A12e NAUE 17CF TATI® MAT MBT AdeT NéF AI&/FINT AT

.k Mg /

MhFoH
«  PNEYY} ADAPM Yango ADME aDYL ) 9PN PH PARaDm KL LAGR::
« PR AOAPR YADGR NEME &M PIRIDM AL LATE::
= PATYF ABAPM YaAPgo NAM- ML AG» PIL+AAG NAF AR LBAGE:

mAh AhS
AMS NAPPF:
o FAFLPTY HE 9B KAN 17C A12+H994 EMEG
o HAFLPT DPE LTS ANHPPT hATD- EMEd
o PPRY PT PT IDNT AMPA/L

(ANAM ANZ-4 2aPANk)
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PhMF APDA Yoo JhooTm 1 LTO?

AMS NAG> PPF:-

Naegan/ e +AF4LPF NA URRTED PAFEY I9MHN AMZSF qPhé: AGR/BG9
P N+ATY DPEPT MPP LFAA::

AW ANt NA UhISP N e+ L3745

Ne3I NI I8 LA T LONEA?

PHHHATF @ LA LT T°F PUA N104TF TN T AT 10 LONZA?

Mms QU Ih PLALIT DAL AAN%F NAD- PANA? AIPI? / A9PD
APAMFIR?

« DPLALEMTP AIEANA I3 PUA LBPF?

= PHDNRAF ®LYLTF PAMATF PIICH 78T AA? HA AL T F743 &4 +F?

Nae¢mAg® Y@ P +FEF h11¢7T PeegULT PULOF +hC NARYAT e 2ULTY N+NAT
@m7 AT 10 DA CCOALT URST NOTF hF+AT hA e 2ULT 017010 8% AT hAAD-
PR ULT AT N h+AD: A0F78 IAGT M +TC LFAK::

“$ LI flA> P4 PLUDIF NBF N33 L ALF PDNL ANEAL AILUY / AIBAUY

19DFA (+0FED PIICPFTF) = ANTRF @AD@P Yaege AT PAOIPL Yacge

NAMPAL UATF PURTCT BLEPT/(LFTF Af...”

1FNYma- @pF P AP YNIOFT AT PUTRAG JOARRTF ATOPIN AT PFNm-
M5 ADTTA PRAD yD-::

25 ¢me PUY UNIPT (RF: LY LT9P PYTCa>-G gOANRF hind mLI® he i N4
ymav- 38 P740 APHANA @LI® MTTY UId- PIRBENTF TH LEI® ATFLLT
PaRLLT UhTPT 1D-:

9o AeTT @ ALFTF LITA /A2

AFPAA AT2TN+AD 4T746 FTFAAY
“Fhhd NAPA: ANFF@ LI hAA ®LULTF IC DLIP PAIANT YIS IC A.Nm-
PEFA PFALE PARLULTF ALIFTF Az NIHT® @NT LAY F......... (+n&m-
PPAD- APLL T NI/ALIT) AFE 1D:: NHY N4 T2 PNR T PAD DD Yaego
AANF D NPF PTRAM- AdeT ®LULPF Az 170 93 ACH Ard3 NATILMP >
AHG NAI- ATDFLITR”
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AMS NAT>PPF ) F:

yme+Em AGY AP@AL NAAD EULTE P10 +8F NMPN+4NT 02T
AIMAT A&t RILMMER Emea™: hHY N+@mTs Y P+T D AT APONEL

PAD a2 ULF AL NF Athim NG

AIMLE 4: N GAT® PMS ECEF PROTCC MG AL PADTY h&+F ATROAY P+HIE PUNIRT
anges P (MhGAP intervention guide) NATMEH @A P+Men+T R ALETF ANTLF CRAPDH
yange yhgaeg Ahta

A2YT

P hLk
hoe

PR UL R
ao g

P+AME, PIYET 28T

ao- g
ANENALHC

Abpge

nLy

aee3HH: hUAN IC PHEPH PARTTIHAN FaCt PADIF
mYypmemi 19CFY POGAHGNC 18T PLID 94FT
MPAAAR. I HPHD PHNLF OMADCT PR TIMFE
PADYF OOIENLAN A&HFT Fhfh OATHT Nt U
MM / MIYF AT P16 PLI (LA TPM.OD(

N&PI° AANGT

nLy

MEYHHI ALN 9o+%T PADYTT dBYemem I ataxia,
MPARANT MAFONT +$TIMT ANLT AOHADCT THP
POHC MMt

NCNHTY

Ly

@oRYHHE aRRICE RN TIHCE, YICTF UAT Uio-
ae 0% PARANT +3IIM AT Prate PRI AA TOPIN
AS aBY1878

A%t Afhth

UATLRA

n1Y/NaPCes

@LIHHT &N TIHCE POLF TRRAHHT P& OOR/$T
PRV GRPHT RYF AGRRGT aoFIC F PUR R CH

AACTETIHY

nLY/NaeCés

MLYHH N TIHCE POLAF TORANHHE PAG TOLYP:
PRV a0 P FOCE PUE AOELPT AT PA 9o%F aogp.ae(
AV AGRGH aFIC

ShLTHY

NaeC4s AR
PaRLAM

NATPNSAP/NANLEP AGREMC avyAAF AL aoF)C
{parkinsonism).
PIPt-UAS TN /TR TN

LNTLAN

hi?

METHH P40 TIHCE PAN 90T APMAD(

At ATLAY

AT ETHAY

ny

@ PYHHE PAPA-£3 AL IT POL S AP LANHHT AT CPRTH
MEIH/FCE MPEAAART PANLTF B@mIRCE 9L-2
9YRT FaC

&AL

ny

PYHHT POIPAG TIMFT PLN Joidi &N O9HCE
P ARZNAT PTRI AT CRAPDM AT 1L-A0
VI FIC

(A iv)
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PURTRS/ PR L ALT NP AT MAT 77 MAT 10~

PURTPT DA ATPHF TIAF FhaD- hUNTPT NATEP PERAM®D-F UA39° F0HH PAPh4
NPF TAF AT PLALFY MIPLT MTTIFT ATIAT] PTILE NULPF AT A99E AT
U39 PURTOT $MEPF oD +43 Ly Tocd:

PURIRS/ PR ALT NP AT/ N+IN, Uid C@-AL AT EMPMA?
AMS NA=PPF: N@EMAT ®LAhLHT N+HINE Ui CoNg PADT 3@
AT2TMN+ADT NOPIAS A PNLE.PFO RFAA::

Y@yt AYaRIe mPF AT htAAm- 154 ®PLHAL+% N+700- Ui Po-AL PR3F
@APDP YaOI® AANTF D APTF At PPI° AAD: RIHYI® DPTF aPhhA ... (FPEACLP AL
+07 4D PPN PFD- DPEPF) PHONrF SFO-NHY N1@ DL .... EMPTIA (104D
PAMPN-PFD-3 LDPN) 2 ATPAA PFIA NTBF AIRTLT BE +A®LD- POAT +AF
49044 ATAAN:: ATOA DL ACH Nd- AT PAF @-ND N7 Yaeav- 538 P745F A9°hAhd
AT UNTHA PA4EFE A2NT NI4T PNTPF PTRRATT T°F ATP$IN AT PYanar-3
YLFE PAATF +AAT PNL A3 PNPAT AT M DIFF ATIFTA

@ hLTY AMRLD PhILFE PIET TFO?
@ ALY ATIRLN K1RPNTLF hAUFT dPhhd mePF:-

PAPI® FPRTLF: NTTHN FC TRTET AL LT dPHT AAGDFA

MST PPY Na24 - APF PG+ NaF AATIFO- Yaoam PMm4/ aA NO™A P ACTA-
NADAL ML hLF DAL ANKAL 10~ NAD NATIPNMNT PRCM-F4A

Pace it P11 8T MLIR P1TPR R8T ATC £FAL POUA & F

ATEMNET &AL ALLSTFE (C

@ e AT MTE OLLFANT NF N+ALP F2hTPF Aoy L /ae(

PARAATT NTRF: AL AT ACETR TH NATLONE FNTPTF RLALT PONR SAAFA
a2yt y NNG+ am-AL aCHF

a ULty ARODAL £ PLT AATUTY

N+AN AT DAAT APT Ne PUY £0& AATITF

@At NAR@AL PIRARM PADIAL NTRTHT AdPhANA

yaoae paom@- NAeYE N PNTLETF 10 1A THaRY
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UNI°ST /P ALY NAGINMT PMLhF+ATT URPR+EF AT Mo P /oot
ATFAAY?
PATLT GRAP@M YaRgR € PA APTT HP+HE PUY PUNGES O ATRTE $29° N TRAPT/MDP
NAURTET A2 ATIHIET ANAL 10 PaN+AT APT UNTPTF@-T NGYIN PALNF+A ALK
RFAK

*  hHU N&F UNTREFO-Y/a UL AFOY NHINGD- YL PaLhH+i APT

= hHY NEH PO AL 170R 18% PINGF O LR P11PR 187 ATC £FAA PR &4F

PAFD-

*  hUAT ALY L ALTFTF NAL PTRDAS.

= PNTYF APAPDM YOIy K1 TLFAC/ YaOI® PARL MG,/ PARLAAATF D

= NAHAN AT DAKT APT NG PP 208 PAATFE: NPT

= AEIHG h1$e PR 09T Paymepae

= NOLT P74 MLI® NOMITF LT A PYTT. §F D
PAMF AP Yage PANFEF APTF L ALFFO-T ATRONS AT&T AV S FOr
AYFAAY?
PUNTREY/ PAREULTY NHING: OB AAGhH+A FONTIPF POUUR PHAPR FORTPRTY AS
FAIFTFY APS £FAR: AIHUY FICTF AceeF+ yaoae hANF® APF AT h+1hnhnPE ¢
Me L PALAIA: PRT ANT UNTRT APTRYR FoIC P9 AOUY AANF: PFIC COEF HE A8
PUNIS 6% APIHT hIPTARANFD LT ONM A8, 10 PMS NAC-PPF £I& AS
MNLFFI° AAD MR, 17C O

£LE 1: +AFLOT DA LEULT PATFEOT 320 NTLh+AD AR EMESTFO-

= UAT9® ARCH PH G ALFTY ACPEAL PIYPLRNFF/PIRPNFICPT 11CTF AN?
MITAI° 7IC ALY 2FAA?

« haehLt @, NN Yaa>y AMRERIe PH/M- PO-PA?

= Ak APF NIH OL 11 PLALT DAL PETAT ACHN ATET 10 /97 LAPNAA?

* NOCH AGRANNY Rehit CPOALP PAPTY APL/ANFT ATIANT £4854 NAD-
PANA?
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848 2: +OFLPF ®LALFFO N+NEGT/NFHET TL APONS AAUTTFOY
h+Z8 N3A P n+AD-Y PECTH

= PNTF APDA YR PANFDT APTF RS +ThNNNLFET TA+E

= @®24LF NFHHD ®ALF NAINMT PAHLOASNTT PN TPHT aOMPP

= FhaE o AAPLHLFFO NPT 8T ARIICT ATILLT L9004

= hiYU N&F aOLALT DALY ATIARA PLLFTFET MITOG® dha NAOMPP AT
NACHCHC F aR@ PP} AT AANTFO-Y 077NF

i

ALEFR 11 ULt O@AL ATYITDIR A ANTF IS MURT ABHTIF PANTIR:
°1ANTIR PARLULEY NHING: A17L AAGRNZF+4A TR PT PR FICT hh-Pa-
AP NAL AU £FAA: ATPAA AR2ULF ATRIHE 7THN It A UT £FAd: AGNTTY

NAICH NZF AECTY F4FaxT Na°28%F LATH AICATY AY8FE- £7NAx /

BB 3: @ ALT AA®PONL FICT NAD PHLMHTT PPRILFTF AR N Y+4N F947
GO g g
a eyt AAGROAL AA YaRa> MLIE YR m- PAFM AGPANNT P+AA+ hUPY:

= DA YRA™INA UNTPTE AT DA UNTPTD: 3T aolE ehmFa

= DA @A DPIRF DA 110 FRFF aOLE RAMFD

= PURIPS NAT-PO- hURGPEO» 9o AILEUMANF LIASATO

= P+ANt OA NAA PADSTY HN4T COEMC PHADA S

@A  AACCENE TPRIPE AL IR ML NUAR +9N4TF UNTTPF hUr:
= PNUARS @Y AR UG NAT>PPFYRA+&
= ANUAR/PALTITH OLPF | AN} APOA yYaege AANFED APF AT ARIMr
+TNNNNPF 8NA AP+MaRe R 4T P@m-AL PAD-Y 428 PNLS: NTMTILT® BNA
h+maede kS hmms NIA ReALT DAL ATLMFA AT LARI® NATL 1H oMo
oI AT FET ATRAAG: PNLS.PFO-:
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@ ALt AAPE-AL PR EE DA YA @9 YhTm- AT hUPy:

FNODY ALSFD POLTAD MPT, AD MY RILUT TIOPF AT LhiF DAL
AVRANFE A8 PAFO-AFOr ML

yaoas PANF® APF UTPI® OAD UPTFD- PANFDY Yage ALZSHF AG oL AL}
ATDNE 8§25 AU £FAA: DALY ANHANFFD AT2FNY, AT ®ANLF@ 9oNC
EAMF@: N+ ULt AIR@NS APNIELF® 19C 97 @2 MmS +9°
aONL/M[IMF ATRANTFD PHLEPTFO::

PATRF ARAPDM YaRge PANF@- APF GO ALFFO ALH NHARAAL AT (N9, AGT)
POAT HOAT +NLHT NNTDE N3A AIRONS. LINZFO-::

MY P LArA ATRMPT™ LICNZT@x ATRAA PIRNLA 9974 P BO-AT PONATET ALMTH
+hAL hUPr NOAT A% 20 A1RLITFHE Adtd NUF NN ATPAN DLTP Nao+E +F o
N&F NOVPAR A1 MLIT° AA ATINFDN L+PAFA PAYATY HE, ATRMPT™> LM PR::
ANNPT NFM @ AT h+INNNNPF®- IC AP L PO-Mn/PHIB.:

@ ALT AA®ENE PhT P+ hUhTe 2C P+L2PH hUY

AT PADT PAREULETY PITPT +87T &4F AT AhAT PORLTA PR +8+F +O PR
@At MAThNAL 2UIS PARE ALY GOMY dBMORCT dOpy) MEID ARPL AT
NHARTT PAR7T@Y L ALF ATEDNE TLLT
PACR AL RY AOMT AT PARONSNTY AGF TIARA: AL PAONSNTT 1H NPT AT
M NF NELT ADANST A LLCTIPA:
PaRFA Py PR, &AYF ATYTRAT NAOCL AT LT PTRAD ATILeT NA +d2ANT
Fham- AT +7hnhna- F9C 13 F@- hing 8me<
FANNTT L ALT NL ATRONS LT PADL: ATPAA NTIACT NFANF TRL Y+
NAGF O aogpao(C::

(ANAM ANZ-5 2avAhk)
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N&A héF: PNMT RAPO A Yo g° PANFET APTF MYTF MARA
PHU REA 1H AAT

PHU NEA TR AATY PATLF ARPAPDM Yaog® PANFD-T APTFT MYIF TMARA AUT U
UANTY NAR9AB NTLLLTT @£ 2% ALH MTTT POYPAS NCAT T 1Y PAREMMC H&F
ARTHHS Aigd DU 17CTF 4P /AAMMPI® AT hAPT IC PADT AT MAAAY

Pt

NHYU h&A 1H o-dD P+ht+k Y00 herT
AMS NAT>PPF:

ANAP NHU h&A 10 @A P+htt AT 10N NEAT MAT MTT 0T1PAR
(POTPASE MYTF AMNNP) T PMLPAMTIR/ POULNG 1ICTFT MNDIL ML
@EMMELT MM PUY 9771+ aRaeNT AT ARTHHS A12e hUF 11CT 043/
AMPT A18A PH+HEA:: NAEM@LP NEA 1R AL P+POMF INF AL
naeaechy hidt Aét 100 h&AT N A+AFLO- NMIP MPT, PR+

AT 10-h h&EAT LIo24m-::

MY h&A IH PEAMPIT AUATP NNTRF PAPDD
Yyarge AANFD~ NPT ANEAT ALY EFANE ANhPS
hAIHY Adt 30N A&ATF DND A+ AL NF FhdF
LELLF

ATYMLT 5: PhT APDA Yauge PANFET APF MITT MAARA

PAM T AP YAI® PANFEY APF MTIT TARA

P ¢ Ean
H
20 Lo

LHY PAAMS HE | POLEm 1H
POTPAE MG AMNNP KG ANEALTF UANY 6 Lbd
P PR TR/ PIULAR 17CFT HADIL Na®IAG
DLI® EMMC PrRELT 7 pbd
o>eLet

M5 POTPAS NCAT (POYPAS MY1F AMNNP)
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PHU NFA 1H AT +AFLPTFY DA 01PAF ANLALTT POEPT AT PULDT HEN AT KhONY
NARAGD §IPAET ATLTF TARN ATLITRLFA AGRIRNC fD-::

OTPAR AT PHLAIA?

AMS NAG>PPF:
nNaega/p +434LPFT NAOTIPAE P9 927 A1LM PO A/ZSF P h+AT?Y
D PEPTF EMLR
= ANhPINDEMDLL RIPAEP 23 AILTRONA L3745 T NI+ NGF ALY+ F
N3 N9F AL hATIPAEP ATLTLiE AT NAMPAL ATPASEP 9% A 3£ a°))4
» ANt N AIPAT NAAD- pPI° L3747
= NLIN/NATIUF P+ F OAT 9°% AL )T NTBF LNTFPF4
= O1PAF NLIN PA+F ¢3N 923 LATIPFA (AAeL T NF A+F)

NaE@emaA NA 01PAR ANLALTT MINLET @LI° MN+MC LFAA: ATPAA ATRU NTIAT

ALNLSPFD LFAA::
OF1PA%.... (104D PP+ PFD- PPIF) LMPTIA::

AP ACNP AVEAT O1PAF NMI° ANLAL PUY PAE- AE AFPE - ULAT TP/
ATANNNT PAD-3F ANAC PHAFHNA AIBUS AT POD-55F33 a0#F5 NTBFF3F
AGPEMFL LMPT94 =

PAIPAF AL hNTRF GPAPDD YaPIT® I PLLPH 1D~ (478 TPHILF 1) 2 PAIPAS
a7 QN4 PAIPAE PN T AOnI°L DLIP 0P s) DLIP PAIPAF Tt PEiN AUT
PYyapav- gog h LI L7 Yaoan- A 38 P7L7Y DLIP h7LT N34 AFRNN PORLLLT
NPT AUT LFAd= NARY ATPAF AL Fhd T FELT UNTPT PUAPADT Y LF AT DT
PARAA
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MT 0V PASF NCAT / PAIPAS MT AMNNSP PILID?
AMS NAT>PPF:

nNaegansp +AFLPT OTPASTFOY AMBAA 927 AVILMPLT ATRLEF PO h+ATY
PPEPT EMLS

OFIPALP I AT TA DLI® P4 OIPAF APFHETF 92 PLLIA?

NAT 3+ NUA PANNNPFE TUNLAAN PG 03 PAF ATP+ETF 923 PECIN?

NE®$ema POTPAS MST AMNNP MATF 9% AT A1LUT NLh+A®: AR BNLLTT

A+ LTFAA::
P17%% FHARA 1@z 03PAFT ATITAA PRMPA™ PHALR HEPF Af:: AU-D
POIPAE MmT AMANE T9AF 9°% AT ABRUT ArICPFAU= NAPEMAT
POIPALPT MPF ATTAA 2% BLLT AVBANP AIDPPAY: 370 7%
PIRIDLLNF D J7C°F NOAT +0AF ALOFTFU @NP LIFYFUY a°[pa0e
PRLAIFZA:: LYT® ABPASTUT NATLLADAD- NOIPAF a°L0N7T 9°h3.P7+
YPRFY A3LL7LN MLI® AFLLNNN ATPE) LI ATPHANA LM P94 -

neeemaA PLN+ATT Ad AT ATPAET ATIRRA MP T, PUF 10NTF AL 749 PRCP::
“POIPAT MT AMNNP TIATF PFNTNNA POIPAF 49983 ATPTA6 P23 PP I°NF
nuri..”

1. U4 1H N+aAAL/N+AL AGT O0TPAS 45T AT hOT1PAS 1AT

2. A1PA& NMNY NF ML hd) oYL

3. NOYPA& ®INFST NE M, AGHTF aqenC:- N20 B4 NAL NAAI AR AGEHEH
PHY 61PAF hADNLY +INd AARTENTS MEIR ATPA&TT Adhaem B4h APLI0
PTFA MLI® PEARLAAT 17C PNLt MPT, 1@ NPT ARYTE POULIPST €AY
POOPAPN ATRAA T>HP DRI &P TI/ARM MLI® AVHCET TOMPIRT HHDIL
PhEaI4

4. (rS ®MEFY AT NI MDY FADIL:- (16 OMMTT LR A4 e A LIS ST
RS 0TPA4TFTT ALNNA NATLTA DL hdJ NAPY8TTY 4-6 A%+ N&F TNDIE ”AAN s

5. P PANS MEFFT (AADA MmMF) MA®IL:- POTPALTTT Mot NATRLP@N
P99 LANG AOMMFTY (hANATF OMMFT) AATPMPIR
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6. AAITFYY OTPAS AHTF NF MmeIo:- AAITTY BANHT AGRARARTT Ageanyn P
@LI® ATYINNP AATRMPT®

7. NeF AANF/ARGC T +THT AMIL:- TF LAY ATPAE ATRMNLT 7 AL
ARSRC TH OO+5FT @LI° AANFT TN AANY

8. POTPA4LTYY UL NMNF DA a® PH:- RU AT ALATT DLI° ANLET PTG APTY
(AEF/@YL9°/RU+..) N1F A%F AR AT13A& AILOALY AT N+ ASGT AL AIR1I$T
AT8.84-A7/ ATRICHAMTAY T9LLT TIAT 10 TAFOAD- NA 01PAS U53F7 hP19°+
24% ThhAT @Y @17 A12TD-F EMPACTA:

9. PA®TF AYPN2N MELD (W7CH ®PNET) - NThrFe N7CF ALY ATPAST
ATIARA MPT, 10 1IC 97T @ Ad2 NAPASTY 4 A%+ N&T MINC PA PADIH
0YPNSA TELD PANTTR: MPF AL PAIC FH FRLLT Y RS AEN PUY NTRF FC7Y 47
AGREAC 2 MmPag4:

10.n9%,70 @eaR7:- AAF OND PIYTTOT GITDIIR 99N Dbt ATESLT &6 7T
PP PNCES M+ AT AdeT PIANFT MIPC NNY+ aaR)A):

11410, PPy ®4F Ng:- POA+TNF NF Nenend/hd TPNTPF ATOHEF KaOFE hALY
et PAD- NF AT+ aeqehc ML9® N9+ FNT 1H 8emF@ AT8mMN$ h+AN 2C
aMmPet: AGPAA APD4 PALNRTY AET LR APF hA RI8LLNK (@ PPF

12.0 20T P+ ATPNPALTFTY FRAALTF COMNP:- ALT P19° Mé ATPAS NL+TFS
£nge AP N+FA M7 PAAT +AT N&FYIY / AIPNSAPFFYY RLD PANTIT:
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P PAM YL/ POULANG TICTFT MAMILE ML I EMML

AMS NAG™PPF:
Naegaose A+AFLPT ANSE Ui PT 927 ATRUF AT ATHU AdenSe Ui-PF
NMLIMFE 1h ATST A1LMPNOISPFD: LI AILNMEMMEPTFD ALEF
LPNG: PO NHATTY D PRPTF NAOMPP A/ 8F EFAN

= ACAT NI PoLLAM FPPT DLI® POYLANNT 17T Adk?

o AU 10T U3 PTF PPILETTFMD?

= PACAD? LU ATINTA DLI® e FPTF ATPIN DL IT® ATINDIL PO FNTFD-

IHPF/ AIMTYPF Ar?

NeeemA P LAMIE/PMLNT YICTFT MNDIL ML ®EMML AT 7 MAYT
AY2UT MNLET @B MA+MC LFAA: ATPAA AR U NMAT A LPNLS.PFE BFAA::

PaRELNGR 3/ PTRLATF 1ICF /84 PF PALLT @ PRYUIITF NIT ALLTT PIPITIHNFD-?
LA+ATL LLIFTFE DLIP NND- YLDF AL PIA AD-D PR LAOM. PTRL TG 17T §FD-::

TGTANT Uk TP AN TP U3 PF AUATP AD- AN ANRTE ALY R LTFAR= NAHYIP 4 38 3L
+NF&PF PTYLAM 3B/ PTRLANNT 17T T/ U8 PF TOLEF AT T9NMDTL DLIP 1470 TPLH
DLIP FPYeb, T TCLETF Ak MPTR ALEUT L7 9t

U35 ANEDSTE UF3FPT TINDIL ALFAI® hH LAP A3 ADBF +440P3/+ATIIPLS
aOFL AILIPIFA PHAPR HEPTI APM$I° ANLAT -

AMS NAGPPF: 30K P @D N+LLT DTF NNTRT CRAPOD YTPI° IC AT S NPT
AT +ThNhNPFFO P LM TR/PMLNG: TICTFT ACREMmML PN +ATTY YILF
A2 Me o> £Y14¢PFO-:-
“NATPEL NP PHLELID TTF ALLTLAPD PNRTF TPAPD P YI°I° PAN+D-
NPF A§ +INNANPPFFm- PTYLAM 38/PRLNF 17CFF NQALIPTIFD IH
A@ENML PTAPR P3IRFF LMPTIA” ATPAA ...... (h#F Pmmen-+% 4 UNNTF
PNELB.PTFm)
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* AN@SE Ui PFT MA@IL:- PN T CRAPOD UaRgR IC PA NPT NS¢ U3 +PT7
Pd LI PN NNOT FAIC PRCIA: NHUT® TPNTLF AHY ATRNTIFET AT8NF DLT®
ATRMI% PRCOFPA: ATPAA APN/ NIC NF 15T AT APT NAPN 10 APARM
aaAht AL LAMISTFO 748PA: NALIT® ATEHU £A NFPTFY HADIL LaBCMA:

= haLPEFFO IC HO-IT/MPOT:- AT PG+ tAFLPT D6 PALT NTRFFOY
ATIN+hNA h3REFF@ IC MPOI/ME®IT ATLLSTFE PIAe AU P+@AR
+AFLPT AP 11CF POUNAEF NEME 2L PUYT 1@ NA®- NATLLIPH PARNAE FICF
PAYLACAN DL PAYLPP4 NUF F947T NARPNA PTG A
» MYNER BIF:- ANHTD: +AFLPTF PN MrE ATIAAA TUNLE £I§ PADY
PP AFATPA: HTNNNNOFIC PYIAFFY (M4 a0Z8% AUNGRS PATDT €AY
/NUZ ATIARA AT NULPFDT9R ATCEMME AILMMLE 148PA:
= NOEY AT UANT TN Az- HAFLPT NTRTT AT NATINEA P+ALP
RAPANNF/THA AATO: K187 PRI T GRAPDM Yaoge IC PA NPT AR FFO-Y
AART NAQLhEANT 1H D¢ NI ATRATFD: P9YPLCY FANAZ PLPY 9oRC AT 9NE
AN NATYPTF ANFAN AT AZREFFO- PhEAN: AdT LI29° @795 1T
ALETPMFD: AVLTILLA DLIP NTRFFOT ATHINLA PARLMFFD A® NAAA
NTLFFOY APHEATE: 1IC T NTRHT AAAT PATINEA PADT F&F Nt +AFELPF
[ LI PR

AMS NAG>PPF: P PAMIR/CMULNR 1ICTFT TN@IL ML a@&mmL TIN+MCPY
NeLn+A: Age(r FEh Lemi

&3P+ BT

AMT NATPPF: UL FT°rrF AL T 507 ANhYF ANt ALYt AL/ NIF/ AN TS
TFD AAY PIRFNNFD-F AT TFNDIL PIPFLA IFD-F 17T AT194F FFAAY >

A APT « AL ARA WA M4 19T ARATIEID NAPA TH ALet DRI PLPY AD-
AF APN ATC LAMTIPT A TPRTLHT® APA NTRAP AT2UY AT UHY @-ms
K270 PLCITA NAHUT® dé PALRT N2t PARNTHH Py AYH NFPTF AL aoye
AALADITR DLI® AYEH ARYF NFPTF ANDAIBALR.... UAPY AAGH Pard 1NFTT
NHANE $NC/ APA AL ATBANTEI® R8T A
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MmSe PUY AR+ aRaep G

PHU 70N N&A PT AAGH Yaoae PANFA: APTF MG PUY 1T F1F ORARALT AT PATF@Y 9T T
PNAM TARA PR PATFATEY FICT PAR&F AUATF TN+aIC 10>~

AMS NAG>PPF:
15: NEREM@LP +AFLO PANFOT FIAC ACLEFT PAFY PAINNEFT aoannF
h$F+Fo-/ htmAT A0 2C PATFOY ITF1FF NA+INMTNT UAN AR +AFL40 PATD-
A®ANNF: F9¢T A®EFF 927 2% YICTFT K124 AT 2% 0¢PC K1LMLAY
N&YN ®LEF ANLATL 10 POLN+ATT D PRPF NAOMPP OO/ 8T LFAN

= ANhPF ANt hOPF IC NAI2mPF PATPINNFF £374.752

= NA+790FNF UNAN AL ALH ARV PPREAFT/PTAMA%T 17L T2 3L°% 1?2

= IPLET D AIRPPL PTRLAFT L7

= hACH 2C PHoaxF N@- PTRLAFT F°3LF 12 I°3 AA? T2 383 INL PANT9TFD-?

NeemaA P h+ADT FIC ®&EF L +h+ATF NOMeI LPANFOT AAINNF
AT  O&FF AR T A +0 PR

T4 K91 P0G hA (T
PG TFar
L Tt AT PHTAD: favgi s cha)
PHGD- 1
PHANDY PP bl W78
ALCL ATINLD NFAAD-?
A9 : hPG7 OF, +0C

AAD M@ A TFAAU-?

25: +AFL4 0 PHALR EFYL AU PTFA AT L /POETL AANTFY AVRHL NS
EME® AT POLIICTT 94

37

oIv



POt P PPC o™y ACThY® 418 NNANG Uhe™y

o PFATT LU PALE TPEFY ALK PORTFA AT/ PACEFY ANTF D A 17575 LFAA::
Ab PORT45 3 b 39° AG4 AU PAR1747F PAPETFYL AANTFF A% DLIP ALAG LFAF
TAD- AL 1%

37: NALYRYS. PHHLHGT PORETFY AANT AL BP0 AT +8F AL LD PR AT FICEY
A®E T PHRADY PAOETFY AAN LI

45: NHAFLO PHILMET PAREFY AN ATET 0L +INC ADD AYLM FA
2mPRNt::

* APL MHIEF: PAFLD ATEF PARETY AN ATET DL AINC ACRADM T ORF AG
he+ avBaeC A78ANT aom PP::
* AMT NTLLPCMHT UAN AR ATET GRARAN ATRANTD- oM PP
= HAFLD AL POREFY AN ATR TN TN F T
= PORKFY AAMT hANe T219° TIAT AT8AUIT NTLPDAD- TH ATC®PPF BN+E ATRUF
anaAg
55: 99219: +AF LD POREFYL AAMTT OL +INC PADD FAPA?

o AAFLED NAINGFE ATRL / NAIMTIFE: 11C +D PR

PAPETYL MAMT ATLALT AT8ANSG £MER AT LMPR: hANG AA POOERY ATHL.eFT
AY8 NG PNLAHFTFam:

38

[vi|



POt o0pPPC Mord™d ACThI P4HE NNIANG VhT™

NEA APPNT: TP+ ®EMMECT APL MHIETF AT ™4 NFALHOT TIMPAA

Ph&EA LHD GA

PHU N&A 1H IAT hNTRF OAPDA Yaoge
IC Ak APTF TP FOT CPIH ORI
a&mmC PILLNFAFE AUAFFY TN+aCE
yaoae X738 294H Ad®hAhd 99 PATFA
APLTY MHIET 10

AIMLH 6: P F EMMEE AP L MHIEF AT A AFALHOT M PAA

NEA Adt:
SHF PhAMS HE | PO.@OALD- 1H
20 £eg NS L L S WLE S T UANT NAR9IAS 524
yamas 33801/0 AaehAha | NTLRLT &-£2% 10 24
P PNFA APAFY THIEF (Reflective
NEATROY TMPAA discussion) 5 2bd

10N NEA ATE: TP FT aRPIN

Vet VLT 12
AMS NAG>PPF: NAEMLP +AFLPTF MM IPFO &IPFFOY ATPIH ML APIMML
POMPRFOT hUAFT A®LETF Phé: hHU NLT MY FY PSR+ AT PA+H144N ANZCFTY
+MPOO- AL PD-¢ L+LEFD:: AMPOD P PO NUT PINSFD- AT 9°F AILMADNA
MERF@::, POYN+ATT D PEPTF MPP LFAN:-

= POOQIPT DPLF NBEF ANTFFU IPRFT ADPI) LI AEDML D

FLLIAFU?
*  PAEFFF AT PAFISEN NCGTF ATPIPL S PPhLD- PO-P47?
= htmea>: AF°8 /N4 AR T INC AT +T02-P heL? N3A 9°% +N T3P F?

39

LIV



POt o0pPPC Mord™d ACThI P4HE NNIANG VhT™

AMS NAT>PPF: NAPPMA NAEFFF AT PAFISLN NCYT ATPPL/N7CF TINLET RFANT
A12U NMAF aeEan( RFAA...

N I NI AT1$dNFr BEPTA: NAHY
ATISENTIT AP/ A0GLF AT M IFPFFID
DG F P IEFFIF APLANT MY O3P4F
ABEIFE AT e PUPY NTBF ADIRNATRT LLEGA =
NAVIT® M IFPFFIY POVGFFF AT PATISEN
NAMS hNTRF aRPIE/aPPPPL YTPIP I +FPLHD-
PRam. haem3 FAL PI#F/PIP3¢THPHT AT
Pepe 3¢ F FPAAFTF AGPEMML LMPTTA::

AMS NAT>PPF:

NA+144N0 DCAHT APLT PMIF MEFFT MUAT APPL OPF “omC AT
LY HA®IL” L2+ T N h+AT M1 F REAT AL EMeTA: P4% hH P74 W12
AT REFI PLFTT NEAT 9INCT 90T PAL N@-1F REATTI UL AS AICTFT

NPAP A+144N NCYTF PT UNN hUEFT NPAPT ALL 318N AT NFA1m- aom}
A 36U APC ML 43NFF WBAINTF D2 IALTD- LLFFF hGd hAL hAL APC
h@omAe AP NPAPT NPEFF APLC NP I41ENNT @PF N1 ANNEF ATNT1A -
NAHY 3T/ DL F NYATIPF NAA TH ATPLIIF TH PD-NHL AT NPAPT
@434 PNLAIA
AMS NAT>PPF:

AT NPAPT ATRTF @+IN AIRPFFA AT MIFF PAOEIFF HET
ANFFLFZAY:: NAREALP NPAP AT144N NCIT ATPTPL ADIEF°LAD hil P9
P 3F GEFF HEF AIPPAAT:: LYI® h5-10 L¢P ADNLAT LFAd DA
N7 AIATEAY:: AU-S AT +hitd”

40

[Aviv)



POt P PPC o™y ACThY® 418 NNANG Uhe™y

Ph+144N NCYT PA+T4LN NAMS/ APPL

paoBav e £/%:- BONTYY ¢ AECTY
NAOEALA @OaDM: K)oFTT AALR+T
NOAK AL TN XS AR AETTY
NeAL FANFTFT AL TN PaDR::

wh+E £2B: NASTIETT N APAT APC
@NINF:  hHPI® hATE kAN Aét
@EMES ALTRT8. €DC APC OO PH:

FA+T RZE:- ARTTTY aOMLLT/TRIAD
AT FZFT NTI4A AL L F14ATTY
MDEP/ATIHA FLFT AET NATINF NF AL
@S AP18T8 F14A NTAINT AThedm
NT+Y D P::

B2B R&T: ALY NAGTY eh APAT APC
AAOMF hATE ANN AT aPem(::

NAREARL P h+14410 (%% NA+@IPINT I TPATIRL PALAIA: A18IE APTF aBEaLP AL
At 144N NAPEMML NTRETENF DEF PAM PIPALTI® NTRF ATLTRATIFD- L7 5+ NAUF YT
Pere 3k NTBF IATPIRL APP I NATR 4L NUidet: T ATDRAL TPATRACL AN AT 1= 2 BUTF NTLF
NECNP 54D DLIP +PI°MD- A°NLF LTFAN 170 7% NELN +5F AONLt BHIL AL 6> 1
haepg+ LeAd:

AMS NAG™PPF:
AT ALY 299 PVYF M&EFFT HE/NUAT RT&T RTRULY ANTIRLTaAU: U PMIF
M&FrF He NALISTS. T14N NFPThOMNT @PF PM-1FT Ahay+( PAM84A::

‘M3FT aPDML AT gL 7T N7CF NTN4NTF DPTF FhdFF 3T FI340FF TBNDMF§
DNINTF AL TBLLT AN F:: DE DN NTPIFIENNT TH PATLTFF MR 5F PFAIDF LU
aDMNL/TINTFL DE D68 192F3FIGNNT TH LTFI° PATLT 3 (MR 3FPTF VG FFF AT
D PLET TPHPP LECA5A hH PP NTPEM4 DL ALIL VB PAD-17FF heATF +c Nt
apMd helasR4FF EICLY DL ALGTD PAD 3T NEAT T ORYL:: AUFTF At EICLAU"

41

Jvv



PO on 00C g™} ARTHY® SRH2E NIANT Uheos

PMYF MEFFF AN7LT APTL P +h+dA

1. APRAA +AFELPFT NECNFE: M AT HT

NAD A18, PO M- ATHFPAY::

. Pe% AP AS W1 8: NeY ASTY
®LMND NI e TRLL AT
AT NS ABTY A 18T
AL NAD: @RLT AL TRLL:
OnlEY A5 ANIAT a9§0%:: hi pg°
AEFYY AT NISFYY W& FFt
MY AT0 ANIAT MOASP: 2YY
NELH 1 NAP&EFFF RS NAPMMS
annd PAD ARYF TIN+HPA:

e

. PART @ P4™ REFY NYL: 04T AT
N2 NTM& ®L FhATY mgemit:
PNAM NI8FYY L FhATY naomio-
&ML NALFD NISTY AL PAD @Ml
LaIPLA: FRZPT NNCSTIT (elbow)
NFNATY a®hhd NA® MIAFFY AR
aeer: mmehT NACSTFIT NASTY AL
ATSLNH ATREL9 aOgONC:: MmlAY AS
ANIETF a0 PH AG A10 ANIAT dPAGS::

. P4 RAE RS RIL: NdF AF AT N18FY
AR PALSTF@Y Ao Lqge::

Juv.L

5. P94 PART®T RYL: N PARTD-

NY8F Y AL PALSFO Y a0 L q9e::

. NG AU FRFTFT 02 LT

RTRCIAYE PIRYFADY PUa
1eNFIT & M™ELq, Ah NPy 1€
A1E+R1P AD-. NALSTT NAL PA
MmIFPT AL PaeomC Nt
SWaRTIA: P INGT MmIFPF
NEOM4&NT AT NM&EFRNT 1H T
N AOHC IHG e FFFMm- AL Fhet
AECH:

7. AR2SFY RS FIRTF T hETTTY A NS

M4 YT NAReaRPE NH PI° Fhed FF17
NALSFIT NRIHFT AhNMN, NAG-
OMeT AR MEL: MIFPET AhM9+4
AT A&FE POUFLDT BT MNP

8. A& AT Y716eA: AT8TE APT A PHE

AR PRCHT AETFTT PFAIDT PUA
and T hHPI® ah NAPTIATTY

ae oM p AN, PAMIFPTY Ui
ATRNATYY WL AT NAETT AhNN
PADT ©DLT TINHPA: AETFIT AT
@7aeATTY NTEFF NIEEATTY
Nek NP N199F AOIATY
AI8 Mg Qe



9. A17H: RIHUT MIFPTF ATOMéG: mrde

ARCT: 6 1PAFTTT ML &F NTIINNST
L %A NeHF NA°++ Me AN FPY
£0 PAYIFFY MY FPTF aeMCY RICH
AL Fhedt MEZe: hATIFTT BECN NA
MIFPT AL PAD @ MZT £ATISA :
e IPAFTTY GRANT @ERA  PANAY
Ne13NN: PAPHTGTF h$ayaem dopH
A RA1A&FF NMELT M+ AT
ATEMAP TON+PA::

10.+hAPF: FhAPFTI) 0L AL BL
ECPFFY NIOmt CHNAPFFTY
MIFPF oamc: ATy AL PAD-
ODLF AL FF L AS ANYAT
ao PH AS NAReMA FhATYY 0L +F
NaeaeAn Mg 3+ LR ANPTF
oMY FNAPFFO AL TPLC NMIP
PHATRL J@ NAHY NY88C NDDLF XS
NAR& g~k Ao PADY ARYTH

N+ PA:

43

gV

11. P+hATY PECN hAF® Ad1$F
n&A/ECN: PHhATYY PECN NAZF9
ADIEF AN 22N AL AR aRadt
2UTY NTRCT BLATT MELT RAPMA:
hART® PECN PAMYT NEATT AS
PHhATY NAZFT ARTRT AL @mdk
ANNATY 220 aePH:  FhATYY
OPLEYT APP/TML L AF TOgF 4%
NI} O ATz

12.  24%F AT UL: 0L ®-ND NhAeD
a4 N AINFTY AT £LFFTT NAPC
ana-Ati: NLLFFY AT NUL MAIFPTF AL
MY ABATYT: AS AhIAT RATeHO-
aPHI NPNF ML A6 A HIEN PHIFPTY
ang 4t aRATY T

13. @11 AT 8A: SAPTYT AR PA
MIFPTYY apdd:  NOINTT  AG
Na°$aeR, T AL PADT @DCF THA+HPA:
A94TY AAGROMC ATIMC Fhedt meda
PANT @INT SALTT AL PA MIFPTF AL
SUSA: @AM MIFPEY MEFFF AT
NIASTFD PAD-Y NTQF TR 8aRm::



14. P$% A94T7 PART M hEAD P47
PARLT DY ATLTYY @POMES T T
AHLP@ AhNN, 99LZ9: N@INFIT NNFTT
MIFPT AL DLt ANTITU £FAA 1€
97 FLFTUT NFé MIFPFTU AL

15.02F5@ P4H A9C: PA9ILTY dPRTSS

ATINDIE 2UYY NeNFT N ISE PRCH:
mOMm4& NNFFT MIFPF AL A18.NTY
MPFFY MLAL/LT AV Fm: angan/p

omE P hHID  mEeFFiF ARG
NMIFPFFY  omdt ADIE/AMé
MA+PA::

AMS NAG> PPF:

17.999¢4 PART @ A9C h&A :

ARCH: OmehY TPAGE KT MIFPT
Y& g

16.24% PACIC AOCIem:: DLk NPT AICTY

AL ATRATYY MEFTY OLFFT TIMe:
@m+T PH NHI® MAFTFTY ®L NS+
PALEF N ARODANG OY§ i

P+ PART O
A94FT AR PAL Y@ aOggR::

18.P914 PFFE@® A9C: N$F NFFY AR

PN aBggo::

19.094 RIC: P+ A94TT AR PALID-TY

av gge:

AUT UATIIP ANLY AMicAD: U TH NFIEAE AL FhdF TELT AANFU...00 3 FPFFU
PFAFU3 PUA A28 DM% ALLH: DL DND NF+I15+ ANET AT ALATFU ANh Ad-+ #Ms DL

@6 NFF 151 AL AT $Ms::

NEMLAT® +AFLPTFT °F AILHAMTFD MLLFED AT ANFFD YLD~ A8 AMHARS,

214 PFO::

ANt A3 LTI PALF3 T PR3 F 995224 AIPTPL N3 N2A 923 A DL+ TITFU 376.52"

[OLV )



yaoae 338 P11 AThAhA PO PATA ASRLTY POHIESF aoCU 9NC
yaoao 3548 P1Z0 ®hAhdA MAF 9% MAT 1007

AMS NAT>PPF:
Naegans e A+AFLPT NA UTRIFM- A LA Moy, PUr FRANST 927 9o AYLUPr NUA+HE -
N&A LH ATLH@PPFUNT PHFEAFE: ATRAA AT8YU NATU B FFAAT-.......

“AILTRFNF D7 NAL D I PYTPTD> G970 METR PUR TPANPF 45994 10C. ANt
PIRFNF D (FF LIT45A?"

NHLT: +AFLD P1ICPHT MPAA ARCID: £574. ATPAA

AR 1@ AT ACH ABAF YaPae- 199 PIL0NF 10 NAREARLF PTRFR FPANFTF At
AU GREaRLP AL PTRNA+ TPANFTF GPAPT AT TP PAPETFY ALITPEPTFF ATEIDNE
LLETA:"

UA+T:- +AFLPTY PURIE ICHRT LI YRR A18P14R aBhAhA T9AT 927 99AT ATRUY

MEP: AFPAA A8 U NAFL a2MPe FFAATL

ANt PYTRIP TYILHTF T9AF TO AT A 1LY L3795 K"
NH.P9° PUARGR T91CAT T9A% 97 AT AVEULT ANG-&

Py aICAT MAT PATLF ARAPOM YaRge PARET AT PeNCT/PLNET P APAT
@L9° AP ALYT PPANTT PURTRATDT PAAT +AAT +INC/Ne ALNHITA/ A PORR 10

AN+E: Yyaea> R3807¢A PPRPTNANANTEY HEPTFI APAA yaoa™ x189074R AG®hAhA
PARPATA APRATT MHIET AL @PPF: NPLAR LIS RICH UMMDFD AT8LILA 77 77
AR PECT BMB ks

= ANAP ANt UYaRgeP A38 0741 9o 9P AL PLCTH £1147% ?

= PN RAPOMD Yarge PANFE APTF ML MT +£9° a2gomF PANTFD- OOF 1-7

= yaoge NGy PLANT @FF N+FA aOMT FAe LULF ROAL/UNTRT OOAL
AFRY LY YO POYMPTRD-?

= NtFA @MY A @ULF ARODNL/UNTRT NF ARPMF +8CH+E/ATP4F
P 1ICF I TFA?

45

(O AV



NaoeMA +AFLA NAPF 17C AL NAPERARC YaRa™ KI8P14H APhANA PaRLNTFA APLTY
MHIET AT 97 AT ATEULT O PRNF

A 1D-:: AUT ACH AVBAF ...... (1140 YTPTRFD- 5 38L7L75 ATPhAhA

PR MPTPFD- AOIILF/HE PF YTOT0 538 P74 ATPhANA L@ T3 $.L9° Ad N+
NEA 10.PF NAUNTPTD- AT AU RE A 1L 527C0D- Frie Ya0aD ALNNN hYhTPS NATOP
I ADPLPF AG YhTPT L7 Yaeao- he+4¥ LLE WL N3A hTRLLT NAE? P+AA
122 NAHY PYTRTD PARICHF ALA ATPEI) UFATH PPLAP AORANA AL TIHIEF NMTP
ANEAT 1D-:: LYTP YaPaD~ } PL7T DLIP APFAPANNT A 3EA ATIDP PaRLL D LIP
MSTY PUPR FPANPRFF NTPTLAF/NTRNTR DPF DLIP AATPE M FF+F 3D

PR LDN/PTRLND, 3% T SICOT NRLIPADY IH, T2 TIL LT A V8A1NT P.£00%

PIPT@D- P17 AOF7L" jdr:"

AT Yaeae x3807/K AGPhARA PPEA® adhAhd AR @A Ahtk PTRIN Ast IDNTF
PEY AT §F@: PRTYF ARAPDA Yaoge PANFD APFY A NHANFFO-
1. NAMPAL MYIFFOT A PO POUFA 1ICFT AOAPH:
2. yana™ PIZR MRS APHAPAN ATELY ATYDP PORLE. MBI, TPANTTY IDP AT
aoAPH (78 19 £aRAN)
3. e UNTST 098¢
4. PORLoma™y AVP4HFFY ACCE T PARPATFA ARYILTFY ML

NAHU Yaea> 338 P20 PP a2 adhAhA PR CLTF a®CU IINC AL POULHIE® NATIMLT
am AR M-

LB AYE: NATIMEH AR POREADLPMm. ATRL/LLE bt ATR/PTPNPMr 10T
PFRYIARHNNF N 1@ PN, NAANTFT 19T ATPas PU 1ICTF AT&F APAPT RAT29FA
AD-£L% aRINHT Yaeae PANFD APF NATMLH AL PARHINAY 19C AD-LLT AY8 POM-+
ayC: TP FT PALAM. 1ICT NPATRIER AAPDM: ARTLTA PHFOOFE:: N+ehdil
19T PALLAEM. 1ICTF ATPAA POIPA& NSTF GOHNF T NH AA $5%F aegULt oA
@CAT: h+HAN @2I° NAA N®- JC MAT/MImF §F O

2B BAT: NUAHT@ ATOL//L& Uanae KPR MRS APHARANNT AT8A ATIDP PIRLS,
®LET® MY, PP TPANPTY PIRYIRHINNY N 900

46

Vv



2B whd: NPNHE RLZE RS NMI> ANLALD-T Yaea™ R38L74R/RA18L0AN AGPhAhA
PIRIMPTIFD NUATT COHCHC AANTFE~: AT872F PAPhAhA UiFPT HCHC a-hd Ah++
EFAN:

« @A NAINMT ATRCH DAL

= N+taRAAL NGF a4

= ANFIZ PUE NTRT NAPT IC MO/ m PP

= A9FY PNAM NHINE AR A@MML/TNF+A

= hAAhA/NTLLANG OMMT AT 09F doLd

o 9 PTY/RAMINNETFY aodyh

= PARPNLNE MLTP PIRIMEF M LCLHTF AL OA+E

= P AMPIN MLIP ACSMME P MPT™> NUAPTT aO+aNC

BLE W&F: Yaa> KPR MEIE APHARAANT AY8A ATI@P POYLS. MLID mEoy PU
ANTTFT NFRTLNF LT NTULATT NGT N+FA &01F FA NUNIPT NATEP IC AP®PPT RS
eyt Ce@mAL Yaeas x382NNA ATPhANA EMPTHA: oNYL4HIR R LULF HIL+H haea-A 8
£4% Rhe ADOAL PHAA £ALA:

ATYMLH 7: Yaea™ 3382747 AGPnAhA $£:a0 ahAhA P2CTLH ABCU INC 0% L

Py PG TR/ e T | PPLaD ANFAN @®YIC | ATP4FFT
Pag NN 11C°F MAMTPb P MmLeI® ML MG | ABmMF/dokdgD
goARTT +dgo aoy e

® NV s W N

10.

47

Juvv



PR oG 9™y AW TRHOE NNANT UhPS

Y00 h&EA ¥0T : POOMPAL h&EA 1H

PHU Thh NEA PT AAGH Yaoam PANFE- APTF NEAFE PMITFFOT i3 AOh+d ATLT0 T

931 RS NAREaRCP@m- B9°C NAT O-L2HF 9146 PAUY 17C hA P@PPFS P& FF 10

AMS NAG>PPF: NAOEaRLPm- B9oC NAT @-LLFF 9148 PAUY 17C hA AGRZ8%F Paqh+irt

MPEPF ML

Na®eMA +AFLPT ANNET NINGFOr AEA THPT 927 A180% AT8574 ARA BAMTFo-:
PANtAT DPEPTF NAPMPP NINCTFE NEA THPT T ATAME KT NAAD: DPT® MPAL PA

AU DBEFF 3D MLATA: 170 93 N9935D-F° AL0N AL D LE hAFUF MLTR AN+ D-ND
ABL Tt NG N 17T 1705F AL FIC AIPTPPFU hiNd T2 TBELT AIRANTFU- AUD

AIDFLL AYFAAD:: ADEIDFLNT PIPFEA 7T DLE AATU?

UAN ATRAM PRCH:

NAR@MAAT® +AFLDT/PY THARATY KT NHTIDI® 1IH @-LLF TELT hdAT ACANT DL

ANOUFS MINLS D-LLF 9°F AB8D% A 1955 LFAA?
LY PRIANT YUhTPT TP PUA PACH NUL PLLEF A NAD- PNNA?

o NANT3F aOEFPL Yaoge gedhFF

o NA YIRS AT NUNIPS AL PA 65 APyt

o M3 BG4

o P3P FPANPFT APENMNL AT YTPT0 38 P741 AGPhANA AL TIHIEF
ANOUS MINL T @-LLF NMIP POLEF PHD-F 12 IMIP PETPFN) PHED- -7
ANDUFS MINLS D-LLF 9P PADLR.AF PFED-F -7
AU-3 UNTPSDF 19984 MF 3 PIRLONNT 57 AA?

UNTRT@Y PF 9997 AL TA aO2E BAM-

(O V|



e

As-1: PRAMF 804

AN Lkl

PHYEN N&thE +&mms

AMT PHTTF APT

PHE@NT AN PAMTPLNT AT

79279 1 [ | 792799 2

AT

Fac
heRAT

FI4
nhéa
+4C&A

F4
AA+PLLP

ADtPRF

1. HAFEPT DA NRF PAPDD (RPAT UIoT)
PVF AOE TR FAPA

2. HAFLPT DA N APOM (APAT UaRgD)
TPANTT AO-EPA

3. FAFLPT NA PUCRE™ aYICRT MES, FPARTTF
AP

4. AAFLPF NA Py RYNRPFI Yaoaey A PRA
®LI° A LN DATLFA 11T AB-$PA

1. 4+AF4LPF DA N8+ OAPOD (HPAT Yaoge)
UNIPT@-§ NA L AYLFE °LF 95T FAPA

2. yaegetFen ey AR PPN 244F ParPA

3. YaegRAFa- ARy FFan ACONE §225 TFO-

4. YmgEAEO- RULFTFOT NFHHATO: ALY
ANFO-ND, BONEA::

1. URgRHED- PAYPAS ABZNNG FIC PANTFO-9°

YangeEas A POTPAS MS AMNNE POrFh

+AFLPTF POLLNM YR/ PTULAN 1ICTFT TIADIL
®Lge ™EMML POLTFANTFOY @YILT/ NATT
P2k

4. YORPAE®D. MG PUY YR aeaeht FAPA

5. ARYHHS Mige U YICFY hemebange

1. a1 aPyh

yavae: X178 P74 AGChANA Po9PATFA ABLTY
MY B}

3, paea> 118 P74R PORPATA APRTY 3BT

49




K04 -2: PNt aAPDT Yaod® [PAT 0Pt 0971 PPARRT

PMS NATLPFY AT LAADYF APF: AUT PNTRT COAPOM YOR9D PANFE APF
NPAT MLI® h&e+E PUY NIt NMFLFED MPF P9 PARTTY JRANTT ATTLTHAL::
NaeEans e PRATYHYT F4N AYILTF U

AATIH P28 9aot AF NFUPT PHTLT ARAPOA Yaoge R38ANT NUHIRS P+ZI7Ma- P
17 9@F M+ APAT INC: ACREMLP 14 Yaoay PEav/F 2125 h&d NYsP &+F
NOLHF NANTETE ¢ JNC: NFMMFNF ®PF AATIH PATRF d2HPPC PINGF AT
paoEansp Ui AEIRLT PATPAR ARZNNT NGt Nhe99e +hiL PUY PaR2AF
Nt PNt AT Add INLTF=:  RI9° PORPAMEL MRI® PAYPHSS 11C ALFC
THEYT FMEC INCH I AN AAT AAT Ne ATPA&E NH+HTIe PRh haqt
ARFENFIR YNC:  BATE NINZTFNT OFF @LLT NAAD- 1H PINST +Né AT N&N
paDA@AY NaQ 4 NEHE INCH NiF O AT N3O NMIR FEA7T INC: 19C 97
a0t TMF AT NPAX RNAGT TIC TNt NIH NBA ML Orgh, R 37878 1H
ANN AAGRANND 77C NAINGT NHEANE AA AE AIMTMT +MPI° ANAPR DRI° 2P
APt ALMPT LTAA NA® Lenid INC: AT8TL 1H AATIH UAQT APANAN AT
Tt ARCI NEPT APNGT TFICAT: RAE AARTR NFDe NETTT PILITT 11CFT
TPAPAAT NAA 1H B9 PLATTFDY 11C ATILLT P+AP URA DLI° AD+%F AT8AT
TG1AT

ARNAMPF: PMT NAT>PPFY P h+ATT D PEPTF MLP

* NAAYYH F2Zh @AM 927 9% PANSTYT AT9PTF FATU?
»  AUTY NAATIH F2h @AM PASHTFDY TRANFT AT+ UOR9R+E FF T N9°FhaeN+
OPF 1 PT PO-2A/ATCFT U FOPATU?

NaeemA AP1878 ARTT AL 1AR P2CH: N+APP PUR I @PF P+APR AR
ALCLFO ATLMTFA IO BTAG
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A0S -3: PN PAPDT Yorg® 120+E DR LACT OPT P70 PPAhRT

AUTY 2990 DA AT AN F20 R194F A0

AT AT P31 900F AT PANF AET ANF §F @ A% AR 0L MST
MNP PPMF AEATOT ACH NPMMF AT ARG NFAS
OYENF@ AT NARFFE +RHO: INCH ALNTOT ATIM4ET
haeehsFo A%L AT Nt AR ARA hWNFFo G
@OMAFFOT NANFTO: 748PA: 1IC 97 YTRMFO AGRER/P
WM PE@Z@ hAT G00F N4+ AU NHPLT 1H PELFD AT
MILNFD 9o+ N3A AYELT NHANFFO ANZE+PA::

AAGD AYE OC AT AR A T BAPN AT AEFFOY ATRALS AT AdRanyq)
PALETFOT POYUNGP ULDF +ATE AT PNG AT T9IMF L£FENTFPA: NAMPAL
PAAT +AAT +NGT AL TPITR &AYT PATF@GR: NHeTILTP NUHTY NaRF: Shoe AG
+1009%F MT PhILT N THPFEY PALPMET AdJ AR @ NH THPFOY
PMLMETF AAJ AL NPITR &ho° ATSANF® ALK £514A:= AT AR NNHANTFO-
ML NAATFE: AR ATLNA+D MLI® A+hA+E IFD-I° T RAFOD mé+E ATLUF
AZCTID PANA P £BBFA = NANFFE A% AR UANFET PARANAN AT 11CF AL

ARNAMPETF: PG NAT>PPFY PO h+ATT D PEPT MEP

= NAN FEh @O 92T B PPARFTFT ATIPT FATU?
= AUT NATRA F2h a-Nm PATISFOT TRARNPT ATTH UARR+E FFUT NgRFhaenF
OPF 1UPFU PO-SA/NTPFFU FOPATU?

N@eMmA AL18718 PARTT AL 1AR P2CH: N+ALP PUTPT® @PF P+ALE PARTT
ALCLTFO ATLMFA MM £9A6
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A0S -4: ROTLT aopPPC Yorge avdiik, RS vovor A LTk @L9° ALON AATLT N 1ICT Ui P
M

PRATMH F2h
AATYH NIMC ANNN, 1P2Z W EPY hASE 2C NARPTY +738 ASPTT APAMT
AEAT NAANET FLBAT: AL AATIH ATAAS UARaY, N+A PP 1H P99 PIZAD-
mLI® PR aCANNT NANSGP NTFeIPNT TH 7 NHAPR 1H NT.F % THUNLPT
NUAR HI8FTF 10 N$ PUY ATPAF NTIMF MLI® HAR L N9oF+ NTLALNT 1H
NUHY R T2RF @ 97C 97 NAANE PUARER 9BRY P+ NACTHA AR34N
NP 10 NAD PIPTAH: AATIH ML MS MNP NFHaPm aoe kit
P9 PALATD FoC AANT NA NAAGRYT AR A1 4T TRZM T +59LAT =
s/ Mo, »PEPF:
*  NAATYH F2h AP PREET NT-ANTR: T[HUNLP AT NT-ULmFP
gAY LFT/1ICT ALTU?
= PAAYYH YTIRY 118 P1LA PORLRCHT TN ILFT AAAA/AN+hNA
PR A PAYLRT ST NATU FANATU?

AUT 299 DA 992 F2h AV14E

AR ACH KhLC AT TUNLP UL@FS PM2Y Né NNEHT Ui P NTLADNT
@y 2L YPL 10 PATRA NAHANT Yaear- pag p9/ANTF T4 P+HALP
AT2UIS AL PH@NAT TPRILTF ATRAAG- £514A 11C 917 ehvt PTRT BUS
NTLUPINT 1H L AL TRLM. Yaoa> X418 $ASN/A T8 PILA TN LY D
Aitr AT2IAGT AT st API° NULD- L4PLA +&6eG URAT LUPTA
ATPASI® NLYN ALHETR:  AT8TL 1HI° PATCA UaRg® h+AN IC LI
20t 2C FYA AARATTYH ATC LeAdnd: NHUT® 2RTPF PR
NAANT 2 h1+HY NHhrFL AT8MNET eht ATSLPI° PN F+hFd/
Porta::
@i /MERM, »PEPF:
= NAPA F2h @AD PFEERT N1-ANTRT TUNSP AT NI1-ULDFP ToNTPHF/1710F
APTU?
= PATRA UARIRY AL P40 PARLLRCTT PPN TPRT AAAA /AN+ThhA PTULFA
FONTLET TF@ NATU FANATU?
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A4 -5: @@Lt (AN hd T (8 APt 033 R AT

PMS NAG>P: RILIICHT P &ALT DAL ARTRAA

AATIH: AP

PMS NAC™P: ATPIED- 1@ LA CROAL PEPAD? NALD 1H NT75F NMIR APLSH
ARV 1914A7% NG

AATH: NAHAAT AG 9RY90 KLY PUORYR gRARST ALSP/E e 4it (P@AL MELT AdT
FCT APTMNT 2FAA N8 ATE 10 ATEATAD A187L 1H  BUT AUSAU AA 1H £99°
yaoaos e/ ANGA NHUID P4+14 NLHANTE NARY4N IC PHI9T 1@ NAD- PIOFA::

PMS NAGP: Nt 11 ALY PTAMNS NPT PTILEDST PIIA BE8T AAG-: NHY °hY P4
@ AhLT APRCM ML PITPTH 28+1T AP £FAA: AT ATE A18RLIN®: APF MG
PUT N NTRNTIFO AR ALT APONL ATLTIPNLAITE PANA: AR ATR TENFTPA PN
o+t ATLT ATONEAT RGN PF+ A+DT ATETIAY AT NPT L9 AR FFOT OO L
RLAK

AATIH: MS9Y PUPY NO%F AS PaR2UL T PR 18F aRe4T P40 PH FI0F §F@m: a2t
PNEATTA NR AANNIIR:

eMT NAT™L: AT ALT° AZBAL 11C 17 ARTE 2UY T@P NMI° ANEAT 18- hdT9H 2241
@OALH PHAA NTF ATRNTIA BL8AATPUMRA™TY PARNET BEMMEAT Yooa {382NNH
£NANAA AT NHALP 2H UaRa™g ARGYRG +aRAA A78R00M ACRhANA B4SAA: ALY PHAA
Nt A8 AR WeL PN LFT A8 ToTANF R LT DAL 1D:: PN PRI° L4 T
NATIPNLATA ALBATR. 2 BU A1&F AT ATRTLTFA FLEAR

RATIH: AT 11C 17 7 PN L AAAT 10 PUARTRTY FRANET AN ATRIT PENL ATAAU:

PMS NAG™P: 3390 AZ8ALM: ADEUL} AGRMAL GOELT PHARL jm:: 110 17 &4FT717
PRISMMONT V1L hALADY UL A1LG89® APLCTIY BFAA: AYVE P9PtH@NE M-
ao e PANC UADGe MLGR PRIR 4G PANFE: APT N 8F O ULT IC +APANEL Jar::
ATRTL MERT ATLLLARARRT NPONT aRLULT POLLRCM NPT UMPMFM: 2NNAA DL
£999° A3838 APT AL L AL+ AYE Nd+ OrMF93 ALUT £FAA:

RATIH: = AU....... NAD-+ EULE RE ALAT® AADED-° AVE

PMS NAG™P: 2UST P7Y LATR 484 11C 917 Y PUA APTF MSTFOT ACMNP NAD
ULt ATRTONS. N ATLIE TFLAT: APF PR NAN APDS BFAA:

AATIH: AR, ... ADLLH PALH AONSAL:
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Annex-I: Psychosocial intervention Fidelity Scale
Date

Name of assessor =

Signature:

Please record each rating next to the item. Overall Session Quality is calculated as an average of all
other 1-5 rating scores.

Items that need to be assessed for all sessions.

No. | lItems Score

Explained aim of the session

1
2 Start the session with a general question related to the topic
3 Uses time efficiently to meet session goals
1.  Items that need to be assessed for all sessions.
No. Items Assessor

Session one: Need assessment and Goal setting

| Done need assessment

2 Set the goal in discussion with the participants

Session two: Awareness about Bipolar Disorder

1 Described bipolar disorder and the sign and symptoms of BD
2 Described how to recognize early sign and symptoms of BD
3 Discussed about how to identify influencing factors ion with participants on

Session three: Treatment

1 Described the treatment of the bipolar disorder

Described the side-effect of medication

2
3 Define treatment adherence
4

Identify /understand the reasons for non-adherence from the people with BD and their
caregivers

Session four: Promoting Wellbeing of People with Bipolar Disorder:

1 Discussed sleep problems and sleep hygiene techniques

2 Define about stressful situations and effect on illness

3 Discussed techniques used to manage interpersonal problems

Session 5: Anxiety management and substance use prevention

l Discuss on coping mechanisms/anxiety management

2 Describe about the importance relapse prevention action plan & its components?
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Appendix Q: Service user leaflet
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Appendix R: Intervention providers’ leaflet
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