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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.    

(i) 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.  

(ii) 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 
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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. 
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Recommendation  

● There is a need for further improvement packages, especially around duration of intervention 

to improve its feasibility  

● This intervention needs to be tested for effectiveness before scale it up and recommending it 

for day-to-day clinical use  

● 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 

(DALYs), 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 
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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 (WHO) 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).     
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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 (DALYs) 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 DALYs 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.    
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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).     



5 
 

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 

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.  

2. 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 
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chapter concludes with a description of the conceptual framework developed based on the 

review.  

3. Chapter three describes research questions and objectives  

4. 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. 

5. Chapter five provides a detailed summary of the results. 

6. 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. 

  



7 
 

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 
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Quality 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 
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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   

(i) 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-II, 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).    

  



10 
 

Table 1: Prevalence of bipolar disorder 

Authors  Country Sample 

size  

Case identification Prevalence  

 

Systematic reviews and meta-analysis 

 

Clemente, 2015(96)  Global literature  25 studies  DSM-III or DSM-IV BD-I = 1.06 %  

BD-II = 1.57 %  

Cerimele, 2014 (99) PHC Studies 12 studies  Structured interviews 0.5–4.3% 

3 studies Screening measure 7.6 - 9.8% 

 

Cerimele, 2013 (100) 

 

Studies conducted at 

PHC 

  

7 studies  

Clinical interviews 3.4%–9% 

screening measures 20.9%–30.8%  

Esan, 2016  (97) Studies done in Africa  18 studies  CIDI, SCAN 0.1-1.8%  

Community survey  

Merikangas, 2011(4) 
Cross-country  

(Americas, Europe, & 

Asia)  

61,392 CIDI BD-I = 0.6 %  

BD-II = 0.4% 

PBSD = 1.4% 

Rao, 2014 (102) India 3033 M.I.N.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.I.N.I. Plus 9 % 

* Mood Disorder Questionnaire (MDQ), Composite International Diagnostic Interview (CIDI), 

Diagnostic and Statistical Manual (DSM), Mini-International Neuropsychiatric Interview (M.I.N.I.), 

Schedules for Clinical Assessment in Neuropsychiatry (SCAN), Bipolar Spectrum (BPS)  

 

(ii) 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-II 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 

 

Smedler 

2020 (111) 

 

Sweden 

 

7-years prospective 

cohort study  

 

N=204 

• 44% of participants could report an external factor triggering 

manic episodes that includes sleep disturbance, medication, 

substance use, family-related problems, and work-related issue 

 

• Ten percent of them reported positive life events as a triggering 

factor  

 

Sam 2019 

(105) 

 

 

India   

Cross-sectional  

 

N=128 

Experience of pre-onset stressful life events  

• Total             69.5% (89/128)  

• Mania           50 (56.2%) had mania  

• Depressive   39 (43.8%)  

• Bipolar relapse score was significantly high in subjects with 

pre-onset stressful life events (P = 0.02). 

 

 

Lex, 2017  

(107) 

 

 

Studies 

conducted 

globally 

 

Meta-analysis 

 

N=42 studies  

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

• Episodic BD Vs, euthymic BD          0.13 (0.3, 0.8) 

• BD Vs Health individuals               0.6 (0.3, 0.8) 

• BD Vs People with physical           0.7 (-0,1, 1.5) 

• BD Vs Schizophrenia                      0.2 (-0,1, 0.5) 

• BD Vs unipolar depression            -0.16 (-0,36, 0,08) 

McCraw 

2017 (108) 

Sydney Comparative study  

 

N=747  

(bipolar =334 & 

depression=413) 

• Exposure to extremely stressful event in BD Vx unipolar depression 

= (45% vs. 36%) 

 

• Lifetime PTSD for BD Vs unipolar depression was 26.3% Vs.14.5%   
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Simhandl 

2015 (109) 

 

Austria 

 

4-year prospective 

cohort  

 

N=222 

Effect of number of life events on relapse after the index episode (HR; 

95% CI) 

• All relapses                   1.2 (0.99, 1.33) 

• Manic relapses               0.8 (0.5, 1.15)  

• Depressive relapses      1.33 (1.12, 1.58)  

 

Koenders 

2014 (25) 

 

Netherland  

 

2-year prospective 

cohort  

 

N=176 

Negative life events [B(BE); 95% CI] 

• Mania -          0.16 (0.05); P =0.003 

• Depression     0.08 (0.03); P = 0.012 

• Functioning    0.16 (0.04); P < 0.001 

 

Positive life events  

• Mania             -0.24 (0.06); P = 0.001 

• Depressions    -0.01(0.03); P < 0.5 

• Functioning     0.04 (0.04); P = 0.3 

 

Malkoff-

Schwartz 

2000 (113) 

 

Pittsburgh 

 

Cross-sectional 

comparative study  

 
Purely Manic = 21 

Purely depressed=21  

Cycling =24   

Recurrent unipolar 

depression =44  

At 8 weeks pre-onset period  

• The rates of subjects with at least one SRD event were 

greater for bipolar manic subjects compared to other groups 

20- weeks pre-onset period  

• The rates of subjects with at least one SRD event were 

greater for manic subjects compared with depression and 

rapid cyclic patients 

• The rates of subjects with at least one severe event were 

greater for manic subjects compared with depression and 

rapid cyclic patients  

 
Lewis 2017 
(117) 
 

 

UK 

 

Nested cross-sectional 

 

N = 3140 

 

• There is an association between bipolar disorder and self-reports 

of sleep loss triggering episodes of high mood [X2(2) =98.189; 

P<0.001] 

• In depressive episodes, females report sleep loss triggering 

episodes of depression 1.5 times greater than men [OR = 1.4; 95% 

CI (1.2, 1.8)]  

 

• In multivariate analysis, hypomania or mania triggered by sleep 

loss [OR= 2.8; 95% CI (2.2, 3.5)] 

Sylvia 

2012 (120) 

22 sites in the 

United States 

Multi-center, 2-years, 

Longitudinal study  

Bipolar euthymic  

N=483  

• Sleep disturbance significantly associated with a greater risk for 

recurrence [Kaplan–Meier log-rank p < 0.05] 

 

 

Jackson 

2003 (118) 

 

Studies 

conducted 

globally 

 

Review 

 

N=17 

The majority of participants identified sleep disturbance as early signs 

of relapse.   

• In manic prodromes = 77% participants  

• Depressive prodromes = 24%  

 

Cretu 2016 

(119) 

 

22 sites in 

United States 

 

Recovered BD = 89 

HC = 56  

Recovered PBD Vs. Health control [M (SD); 95%CI] 

• Poor sleep quality among PBD 

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  

• Objective assessment (Pearson r =0.36; R2= 0.1; P<0.005 

• Subjectively assessment (Pearson r =0.28, R2 =0.08; P<0.008) 

Saunders 

2013 (116) 

Michigan, US Retrospective cohort 

 

BD N= 119) and  

HC =136) 

Poor sleep quality in euthymic people with BD was associated with  

• stressful events (β = 0.20, P =0 .02). 

• Rapid cycling (β = 0.20; P = 0.03) 

*Bipolar disorder (BD), people with bipolar disorder (PBD), Healthy control (HC), Confidence Intervale (CI), 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-II (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 

used  

Patient status  Key findings  

 

Goossens, 

2008 

(137) 

 

Netherland 

[HIC] 

 

CS with 

comparative 

group 

N=157 

 

Utrecht 

Coping List 

(UCL) 

 

-Euthymic PBD  

 

-Male and 

female Dutch 

population  

 

• People with BD use more avoidance coping, had 

lower expression of emotions and more passive 

compared to control group  

 

 Ryu 2012  

(135) 

Mental 

hospital in 

Korea 

Cross 

sectional  

N= 83 

 

CIPM 

Euthymic PBD  

 
• Denial or blame in bipolar patients with psychotic 

symptoms (t =−2.27, P = 0.03). 

 

Fletcher, 

2013 

(136)   

 

Australia  

 

 

CS with 

comparative 

group 

 

N= 417 

 

-CIPM, RSQ, 

RPAQ, CERQ 

 

 

-BD-I & II 

-Unipolar 

depression   

-Healthy control  

• BD Vs. Unipolar  

▪ Bipolar use emotion focused and self-focused 

rumination of positive affect (p<0.05) 

 

▪ People with BD engaged in risk taking 

behavior (p<0.05) 

 

Carissa, 

2013 

(140) 

 

 

Australia 

 

 

CS with 

comparative 

group 

 

N= 173  

 

COPE 

inventory 

 

 

-PBD =77 

-Unipolar =96 

PBD use more adaptive coping compared to 

unipolar (M, SD, P) 

▪ Able to talk about feelings (2.8, 1.3; P<0.001]   
▪ Socialization (2.5, 1.4; P<0.04]   

▪ Shy or uncomfortable with people (2.4, 1.2; 

P<0.02] 

▪ Contact with outside family members (91.5%, 

P<0.01] 

Moon, 2014 

 

(138) 

Korea  

 

CS with 

comparative 

group 

N= 206 

53-items 

survey 

questionnaire  

 

PBD and  

Healthy control 

 

• PBD using less socializations for example 

socialization with friends, going to movies, dating 

to cope with stressful life events compared to 

healthy control (All P value < 0.05) 

 

• 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, 

2013 

(139) 

UK 

[HIC] 

Longitudinal 

 

N= 48 

Revised 

version of 

NHRSQ 

Bipolar patients  

 -In remission 

 -Depressed  

 -Hypomanic  

• Rumination, risk taking behavior and adaptive 

coping were associated with mood symptoms  

(P<0.001) 

 

** 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 0–4 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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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 

score 1 2 3 4 5 6 7 8 9 10 11 

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) 

 

 

 

 

Studies identified through database searching 
N= 1226 

Excluded N=248 
Due to Duplicate 

Title and Abstract screening N=983 

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

Full test review, N= 43 

Included in the final analysis = 16 

Excluded N=27 
Narrative’s review  
Not reported exclusively 
for bipolar disorder  
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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):   in almost 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 

 

 

 

Miklowitz 

2021(144) 

 

 

 

 

 

 

39 studies 

conducted until 

2019 

 

Component 

network  

meta-analysis 

 

Relapse prevention  

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

the PSI group than control (OR, 0.56; 95%CI, 0.43-0.74). 

 

▪ PSI effective in reducing relapse compared to TAU (OR, 95% CI) 

• Family or conjoint therapy        0.30 (0.17, 0.53) 

• CBT                                           0.52 (0.34, 0.79)  

• Standard psychoeducation         0.52 (0.32, 0.84)  

• Brief psychoeducation               0.34 (0.16, 0.74)  
 

▪ Components of intervention associated with lower recurrence rates 

• Family format                                            0.16 (0.02, 1.22)  

• Monitor prodromal symptoms                   0.22 (0.04, 1.35) 

• 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% CI) 

• Family or conjoint therapy        0.46 (0.26, 0.82) 
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• Brief PE (<6 sessions) 0.44 (0.23, 0.85)  

 

Chatterton 

2017 

(145) 

 

 

 

Forty-five studies 

are done until 

2016 

 

Network  

meta-analysis 

 

▪ Effect PSI in relapse prevention compared to TAU (RR, 95% CI) 

• Carer-focused             0.6 (0.44, 0.86) 

• FFT                             0.8 (0.54, 1.15)  

• Psychoeducation         0.8 (0.65, 1.06)  

• CBT                             0.9 (0.68, 1.17)  

• PE+CBT                      1.12 (0.58, 2.18)  

• Attention control         1.19 (0.85, 1.67)  
 

 

 

Macheiner 

2017 

(153) 

 

 

Twenty-three 

trials (2003- 2015) 

 

Meta-analysis    

 

▪ Group PSI plus medication effective in reducing the risk of relapse compared to 

medication alone (RR, 95% CI) 

• PE              0.65 (0.6, 0.8) 

• CBT            0.68 (0.5, 0.9) 

• FFT             0.78 (0.6, 1.1)   

• IPSRT         0.97 (0.5, 1.8) 

• All PSI        0.7 (0.62, 0.8)  

Chiang 

2017 

(155) 

Ten trials 

conducted until 

2016 

Meta-analysis 

 

▪ CBT reduce relapse compared to TAU/WLC/PE (pooled OR = 0.5; 95% CI = 

0.3−0.9)  

 

 

 

Oud 2016 

(146) 

 

 

 

 

 

48 studies 

conducted from 

1984- 2014 

 

 

Meta-analysis  

PSI Vs TAU in prevention of any relapse (RR, 95% CI) 

                                                 Post-intervention                         Follow-up   

• Individual PSI               0.66 (0.48, 0.92)                       0.74 (0.63, 0.87) 

• Group PSI                     0.48 (0.22, 1.04)                       0.86 (0.61, 1.20) 

• Collaborative care         0.99 (0.84, 1.17)                                ---- 

• FFT                                             -----                             0.52 (0.32 to 0.84) 
 

PSI Vs Active control (supportive therapy) in the prevention of any relapse (RR, 

95% CI) 

                                               Post-intervention                         Follow-up   

• FFT                              0.89 (0.52, 1.54)                        0.67 (0.34, 1.30) 

• CBT                             0.60 (0.34, 1.05)                        1.13 (0.81 to 1.58) 

• IPSRT                          1.55 (0.63, 3.84)                             ----- 

 

 

Miziou 

2015 

(147) 

78 RCT 

conducted from 

1998-2015 

 

Systematic review 

Among 78 included CBT, PE, ISRT, FT, and MBCT studies.  

PE Vs. TAU  

• The review showed that only PE has a long-lasting prophylactic effect 

especially the prevention of manic relapse  

IPSRT  

• 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 

 

 

 

 

Lam, 

2009  

(148) 

 

 

Ten studies  

 

Systematic review   

 

CBT Vs. TAU among cases less than and greater than 12 previous episodes 

• No difference in survival rate between groups [HR = 0.56, 95% CI: 0.32–

1.17, p = 0.134). 
 

• Among cases with more than 12 previous episodes, CBT group had 

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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Vallarino 

2015 

(157) 

 

8 completed RCTs 

 

 

Systematic review  

 

People with a high risk of BD   

• FFT group experienced less mood symptoms, faster recovery from mood 

symptoms, and longer periods of remission, and less likely to meet the 

criteria for a bipolar spectrum disorder.  
 

People with early-onset BD  

• IPSRT resulted in less mood symptoms and improved interpersonal 

functioning   

• CBT reduced anxiety symptoms and improved and modification of beliefs 

about the self 

People first onset BD  

• IPSRT and FFT result in negative results in people with first onset BD  

 

 

Bond 

2015 

 

Nine studies  

 

Meta-analysis  

 

Compared participants who didn’t relapse among PE and TAU/placebo group 

• Higher number of patients who didn’t experience any relapse/ manic 

relapse in PE group compared to TAU   

• Any relapse [OR=1.98; CI: 1.09, 3.58] 

• Manic relapse [OR= 1.68; CI:0.99,2.85] 

• Depressive relapse [OR= 1.39; CI: 0.78, 2.48] 

Goop PE [OR=2.8; CI=1.63,4.82] was effective, but individual PE was not different 

from TAU/placebo [0.89; CI=0.45,1.76]  

 

 

Scott 

2007 

(150) 

 

Nine trials 

conducted from 

2000-2005 

 

Meta-analysis 

 

 

PSI had a positive effect on relapse prevention compared to TAU/WLC (OR, 95% 

CI)   

• Psychoeducation          0.41 (0.2, 0.86)  

• CBT                              0.5 (0.36, 0.77)  

• FFT                               0.46 (0.19, 1.11)  

• IPSRT                           1.8 (0.7, 4.5)  

• All studies                     0.54 (0.37, 0.73) 

 

Beynon, 

2008 

(149) 

 

 

 

Twelve RCT 

conducted until 

2005 

 

 

Meta-analysis 

 

Effect of PSI in the prevention of any relapse from authors’ and admission (OR, 

95%CI) 

                                                              Authors’ report              Admission                                     

• CBT vs. TAU                            0.24 (0.12, 0.51)            0.30 (0.05, 1.91) 

• FFT vs. Crisis management       0.46 (0.19, 1.11)                ---- 

• FFT vs. I-PSI                             0.80 (0.27, 2.36             0.60 (0.19, 1.89) 

• G-PE vs.  Group meeting          0.16 (0.07–0.40)            0.42 (0.21, 0.86)  

• I-PE vs. TAU                                ------                           0.76 (0.29, 2.02)  

• Care management v. TAU             -----                           0.75 (0.35, 1.61) 

• 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  

• CBT Vs. TAU                              0.48 (0.21, 1.13)         0.32 (0.13, 0.74) 

• FFT vs. Crisis management         0.93 (0.31, 2.82)         0.41 (0.15, 1.12) 

• 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 (CI), 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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(ii) 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 

review 

Summary of the findings  

 

 

 

Miklowitz 

2021(144) 

 

 

 

 

 

 

 

39 studies 

conducted 

until 2019 

 

 

Component 

network  

meta-analysis 

 

Post assessment compared with TAU for mood symptom severity (SMD, 95% CI) 

                                                Depressive                           Manic  

• Cognitive behavioral therapy    -0.32 ( -0.64, -0.01)           -0.32 (-0.65, 0.01) 

• Family or conjoint therapy        -0.46 (-1.01, 0.08)             - 0.35 (-0.8 to 0.2) 

• IPSRT                                        -0.46 ( -1.07, 0.15)  

• Psychoeducation                             ----                                - 0.31 ( -0.7, 0.08) 

 

Components that are potent in reducing mood symptom severity (iSMD, 95% CI) 

                                               Depressive                       Manic  

• Cognitive restructuring              -1.26 ( -2.1, - 0.4)          -1.0 (-2.2, 0.2)   

• Regulating daily rhythms           -0.78 ( -1.3, -0.24)         -0.4 (-1.1, 0.3) 

• Communication training            -0.84 (-1.8, 0.23) 

 

 

Janis 2021 

(154) 

 

9-trials (1990-

2018) 
 

Meta-analysis  

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

• Post intervention assessment               0.69 (0.18, 1.21) 

• Long-term follow-up time points         0.61 (0.30, 0.93) 

 

 

Xuan, 2020 

(152) 

 

 

 

10 trials 

Conducted 

until 2020 

 

Meta-analysis 

 

MBCT Vs. control group (TAU/Waitlist) (SMD, 95% CI) 

 

• Post- assessment MBCT reduced depressive symptoms [0.3 (-0.05, 0.6)] 

 

7/10 were uncontrolled, before-after MBCT intervention, (SMD, 95% CI) 

                                                                       Mania                  Depression  

• Post assessment                           -0.26 (-1.4, 0.9)             0.37 (0.1, 0.6) 

• 3-months post intervention         -0.04 (-1.3, 1.3)              0.46 (0.1, 0.8) 

• 12-moths post intervention          1.6 (0.3, 2.9)                  0.04 (-0.3, 0.4) 

Chiang 

2017 (155) 

 

 

10- CBT 

trials done 

until 2016 
 

Meta-analysis  

▪ CBT/ CT compared to TAU/WLC/PE (Hedges G., 95% CI) 

• Depressive symptoms severity    - 0.5 (- 0.9, -0.03)  

▪ Manic symptom severity              - 0.6 (-1.12, -0.04) 
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Lovas, 

2018(42) 

 

 

13 MBCT 

trials done 

until 2018 

 

Systematic 

review 

Effect on manic symptoms  

• In all included studies, PBD were enrolled during remission from manic/ mixed/ 

hypomanic episodes. Therefore, is no significant change in manic symptoms.  
 

• 2/3 trials (One RCT and one-open-label trial) found a significant positive effect in 

reducing depressive symptoms 

 

Chatterton 

2017 (145) 

 

 

 

Forty-five 

Studies are 

done until 

2016 

 

Network  

Meta-analysis 

 

▪ Effect of PSI on mood symptom severity compared to TAU (SMD, 95% CI) 

                                            Depressive                             Manic  

• PE + CBT                         -0.58 (-2.4, 1.3)                  - 0.95 (-1.5, -0.4) 

• Group drug counselling    -0.17 (-0.7, 0.4)                    0.24 (-0.3, 0.8) 

• Psychoeducation               -0.14 (-1.3, 1.01)                 -0.22 (-0.6, 0.2) 

• CBT                                   0.14 (-0.6, 0.9)                    -0.17 (-0.8, 0.4) 

• PE+PRISM                        0.6 (0.1, 1.1)                        0.33 (-0.2, 0.9)   

• 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%] 
 

 

Oud 2016 

(146) 

 

 

 

 

 

 

48 studies 

conducted 

from 1984- 

2014 

 

 

Meta-analysis  

Post assessment compared with TAU for mood symptom severity (SMD, 95% CI) 

                                    Depressive                                Manic  

• Individual PSI           -0.2(-0.41, -0.05)                  0.05 (-0.35, 0.25) 

• Group PSI_                -0.2(-0.6, 0.2)                     - 0.08 (- 0.33, 0.16) 

• Family PE                  -0.7 (-1.4, -0.1)                   - 0.66 (- 1.28, -0.04) 

• Collaborative care      -0.2 (-0.6, 0.2)                    - 0.07 (- 0.47, 0.32) 

• ICIT                           -0.6 (-1.2, -0.1)                    - 0.10 (- 0.30, 0.10) 
 

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

CI) 

                                         Depressive                       Manic  

• Individual PSI_          -0.21 (-0.4, 0.01)               -0.4(-0.7, -0.04)  

• Group PSI__               0.22 (-0.05, 0.5)                 0.2 (-0.1,0.4) 

• Family PE___            -0.15 (-0.7, 0.4)                  -0.8 (-1.3, -0.2)  

• 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% CI) 

                                  Depressive                               Manic  

• FFT                       -0.4 (-0.8, 0.0)                     0.00 ( -0.4, 0.4) 

• CBT                       0.4 (0.1, 0.7)                      0.20 (-0.1, 0.5) 

• IGT                       -0.35 (-0.8, 0.2)                  -0.2 (-0.7, 0.3) 

• IPSRT                    0.44 (-0.3, 1.2) 

Follow-up assessment compared with supportive therapy for mood symptom 

severity (SMD, 95% CI)  

                                                  Depressive                 Manic  

• FFT                                      -0.1 (-0.6, 0.4)                -0.3 (-0.7, 0.1) 

• CBT                                      0.5 (0.04, 0.9)                    --------- 

• 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 (CI), 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  

 
 

Seeberg, 

2021 (159) 

 

 

Conducted till 

2020 

 

Systematic 

review   

 

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

and at least 6-months follow-up reported 

• The findings showed a positive effect of CBT in reducing residual symptoms 

of anxiety in self-rated, clinician-rated or both 
  

▪ Three MBCT controlled trials compared TAU  

• MBCT improved anxiety in remitted PBD compared to TAU in two studies 

and one study within-group reduction in anxiety symptoms.  
 

 

Xuan, 2020 

(152) 

 

 

 

 

 

10 MBCT trials 

done till 2020 

 

Meta-analysis 

 

7/10 trials are uncontrolled, Before-after intervention studies (Hedges G. 95, 

95% CI) 
 

                                           Post-assessment       3-months            12-months 

• Anxiety                            0.45 (0.2, 0.7)        0.57 (0.2, 0.9)      0.17(-0.2, 0.5) 

• Stress                               0.39 (0.1, 0.7) 

• Mindfulness ability         0.63 (0.4,0.9)  

• 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 

(42) 

   

 

13 trials of 

MBCT done  

until 2018 

 

Systematic 

review   

• 7 (3 RCT and 4 open trials) assessed the effect of MBCT in anxiety symptoms. 
 

•  All three RCTs found positive effects of MBCT in improving or preventing 

worsening of anxiety symptoms compared to the waitlist control group. 

 

•  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 I and type -II, 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 

Reference  No.& type of analysis Summary of the findings 

 

Chatterton 

2017 (145) 

 

 

Forty-five studies 

conducted until 2016 

 

 

Network MA  

 

▪ PSI Vs. TAU (g:  95% CI) 
 

• PE+PRISM       -0.11 (-0.65, 0.44) 

• PE =                   0.20 (-0.17, 0.58) 

• CBT                   0.22 (-0.15, 0.59) 

• Carer-focused    0.62 (-0.63, 1.87) 

• PE + CBT          2.55 (1.69, 3.40) 
 

▪ Factors related to intervention efficacy PSI 

• Long data collection time Vs. Shorter GAF= t (15) =5.19, P<0.01 

• Sample with B-I and B-II Vs. B-I only =   t (15) =73.03, P= 0.01 

▪ Treatment non-adherence [RR, 95% CI] 

• PE + CBT Vs. TAU (RR = 0.14; CI 0.02–0.85) 

• FFT vs. TAU [RR =0.17; CI=0.03,1.04] 

• PE Vs. TAU [RR = 0.27, CI= 0.14, 0.53] 

• CBT Vs. TAU [RR= 0.69; CI = 0.43,1.1] 

 

Chiang 2017  

(155) 

 

Ten CBT trials did until 

2016  

 

Meta-analysis  

 

▪ Pooled seven RCT on CBT/ CT that compared with TAU/WLC/PE (Hedges G., 

95% CI) 

• Psychosocial functioning (g = 0.457; 95% CI = 0.1 ± 0.8).  

 

MacDonald 

2016 (45) 

▪ 24 trials conducted 

till 2014 

 

Meta-analysis in 18 

/24 studies 

 

• Meta-analysis was conducted in 18/24 studies and the findings showed the 

positive effect of PSI in improving adherent (OR=0.27 (95%CI=1.45–

3.56)  

** 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 

Ratio (RR)  
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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, PSIs 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 (HEWs) 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 

study settings 

Projected population size for the year 2017 

Urban Rural          

    Total  Female  Male   Female  Male  

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: 

I. 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).  

II. PHC workers in these woredas are trained with mhGAP intervention guide and deliver 

mental healthcare services (161, 168).  

III. 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 a theory 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, 

(ii) 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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Figure 3: Theory of Change’ within the MRC’s framework on complex interventions. 

(Adapted from De Silva et al, 2015) 

 

 

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 

intervention design 

                                    Implementation 

1. Dissemination  

2. Surveillance and monitoring 

3. Long term follow-up 

 

Development phase  

1. Identification of evidence base 

2. Identifying/developing theory 

3. Modeling process and outcome 

 
ToC strengthening 

1. Improve intervention design though: 

    a. Mental health expert workshop and qualitative 

study   

    b. Consensus building with stakeholders 

    c.  Designing interventions that aim to cause real-world 

change 

    d. Embedding intervention within the context  

    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.  

Evaluation 

1. Assessing effectiveness 

2. Understanding change process 

3. Assessing cost-effectiveness 

  
ToC Strengthening 

1. Allows for multiple pre-specified outcomes 

2. Combines process and effectiveness evaluations 

3. Helps disentangle which intervention 

components are most effective by explicitly 

measuring the impact of each intervention 

pathway 

 

 

Feasibility/Piloting 

1. Testing procedures 

2. Estimating recruitment/retention 

3. Determining sample size 

 

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. Illustrates adaption “active ingredients” of 

intervention to facilitate adaptation in new context 
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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. 

  

 

 

 

 

 

 

 

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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▪ Feasibility  
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▪ Fidelity   
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outcomes 

▪ Identification of potential 
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qualitative research 
 

▪ Mental health expert 
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▪ ToC approaches  
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38 
 

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 II 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 2nd 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 



42 
 

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 

Amharic 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-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 
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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 

 

People with BD 

• 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 

person’s ability to give informed consent and participate in the study.  

Caregivers  • Age 18 or above  
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• Immediate caregivers of patients with BD  

• 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  

 

 

 

 

Primary 

outcome   

Feasibility  Number of People with BD  

▪ Participants approached and willing to participate   

▪ Dropped out before finishing the intervention  

▪ Intervention completion rate    

Acceptability  Satisfaction of intervention providers and service recipients  

Fidelity  
Expert review of 25% of the recorded intervention sessions 

using a fidelity measure created for this project  

 

 

Secondary 

outcome  

Change in knowledge and 

skill of intervention 

providers  

Pre- and post-training assessment of perceived knowledge 

and skills  

Change in symptom 

severity  

Before and after intervention assessment using Patient 

Health Questionnaire-9 and Young Mania Rating Scale 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 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-I). 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 II disorder, three studies 

recruited only bipolar I cases and two studies recruited only people with bipolar II disorder; the 

remaining eight studies did not specify the type of bipolar disorder. In sixteen studies, the 

Diagnostic and Statistical Manual of Mental Disorders-IV (DSM-IV) was used as the diagnostic 

tool, with psychiatrist-confirmed diagnoses in eleven studies. Two studies did not describe who 

confirmed the diagnosis.(206, 214). 

Quality 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 

** Psychoeducation (PE), Cognitive Behavioral Therapy (CBT), Family Psychoeducation (FFT) And Mindfulness 

Cognitive Behavioral Therapy (MBCT), Intervention versus control (I/C) 

Authors  Sample size at 

Baseline (I/C) 

Intervention / 

control   

Mode of 

intervent

ion   

Numbe

r of 

sessions 

Duration 

(weeks)  

Duration of 

follow-up 

(months) 

Faria. et al, 2014 (Brazil) 32/29 PE/TAU Individual 6 6 Pre-post  

Husain. et al, 

2017(Pakistan) 

18/16 PE/TAU Individual 12 12 Pre-post 

Eker & Harkin, 

2012(Turkey) 

36/35 PE/TAU Group 6 6 Pre-post  

Cuhadar. et al, 

2014(Turkey) 

32/31 PE/TAU Group 7 7 Pre-post   

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 

(Iran) 

13/13 PE/TAU Group  8 4 6 

Cardoso. et al, 2014 

(Brazil) 

32/29 PE/TAU Group 6 6 6 

Bahredar. et al, 2013(Iran) 15/15/ 15 PE/TAU/placeb

o 

Group 9 9 6 

de Barros. et al, 2012 

(Brazil) 

32/23 PE/ placebo Group 16 16 12  

Gumus. et al, 2015(Turkey) 41/41 PE/TAU Individual 4  4 12 

Javadpour. et al, 2013 (Iran) 54/54 PE/TAU Individual  8  8 18 

Bordbar. et al, 2009(Iran) 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 

(South Africa) 

16/7/ 10 MBCT/TAU Group 8 8  Pre-post  
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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 

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, 

Authors  Intervention 

group  

 

Sample size 

during final 

analysis(I/C) 

Outcome 

measured 

Proportion with 

outcome 

Test statistics & p-value 

IG CG 

 

de Barros, 

2012 (Brazil) 

 

G-PE Vs 

placebo 

 

28/18 

 

Depressive relapse  

 

- 

 

- 

 

P = 0.18 

Manic relapse  - - P = 0.09 

Gomes, 2011 

(Brazil) 

 

G-CBT Vs 

TAU 

22/25 Relapse 14/23 14/27 X2 = 0.28;       P= 0.590 

Time to first relapse  

(Median & range in 

weeks) 

31 & 66 11.5 & 

48 

Z = -2.554;     P= 0.011 

Gumus, 2015 

(Turkey) 

I-PE Vs 

TAU 

37/41 Recurrence 7/37 14/41 X2 = 1.583;     P = 0.21 

Patients experienced 

more than one 

recurrence 

2 8 X2 = 0.36;      P = 0.221 

Faridhosseini, 

2017 (Iran) 

G-PE Vs 

TAU 

12/12 Recurrence 1/13 9/13 P=0.001 

Patients experienced 

more than one 

relapse  

0 2  

Javadpour, 

2013 (Iran) 

I-PE Vs 

TAU 

45/41 Average number of 

recurrences  

0.77 2.02  P < 0.001 

 

Bordbar, 

2009  

(Iran) 

 

G-FPE Vs 

TAU 

 

29/28 

 

Total no. of relapse 4 /29 9/28  P = 0.006 

Patients experienced 

more than one 

recurrence 

1 2  

Mean time to first 

relapse in month  

6 4.8  

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

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

size (I/C) 

Intervention  Assessment 

time (month)   

Test statistics & 

 p-value 

Measure of effect 

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 

Cardoso, 2014 19/26 G-PE Vs TAU 
Post-intervention F = 2.16; P= 0.15  

6  F= 2.94; P= 0.09  

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= 0.02 R2 = 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). 

 

 

 

 

 

 

 



 

61 
 

Table 15: Effectiveness of psychosocial intervention to improve adherence. 

Authors  Sample 

size  

(I/C) 

Measurement Follow-up 

after Post-

intervention 

(month)   

Group Assessment time point 

(M+SD/M/%) 

Test 

statistics & 

p-value 

Measure of 

effect 

 Baseline 

Assessment 

End-line  

Assessment  

Adherence to Medications   

Husain, 2017 

(Pakistan) 

 

16/11 

 

MMRS  

 

- 

I-PE 1.7± 1.7  0.9±1.4  

Z= 2.37; P 

=0.018 

AMD= -1.22 

(-2.18, .14); 

 SES= 0.81 
TAU 1.3 ± 1.7 2.1± 1.5 

   

 

Rahmani, 

2016  

(Iran) 

 

 

36/36 

 

 

 

MARS    

 

- 

G-PE 6.8 ± 1.9 9.4 ±2.4 t-test=0.29; 

P< 0.001 

 AMD = 2.3  

(2.21, 2.14)  TAU 6.6 ± 1.4 7.1 ±2.2 

Total score in  

medicine adherence  - 

 check list 

PE 10.6 ±2.5)  17.8 ± 3.7  

t-test = 0.35; 

P<0.001 

 

AMD = 7.7  

(7.20, 9.50) 
TAU 9.8 ± 2.2  10.1 ± 2.3  

   

Javadpour, 

2013 (Iran) 

 

45/41 

 

MARS 

18 I-PE - 7.91  

P=0.008 

 

 TAU - 3.73 
  

 

 

Bahredar, 

2013 (Iran) 

 

15/15/ 15 

 

MARS 

 

 

6 

G-PE 6.27±0.88 7.92± 1.38  

F(2,31)=55.1; 

P<0.001 

 

 TAU 6.53±0.64 4.33± 0.49 

Placebo 6.47±0.52 4.36± 0.67 
   

 

 

Bordbar, 

2009 

(Iran) 

 

 

 

29/28 

 

Duration of 

Continuing    

medication 

in month 

3 G-FFT - 2.46 + 0.46 t-test = 1.23; P = 0.227 

TAU - 2.67 + 0.48 

6 G-FFT - 5.76 + 0.51 t-test = 4.36; P <0.001 

TAU - 5.00 + 0.77 

 

9 

G-FFT - 8.48 + 0.95 t-test = 4.88; P <0.001 

TAU - 7.04 + 1.26 

 

12 

G-FFT  11.41±1.02- t-test = 6.88; P <0.001 

TAU  9.14± 1.43 
   

 

 

Dogan.,2003  

(Turkey) 

 

 

14/12 

 

Proportion of  

user of Lithium 

 regularly                    - 

I-PE 35.7 % 85.7 %  

P= 0.008 

 

 

 
TAU 50% 41.7% 

Proportion of 

Normal Serum 

lithium level 

 

- 

I-PE 57.1% 100%  

P= 0.016 

 

 TAU 58.3% 58.3%  

   

Eker &  

Harkin, 2012 

(Turkey) 

 

30/33 

 

MARS  

 

     - 

G-PE 40%  86.7%  

x2=24.649; P < 0.01 TAU 38.9% 24.2% 

  

George, 2013 

 (India) 

 

24/26 

patient’s diary & 

Counting tablets     

G-PE - 100% P=0.111  

TAU - 84.6% 

Adherence to psychiatric visit   

 

 

 

Bordbar, 

2009  

(Iran)  

 

 

 

29/28 

 

Number of 

psychiatric 

visits 

 

   3 

G-FFT - 2.76 + 0.43 t-test = 1.38; P< 0.017 

TAU - 2.57 + 0.57 

 

   6 

G-FFT - 5.34 + 0.81 t-test =3.72; P< 0.001 

TAU - 4.46 + 0.96 

 

   9 

G-FFT - 7.72 + 1.36 t-test = 3.98; P< 0.001 

TAU - 6.21 + 1.50 

 

  12  

G-FFT - 10.34 + 1.54 t-test =5.52; P< 0.001 

TAU - 7.86 + 1.84 
  

Faridhosseini, 

2017 (Iran) 

12/12 

 

Service 

users report  

 

   6  

G-PE - 3.25 + 0.69  

P = 0.02 

 

TAU - 1.41 + 1.67  

** Treatment as Usual (TAU); Individual Psychoeducation (I-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(R2), sample size during the final analysis in the Intervention versus control (I/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.  

Reference Sampl

e size 

( I/C) 

Intervention  Follow-

up  

(month)   

Outcome  Test statistics & 

p-value 

Measure of effect 

 

Husain, 

2017 

(Pakistan) 

 

16/11 

 

I-PE Vs TAU 

 

3 

 

 

Overall QOL in EQ-5D index 

 

Z=2.47; P=0.01 

 

AMD =0.24 (0.1, 

0.5); SES=0.88 

Overall QOL in EQ-5D VAS Z=3.65; P<0.001                        AMD =26.8 

(12.2,41.8); 

SES=1.14                                                          
       

 

Dogan, 2003 

(Turkey) 

 

14/12 

 

I-PE Vs TAU 

 

3 

 

General health domain Z=2.56; P < 0.01+  

Physical aspect Z=2.67; P < 0.01+  

Psychological  Z=1.58; P > 0.05+  

Social aspects Z=2.10; P < 0.05+  

Environmental Z=1.38; P > 0.05+  
   

 

Javadpour, 

2013 (Iran) 

 

 

45/41 

 

I-PE Vs TAU 

 

18 

 

Physical aspect P< 0.001  

Mental health P< 0.001  

Social aspects P< 0.001  

Environmental P< 0.001  
   

Faridhosseini   12/12 

2017 (Iran)      

G-PE Vs TAU  

- 

Overall QOL  P=0.196 M=3.12; SE=2.34   

      

 

 

Cuhadar, 

2014 

(Turkey) 

 

 

24/23 

 

 

G-PE Vs TAU 

 

 

 

- 

Emotional functioning Z= -0.21; P=0.08+  

Mental functioning Z= -1.93; P=0.05+  

Sexual functioning Z= -0.34; P=0.73+  

Feelings of stigmatization Z= -0.95; P=0.34+  

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 

potential  

Z= -0.00; P=1.00+  

Work Z= -0.54; P=0.59+  
   

 

 

 

 

40/40 

 

 

G-PE Vs TAU  

 

 

3 

 

Emotional functioning t-test = 4.04;   P< 0.001  

Intellectual functioning t-test = 7.46;   P< 0.001  

Sexual functioning t-test = 1.87;   P> 0.050  

Feelings of stigmatization t-test = 7.84;   P< 0.001  
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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.   

 

Kurdal, 

2014 

(Turkey) 

 

Social withdrawal t-test = 7.00;   P< 0.001  

Household relations t-test = 7.84;   P< 0.001  

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-

sufficiency 

t-test = 3.61;   P< 0.001  

Occupation t-test = 2.01;   P< 0.050  
  

Bahredar, 

2013 (Iran) 

15/15/ 

15 

G-PE Vs  

Placebo & 

TAU 

 

6 

 

GAF score 

 

F (2,31) = 90.93; P< 0.001 

  

 

 

Cardoso, 

2014 

(Brazil) 

 

 

19/26 

 

 

G-PE Vs TAU  

 

 

6 

 

 

Functional capacity F=0.08; P= 0.78  

Pain F=1.98; P= 0.17  

General health status F=0.04; P= 0.84  

Vitality F=0.39; P= 0.54  

Social aspects F=0.62; P= 0.44  

Emotional aspects F=0.24; P= 0.63  

Mental health F=1.19; P= 0.28  
   

 

de Barros, 

2012 

(Brazil) 

 

28/18 

 

G-PE Vs 

Placebo 

 

12 

 

Social domain  P=0.42 ES=0.42 

Environmental domain  P=0.82                    

Functioning  P=0.59 ES=0.03 

Clinical improvement patient 

view 

P=0.02 ES=0.35 

Clinical improvement clinician 

view 

P=0.57 ES=0.04 

       

 

 

Costa, 2012 

(Brazil) 

 

 

25/12 

 

 

G-CBT Vs 

TAU 

 

 

6 

 

 

Functional capacity P = 0.007 R2 = 0.65 

Pain P =0.020 R2 = 0.60 

General health status P = 0.002 R2 = 0.77 

Vitality P = 0.036 R2 = 0.46 

Social aspects P =0.044 R2 = 0.41 

Emotional aspects P = 0.001 R2 = 0.56 

Mental health P = 0.081 R2 = 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) = (I/C). 
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KEY    

 

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, I 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: 

 

Theme Sub-themes 
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“I feel heavy headed (ጭንቅላቴን ክብድ ይለኛል) …. there is a time that I 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...umm… I talk too much and say things that are culturally inappropriate, I know that 

I’m going to have illness, so I tell them [family members] to chain me….”   30-year, Male-

PBD ID23, 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 I live? Am I taking medication until I 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 illness 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 

illness. 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 ID018, 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 ID014, 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 ID021, 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 I absorb the 

sorrow. People with mental illness are like a sieve, all the sorrow goes through his body 

and hurts him a lot (የአእምሮ ህመም ያለበት ስው እንደወንፊት ነው ሀዘኑ ሁሉ ወደ ሰውነቱ ይገባና በጣም 

ይጎዳዋል) …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, I 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 ID012, 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.  

 “… I was chewing a lot so it has worsened my illness. Now, I stopped chewing for the last 

eight years because of my religious convictions. It [stopping chewing] has helped me a lot.  

For example, now, I sleep well, I have good relationship with others, I 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 I stopped worrying about them. I 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 

make it difficult to know which bring the change, I mean the medication or the holy water” 

50-year, Male-Caregiver ID011, 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 ID015, 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. I always feel sleepy in the morning even though 

I 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 ID011, 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.  

“…I 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 ID 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. I was quarreling with the school community unless I 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 I got sick, I felt as if they were not important and I sold them when I felt 

annoyed. I think I decided to sell them because of the illness because previously I was not 

planning to sell them…”  23-year, Male-PBD ID020, 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 ID015, 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 ID012, 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…. I 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 ID025, 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, I 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, I 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 

I 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 I work?  I was sitting and waiting him day and night” 35-year, 

Female-Caregiver ID13, Sodo-district  

(ii) 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, (ii) “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.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 7: 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, & 

Practice” 2010) 

  

Stressors such as life events of 
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deprivation 
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Poor coping 
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Intervention-1 = Promoting wellbeing (Sleep hygiene, daily 

routine and Problem-solving techniques) 
 

Intervention-2 = Psychoeducation (Identification of early 

symptoms of relapse, relapse prevention plan, stress /anxiety 

management) 
 

Intervention-3 = Psychoeducation (Treatment and treatment 

adherence, coping strategies and stress/anxiety management) 
 

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 

 

*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. 

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 

representative   

0 5 5 

Final ToC workshop participants  26 33 59 
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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 HEWs, 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 

 

 

 

 

 

Methods Findings Contribution to the psychological 

               intervention development 

 

 

Systematic 

review  

▪ Identified psychological intervention: psychoeducation, family 

therapy, cognitive behavioral therapy and mindfulness-based 

cognitive therapy  

▪ The number of sessions ranged from 1 to 18 sessions  

▪ 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 

medication, early identification of symptoms of relapse, 

triggering factors, substance use and regular habits and 

management plans or prevention strategies. 

▪ Intervention providers were mental health specialists or 

practitioners. 

 

▪ Defined the type of intervention  

 

▪ Defined the intervention content 

 

 

▪ The studies were used to identify the intervention 

manual  

 

 

 

 

Qualitative 

study 

▪ People with BD and their caregivers reported perceiving early 

signs and symptoms of relapse   

▪ A major concern for people with BD and their caregivers 

related to the patients’ illness being identified 

▪ Perceived factors that precipitate or worsen the illness were 

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 

▪ Define problems from the people with BD and 

caregivers’ lived experience  

 

▪ Identify psychosocial factors that could be 

addressed in the current psychological intervention 

 

Mental health 

expert 

workshop  

 

▪ Possible components of the intervention were suggested to 

address the concerns of people with BD and improve their health 

and treatment outcome   

▪ Experts suggested intervention components based 

on their clinical and research experience as well 

as findings of qualitative and systematic review  

 

ToCs  

 

▪ Stigma and financial problems  

▪ 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  

 

▪ Explored the feasibility and acceptability of 

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.  

 

 

 

 

 

 



 

80 
 

  

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

Improved resource & 
social mobilization;  

3, ii, j 
 

Improved 

relationship & social 

support; 9,2, xii, h, b  

Improved regular habit 

(sleep & exercise);  

9, 5, h, x 

 

 
Cellingofaccount

ability 

M
o

rt
al

it
y 

Su
ic

id
e

 
Sc

h
o

o
l d

ro
p

o
u

t 

  Community 

 

 District health 

organization 

(professionals 

and managers  

 

   Service user  

        and      

   caregivers   

 

Context  

 

Improved financial 
support 
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9, 5, xiv, h 

Improved 
satisfaction; 

 9,5, ix, xiii, c, h 
 

Improved social and 

problem-solving skills;  
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Improved confidence 

and management 

skill; 9,5, ix, Xiii, e, h 

 

Improved awareness of BD, 

cause, & treatment 

9, vii, h 

 

 

Programme Levels  

 

Short term Outcome Intermediate outcome Long term outcome Impact 

 

Decreased family burden 

 

Reduced hospital 

admission 

 

Improved quality of life 

 
▪ Low awareness 

of mental health 
 

▪ Stigma and 
discrimination  

Improved PHC 
workers & managers 

awareness of PSI;  
6, vii, c 

 

▪ PHC workers 
trained in mhGAP  

▪ Strong 
commitment  

▪ PSI not integrated 
▪ There is no PHC 

PSI intervention 
manual 

 

 

Improved awareness of 

Mental illness; 1, vii, b  

Compressive care  

(Medication and PSI);  

8, xi, f  

Shared understanding 
about PSI created, ToC-map 

development; 1, ii, a 

Improved treatment 

adherence  

10, 9, 5, 4, viii, h, d 

Reduced public 

stigma  

 

Reduced severity 

of symptoms 

Xiii, 

 

Increased service 

utilization 

 

Reduced relapse  

 

▪ Low awareness 
about BD/ SMI   
 

▪ No PSI services  
 

▪ Stigma and 
discrimination 

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 availability at 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) mobilize resources  
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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 [Butajira], 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. 
 

* 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. 

Levels of               Key tasks 

 intervention  

Intervention  Preconditions   Assumptions  Indicators   

 

Patients 

with BD 

▪ Identify early sign and symptoms of 
their illness 

▪ Actively engage in their own 

treatment plan  
▪ Practice having a regular a habit (e.g 

sleep)  

▪ Use behavioural techniques such as 
breathing exercises and muscle 

relaxation   

▪ Practice problem-solving skills in 
their daily lives  

▪ Prepare a relapse-prevention plan  

▪ Psychoeducation  

▪ Teaching behavioural 
techniques  

▪ Teaching problem-solving 

techniques  
▪ Awareness of regular habit  

▪ Involvement in the 

development of psychological- 
intervention ToC map   

 

 

 

People with bipolar disorder  
▪ Improved awareness about the 

illness, cause, & treatment  

▪ Learned & practiced behavioural 
techniques 

▪ improved adherent to 

psychological intervention and 
for medication 

▪ Practiced regular habit  

▪ Improved health-seeking 
behaviour  

▪ Improved awareness of a relapse-

prevention plan  

▪ The intervention is feasible and 
acceptable 

▪ People with bipolar disorder  

• Are able to attend all 

sessions  

• Discuss and practice 

what they have learned in 

the training   

• Motivated to take an 

assignment  

 

▪ Number of service users attending the 
first and all sessions  

▪ Duration of each session  

▪ Number of service user’s adherent to 
treatment  

▪ None/mild mood symptoms based on 

YMRS and PHQ 
▪ 80% increase in awareness of BD and its 

causes, treatment, and prevention plan 

▪ Number of participants satisfied with the 
intervention 

▪ Number of patients with a regular habit 

compared to baseline   
▪ Level of social support received 

measured using OSLO 

 

Caregive

r/ 

Family  

▪ Care for and support to patients  

▪ Understand the patients’ conditions  

▪ Identify early sign & symptoms of 
the patients’ illness  

▪ Encourage patients to engage in 

social activities 
▪ Encourage patients to use 

behavioural techniques 

▪ Help patients have regular habits  

▪ Psychoeducation 

▪ Teaching behavioural   

techniques  
▪ Training on problem-solving 

techniques and regular habit  

▪ Involvement in PSI ToC map 
development   

▪ Active participation in 

treatment & relapse prevention 
plan & help PBD 

Caregivers  

▪ Improved their awareness about the 

illness, and its cause, and treatment  
▪ Improved involvement in the 

patients’ treatment plan  

▪ Improved practice in supporting 
PBD 

▪ The intervention is feasible and 

acceptable 

▪ Caregivers 

• Able to attend all sessions  

• willing & motivated to help 

PBD 

• Willing to work with PHC 

workers 

• Non-stigmatized and non-

stigmatizing to patients 

▪ Number of service users attending first 

and all sessions 

▪ Duration of each session  
▪ 80% increase in caregiver awareness of 

BD, its cause, and treatment  

▪ Number of caregivers satisfied with 
intervention 

▪ Level of social support received as 

measured using OSLO 

 

 

Commun

ity  

 

▪ Mobilization resources 
▪ Support patients & caregivers 

▪ Care for and love for patients & 

caregivers 
▪ Helping patients with social- 

integration 

 

▪ Working with the community 
and religious leaders & 

HEWs 

▪ Awareness creation about 
mental illness in general and 

BD in particular  

▪ Improved community awareness 

about BD, and its causes and 
treatments 

▪ Improved communication among 

service users, caregivers, & 
intervention providers 

▪ Community non-stigmatizing 

attitudes and support  
▪ Improved collaboration of 

community stakeholders 

▪ Religious and community 

leaders are willing to work 
together toward stigma 

reduction 

▪ The community engages in 
resource mobilization to support 

people with mental illness   

▪ The community does not 
stigmatize service users  

▪ Number of community members getting 

awareness on BD, its causes & treatment  
 

▪ Number of community members 

participating in resource mobilization to 
support people with mental illness   

 

 

Health 

facility 

(Service 

provider/ 

manager) 

▪ Avail psychological intervention 

service with a required quality  
▪ Compassionate and respectful care 

for BD patients  

▪ Involve service users in treatment 

planning  

▪ PHC workers and services users 

prioritize problems for the service 
users need to solve.  

▪ Giving both theoretical and 

practical training on PSI for 
PHCWs  

▪ Engaging BD patients and their 

caregivers in treatment 

planning for the patients 

▪ Ensuring medication 

availability for BD at the 
health centers  

▪ Adhering to intervention 

manual  

▪ Improved knowledge of and skills 

in PSI  
▪ Improved confidence to giving 

psychological intervention 

▪ Intervention provided as per the 

manual 

▪ Improved medication availability 

▪ PHCWs’ having encouraged service 
users to get involved in the 

treatment planning of BD patients 

▪ There is a newly developed, 

feasible and acceptable PSI 
available for use  

▪ Professionals are trained on the 

PSI manual  

▪ PHC workers are trained in 

mhGAP intervention guide   

▪ Health facility managers support 
PHC Workers when needed  

▪ PHC workers are motivated to 

give the PSI 

▪ Number of PHC workers in the facility 

who are trained to give psychological 
intervention 

▪ Quality of therapeutic relationship 

between patients and PHC workers 

measured by HAQ 

▪ Level of adherence to manual measure 

as ENACT 
▪ Presence of the newly developed PSI 

manual with PHC workers  
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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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Table 20: Intervention components and expected outcomes 

* People with bipolar disorder (PBD), bipolar disorder (BD) 

 

Session Unmet needs/priorities of PBD 

identified in qualitative study ToC and 

mental health expert workshops 

 

      Sessions  Contents included in 

session   

   

 Reference 

manual 

 ▪ Therapeutic techniques  

 

 Therapeutic skills in 

psychological 

intervention 

Where There Is No 

Psychiatrist (219) 

Session 

one  

▪ Need assessment and goal setting    

 

Needs assessment 

and goal-setting  

Introduction and checklist 

• Need assessment 

• Goal setting 

 

 

 

Clinicians 

Treatment Manual: 

For Family-

Focused Therapy 

for Early-Onset 

Youth and Young 

Adults (220) 

 

Psychoeducation 

Manual for Bipolar 

Disorder (221) 

 

Session 

two 

 

▪ Low awareness of BD and its causes   

▪ PBD are concerned about the long-term 

nature of the illness 

▪ Substance use  

 

 

▪ What do I need to 

know about my 

illness?   

 

Psychoeducation  

• Sign and Symptoms 

of BD  

• Identification of early 

symptoms of relapse  

• Cause and influencing 

factors    
Session 

three   

▪ 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  

 

 

▪  How can the 

treatment help me 

to get well? 

Psychoeducation 

• Treatment  

• Treatment adherence  

 

Problem solving 

techniques 

• Non-adherent PBD   

 

Session 

four 

▪ 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  

• Self and public stigma  

• Disagreement & lack of social 

support  

 

▪ What kind of 

techniques & 

activities help me 

to improve my 

health? 

 

Promoting wellbeing  

 

• Sleep hygiene and 

daily routine  

 

• Problem solving 

techniques   

 

 

 

 

 

Cognitive Therapy 

for Bipolar 

Disorder: A 

Therapist’s Guide 

to Concepts, 

Methods, and 

Practice (222).  

 

  

Session 

five 

 

▪ PBD identified anxiety symptoms as 

early sign of relapse  

• Heavy-headedness  

• Anxiety 

• Irritability  

▪ Some PBD and caregivers identified 

early symptoms of relapse 

▪ What helps me to 

feel well when I 

feel anxious or 

stressed? 

▪ What can I do 

when I identify 

early symptoms 

of illness? 

▪ Behavioral techniques 

• Muscle relaxation  

• Breathing exercise  

 

▪ Relapse prevention 

plan 
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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 

Educational status 

Illiterate   2 

Primary  5 

Secondary or tertiary  5 

Marital status Single  6 

Married  6 

 

Number of relapses since the onset 

No relapse   2 

1-2 relapse  4 

3-5 relapse  4 

> 5 times  2 

 

Duration of illness 

 < 2 years 3 

2-5 years  4 

>5 years  5 

 

Caregivers of patients with bipolar disorder 

 

 

Age in year Mean (SD) 41.2 (8.7) 

 

Sex 

Female  2 

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 

disorder attended the session   

First session 12 

Completed the session  12 

Number of caregivers who attended the 

session   

First session 6 

Completed the session  5 

 

 

The average duration of intervention 

session in minutes 

Session-one  25’ 

Session-two  33’ 

Session three  39’ 

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.  

I came here after I have finished all the household work and make coffee. I also informed my 

families that I have intervention and get permission from them. The 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.  

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 I 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, I 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:  

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.   

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:  

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. He [the provider] told me to 

practice it and after some time, it will be a habit. Following his advice. I am trying to bring 

that practice.  I 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.   

I 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:  

I 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. I 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, I have a 

plan to join the MSc program in psychology after I get five years of work experience.  Then I 

want to treat people who experience mental illness like me, and I 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. I 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 

the intervention 

Items used as a measurement Pre-training  

Median (Min, Max) 

Post-training   

Median (Min, Max) 

 

Symptoms of BD   

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

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

 

Treatment of the BD 

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

Skill to education for PBD and 

caregivers  

 

11 (8, 13) 

 

15 (13, 15) 

Techniques used to 

improve wellness (PST, 

sleep hygiene, & anxiety 

management)   

Perceived knowledge of techniques  3 (3, 5) 4 (4, 5) 

Skill to education PBD & caregivers   3 (2, 5) 4 (4,5) 

Core skills in 

psychological 

intervention  

Perceived knowledge  4 (3,5) 4 (4,5) 

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 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%.  

 

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 

outcomes 

Pre-intervention Median 

score (Min, Max) 

Post-intervention Median 

score (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) 

*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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Appendix-B: Why doesn't God say “enough”? Experiences of living with bipolar disorder in 

rural Ethiopia  
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Appendix-C: Development of a psychological intervention for people with bipolar disorder in rural 

Ethiopia 
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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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Appendix-E: Topic guide to assess the lived experience 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, with whom you are living  

❖ Illness 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  

• Can you tell me more how those situations related to the first onset of your illness? 

• 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  

• Can you give me some examples of how those things related to getting unwell?  

• Can you tell me more about anything that you experienced and remember before you got 

unwell for the last time? 

• 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?  

• Can you tell me more about the problem?  

• 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?   

• 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?  

• Can you tell me more about who was around you in the past time when you were in need 

(list all people)?  

• As you mentioned, you got help from…. when did you have help from them?  

• How did it help you? 

▪ What about taking medication? 

• 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?  

• Ask patients to describe/list all activities/ coping mechanisms/ they were using)? 

• How those activities help you to feel well or reduce your distress? 

• 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 

• 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? 

 

AMHARIC VERSION 

መሰረታዊ የማህበራዊ-ስነ-ሕዝብ መረጃ 

ስለራስዎ ትንሽ ሊነግሩን ይችላሉ? 

              ሀ.  ዕድሜ ፣ ትምህርት ፣ ሃይማኖት ፣ የመኖሪያ ቦታ ፣ የጋብቻ ሁኔታ ፣ ሥራ ፣ ከማን ጋር ነው እንደሚኖሩ? 

የሕመም ታሪክ 
እባክዎን ስለ መጀመሪያ እና የመጨረሻ ህመም ተሞክሮዎ ይንገሩኝ? 
ምርመራዎች 

ሀ. ለመጀመሪያ ጊዜ (በበሽታዎ መጀመሪያ) የታመሙት መቼ ነበር? 

ለ. ለመጀመሪያ ጊዜ ሲታመሙ እንዴት እንደነበረ ሊነግሩኝ ይችላሉ? ችግሮቹ ምን ነበሩ? 

ሐ. ለመጨረሻ ጊዜ (በጣም የቅርብ) ጊዜ ሲታመሙስ እንዴት ነበር? 

መ. ምንድን ነው የሆነው? ችግሮቹ ምን ነበሩ? 

ሕመሙን በአዎንታዊ ወይም በአሉታዊነት ይነካሉ ተብለው የሚታሰቡ ምክንያቶች 

✓ ለመጀመሪያ ጊዜ (በበሽታዎ መጀመሪያ) የታመሙበት ምክንያት ምን ይመስልዎታል?  

ምርመራዎች 

• እነዚያ ሁኔታዎች ከበሽታዎ የመጀመሪያ አጀማመር ጋር እንዴት እንደሚዛመዱ የበለጠ ሊነግሩኝ ይችላሉ? 

• ለመጀመሪያ ጊዜ ከመታመምዎ በፊት ስላጋጠመዎት እና ስለሚያስታውሷቸው ተጨማሪ ነገሮች የበለጠ ሊነግሩኝ 

ይችላሉ? 

ያለፈው (የቅርብ ጊዜ) ጊዜ (ህማምዎ ሲመለስ) ፤የታመሙበት ምክንያት ምን ይመስልዎታል?  

ምርመራዎች 

✓ እነዚያ ነገሮች ከመታመምዎ ጋር እንዴት እንደሚዛመዱ አንዳንድ ምሳሌዎችን ሊሰጡኝ ይችላሉ? 

✓ ለመጨረሻ ጊዜ ከመታመምዎ በፊት ስላጋጠመዎት እና ስለሚያስታውሱት ማንኛውም ነገር የበለጠ ሊነግሩኝ 

ይችላሉ? 
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✓ ምሳሌዎች- በዕለት ተዕለት ሕይወት ውስጥ ያሉ ተግዳሮቶች ፣ ግንኙነቶች ፣ ገንዘብ ነክ ፣ ሥራ/ትምህርት ፣ የዕፅ 

አጠቃቀም 

ቀደም ብለን ከተወያየነው ሌላ ፣ እርስዎ ወይም ቤተሰቦችዎ ወይም የቅርብ ጓደኞችዎ ካጋጠማቸው ችግሮች ለማገገም ወይንም 

መልሶ ለመቋቋም የፈጀው ጊዜ ከሌላው ጊዜ በእጅጉ የሚለዩ ነበሩ? 

✓ ስለችግሩ የበለጠ ሊነግሩኝ ይችላሉ? 

✓ እነዚህ ችግሮች ለበሽታዎ አስተዋጽኦ እንዴት ያደረጉት ይመስልዎታል? 

ሕመምዎ እንዲመለስ ስለሚያደጉ ችግሮች ነግረዉኛል። አሁን እባክዎን ጥሩ ስሜት እንዲሰማዎት ስለሚያደርጉ ወይም 

ህመምዎ ተመልሶ እንዳይመጣ ለመከላከል አስፈላጊ ናቸው ብለው ስለሚያስቧቸው ነገሮች ይንገሩኝ? 

▪ እርስዎ ካጋጠመዎት ውስጥ በሚታመሙበት ጊዜ የህመምዎ ክብደትን ለመቀነስ ወይም ለመከላከል የረዳዎትን 

ማንኛውንም ነገር ሊነግሩኝ ይችላሉ? 

ምርመራዎች 

▪ ማህበራዊ ድጋፍስ? 

✓ ባለፉት ጊዜያት እርስዎ በፈልጉበት ጊዜ በዙሪያዎ የነበረው ማን እንደሆነ የበለጠ ሊነግሩኝ ይችላሉ (ሁሉንም ሰዎች 

ይዘርዝሩ)? 

✓ እርስዎ እንደገለፁት ከ… እርዳታ አግኝተዋል። የእነርሱን እርዳታ መቼ ነበር ያገኙት? 

✓ እንዴት እንደረዳዎት? 

▪ መድሃኒት መውሰድስ? 

✓ እንዴት እንደሚረዳዎት ሊነግሩኝ ይችላሉ? 

 

የመቋቋም ዘዴዎች 

አሁን ፣ ያጋጠሙዎትን ተግዳሮቶች ለመቀነስ ወይም ለመቋቋም እርስዎ እንዴት እንዳደረጉ ወይም እያደረጉ እንደሆነ 

ማወቅ እፈልጋለሁ? 

▪ በህመምዎ ወቅት ምን ያደርጋሉ? 

✓ ሕመምተኞች ሁሉንም እንቅስቃሴዎች/ የመቋቋም ዘዴዎች/ የሚጠቀሙባቸውን/ እንዲገልጹ/ 

እንዲዘረዝሩ ይጠይቋቸው? 

✓ እነዚያ እንቅስቃሴዎች ጥሩ ስሜት እንዲሰማዎት ወይም ጭንቀትዎን እንዲቀንሱ እንዴት ይረዱዎታል? 

ምሳሌዎች - የጤና ተቋምን መጎብኘት/መድሃኒት መውሰድ ፣ ማህበራዊ ተሳትፎ ፣ የሃይማኖታዊ እንቅስቃሴዎች ፣ የዕፅ አጠቃቀም 

፣ የማህበራዊ ተሳትፎን መገደብ 

የራስ-እንክብካቤ ስልቶች 
 

ጤናዎን ለማሻሻል ምን ዓይነት የራስ-እንክብካቤ ስልቶች እንደሚጠቀሙ ሊነግሩኝ ይችላሉ? 
ምርመራዎች 

ምሳሌዎች-መተኛት ፣ መብላት ፣ የአካል ብቃት እንቅስቃሴ ፣ እርዳታ መፈለግ 

የበሽታው ተፅዕኖ 

የአእምሮ ሕመም ስላለብዎ ያጋጠሙዎትን ችግሮች/ተግዳሮቶች ሊነግሩኝ ይችላሉ? 

ምርመራ 

▪ ሕመሙ በዕለት ተዕለት ሕይወት ላይ ተጽዕኖ አለው? 

▪ አዎ ከሆነ ፣ ሕመሙ በዕለት ተዕለት ሕይወትዎ ላይ ምን ተጽዕኖ እንዳሳደረብዎ የሚያሳይ ምሳሌ ሊሰጡኝ ይችላሉ? 

▪ ከሌሎች ጋር ባለዎ ግንኙነትስ እንዲያጋጥምዎ ያደረገው ተግዳሮቶችስ አሉ? 

▪ በህማምዎ ምክንያት ሰዎች እርስዎን የሚያዩበት/የሚገነዘቡበት ሁኔታ ላይለውጦች እንዲመጡ አድርጉዋል 

▪ ምሳሌዎችን መስጠት ይችላሉ? 
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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  

▪ Illness 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  

• Can you tell me more how those situations related with the first onset of her/his illness? 

• 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  

• Can you give me some examples of how those things related to getting unwell after the first 

time? 

• 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) 

• What was the reason for the problem? 

• Probes changes in the patient’s previous time of job, responsibilities or Retirement 

• What about education related problems like a failure, starting a new education  

• How those challenges affected your child /husband/ wife/ brother /sister…your health? 

▪ What about substance use like Alcohol, Khat...? 

✓ What kind of substance was she/he use? 

✓ Why do your child /husband/ wife/ brother /sister…use that substance/s?  

✓ 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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✓ Can you tell me more the problem?  

✓ How do you think these problems contributed to your child /husband/ wife/ brother 

/sister…illness?   

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?  

✓ 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)?  

✓ As you mentioned, he/she got help from…. How it helped him/her? 

▪ What about taking medication? 

✓ 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?  

✓ Ask the caregiver to describe/list all activities that his relative was/is using)? 

✓ 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? 

✓ Can you give me an example to whom your relative shared his/her feeling?  

✓ How these activities help your relation? 

✓ If not why, why not?  

▪ What about social involvement? 

✓ How is your relative social involvement? 

✓ How do involve in social activities helps him in the last period of his/her illness? 

✓ How it helped him/her?  Or why that not helped him/her?  

▪ What about religious activities like praying, fasting, listening religious song...? 

✓ 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 

✓ What kinds of substances are/were your relative use?   

✓ When do your relative use that substances most of the time? 

✓ 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? 

• What type of medical care is he/she is/was getting? 

• 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? 

▪ If 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  

• 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  

• Effect of social life /relationship  

• What about on job/ education 

• 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  



 

181 
 

Amharic Version 
❖ መሰረታዊ የማህበራዊ-ስነ-ሕዝብ መረጃ 

ስለራስዎ ትንሽ ሊበግሩኘ ይችላሉ? 

ለ / ዕድሜ ፣ ትምህርት ፣ ሃይማኖት ፣ የመኖሪያ ቦታ ፣ የጋብቻ ሁኔታ ፣ ሥራ ፣ ከታካሚው ጋር ያለዎት ግንኙነት ምንድነው? 

❖ የህመም ታሪክ 

እባክዎን ስለ ታማሚው (ልጅዎ/ባልዎ/ሚስትዎ/ወንድምዎ/እህትዎ) መጀመሪያ እና የመጨረሻው የሕመም ተሞክሯቸው 

ሊነግሩኝ ይችላሉ 

ምርመራዎች 

ሀ / ዘመድዎ ለመጀመሪያ ጊዜ ታማሚው ምልክት የታየበት መቼ ነበር (ህመሙ ለመጀመሪያ ጊዜ ሲጀምራቸው) 

ለ / ዘመድዎ ለመጀመሪያ ጊዜ ታማሚው እንዴት እንደ ሆነ ምን አይነት ምልክት እንዳሳዩ ሊነግሩኝ ይችላሉ? ችግሮቹ 

ምን ነበሩ? 

ሐ / ታማሚው ለመጨረሻ ጊዜ ሲታመሙስ እንዴት ነበር/ምን አይነት ምልክት ነበር ያሳዩት ምርመራ እንዴት ነበረ? 

ችግሮቹ ምን ነበሩ? 

ሕመሙን በአዎንታዊ ወይም በአሉታዊነት ይነካሉ ተብለው የሚታሰቡ ምክንያቶች 

 

✓ ታማሚው (ልጅዎ / ባልዎ / ሚስትዎ / ወንድምዎ / እህትዎ…) ለመጀመሪያ ጊዜ (በበሽታዎ መጀመሪያ) የታመሙበት 

ምክንያት ምን ይመስልዎታል? (ሁሉንም ይዘርዝሩ) 

ምርመራዎች 

• እነዚያ ሁኔታዎች ከእሷ/ከእርሱ/ከእርሳቸው ሕመም አጀማመር ጋር እንዴት እንደሚዛመዱ የበለጠ ሊነግሩኝ ይችላሉ? 

• እሷ/ እሷ/እርሳቸው ለመጀመሪያ ጊዜ ከመታመማቸው በፊት ስላጋጠሟቸው ተጨማሪ ነገሮች የበለጠ ሊነግሩኝ 

ይችላሉ? 

ታማሚው (ልጅዎ / ባልዎ / ሚስትዎ / ወንድምዎ / እህትዎ…) ላይ ህመሙ የተመለሰበት ምክንያት (ለመጨረሻ ጊዜ 

እንደገና ህመሙ ሲመለስ) ምን ይመስልዎታል (ሁሉንም ይዘርዝሩ) 

ምርመራዎች 

• እነዚያ ነገሮች ከመጀመሪያው ጊዜ በኋላ ከመታመማቸው ጋር እንዴት እንደሚዛመዱ አንዳንድ ምሳሌዎችን ሊሰጡኝ 

ይችላሉ? 

• ልጅ/ባል/ሚስት/ወንድም/እህት ከመታመማቸው በፊት ስላጋጠማቸው ማንኛውም ነገር የበለጠ ሊነግሩኝ ይችላሉ? 

ምርመራዎች 

• በታካሚው የዕለት ተዕለት ሕይወት ውስጥ ማንኛውም ተግዳሮቶች (እንቅልፍ ፣ ማጣት ወይም የግል ንብረቶች 

መበላሸት ...)? 

• ከሰዎች ጋር ባላቸው ግንኙነቶች ጋር የተያያዙ ችግሮች 

• ፍቺ ወይም መለያየት ፣ ግንኙነት መቋረጥ ወይም አለመታመን ፣ የሚወዱት ሰው ሞት ፣ 

• የገንዘብ ነክ ችግሮችስ? እነዚያ ተግዳሮቶች ታማሚው (ልጅዎ / ባልዎ / ሚስትዎ / ወንድምዎ / እህትዎ…) ጤና ላይ ምን 

ተጽዕኖ አሳድረዋል? 

▪ ከሥራ ጋር የተያያዙ ችግሮችስ አጋጥሞዋቸው ነበር? (ተንከባከቢው አዎ ካለ፣ ተጨማሪ ጥያቄ ይጠይቁ) 

• ለችግሩ ምክንያት ምን ነበር? 

• በታማሚው የስራ ሃላፊነቶች ለውጦች ነበሩ/ ጡረታ አይነት ለውጦች ነበሩ 

• ከትምህርት ጋር የተያያዙ ችግሮች እንደ ትምህርት አለመሳካት ፣ አዲስ ትምህርት መጀመርን የመሳሰሉ 

ለውጦች ነበሩ 

• እነዚያ ተግዳሮቶች ልጅዎን / ባልዎን / ሚስትዎን / ወንድምዎን / እህትዎን / ጤናቸውን እንዴት ነካቸው? 

▪ እንደ አልኮሆል ፣ ጫት ... ያሉ ንጥረ ነገሮችን ይጠቀሙ ነበር 

• እሷ/እሷ ምን ዓይነት ንጥረ ነገር ይጠቀሙ ነበር? 

• ልጅዎ/ባል/ሚስትዎ/ወንድምዎ/እህትውዎ… ያንን ንጥረ ነገር ለምን ምክንያት ይጠቀሙታል? 

• እነዚህ ተግዳሮቶች በእሷ/በእሱ/በእሳቸው ጤንነት ሁኔታ ላይ ምን ተጽዕኖ አሳድረዋል? 

ቀደም ብለን ከተነጋገርነው ሌላ ልጅዎ/ባለቤትዎ/ሚስትዎ/ወንድም/እህትዎ ከመታመማቸው በፊት ያጋጠሟቸው ሌሎች ችግሮች 

ነበሩ? 

• ስለችግሩ የበለጠ ሊነግሩኝ ይችላሉ? 

• እነዚህ ችግሮች ለልጅዎ / ለባለቤትዎ / ለባለቤትዎ / ለወንድም / ለእህትዎ ህመም አስተዋፅኦ ያደረጉ 

ይመስልዎታል? 
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በጣም አመሰግናለሁ ፣ አሁን ልጅዎ/ባል/ሚስት/ወንድም/እህት/ጥሩ ስሜት እንዲሰማቸው የሚያደርጉትን ወይም 

የሕመሙን መባባስ ለመከላከል አስፈላጊ እንደሆኑ በሚያስቡት ነገሮች ላይ እንወያይ። 

 

▪ ዘመድዎ የተሻለ ስሜት እንዲሰማው ይረዳል ብለው የሚያስቡትን/ አስፈላጊ ነው ብለው የሚያስቡትን ማንኛውንም 

ነገር ሊነግሩኝ ይችላሉ? 

▪ እሱ/ እሷ ከተሻላቸው በኋላ ህማሙ የመመለስ እድልን ለመቀነስ የሚረዱት ነገሮችስ አሉ? 

ምርመራዎች 

▪ ማህበራዊ ድጋፍስ? 

✓ እሱ/እሷ በችግር ላይ በነበሩበት ጊዜ እና ሰው በሚፈልጉበት ጊዜ ምን አብሮአቸው እንደነበር የበለጠ ሊነግሩኝ 

ይችላሉ? 

✓ እርስዎ እንደገለፁት እሱ/እሷ እርዳታ ያገኙት ከ… ነበር፣ እሱን/እሷን እርዳታው እንዴት እረዳቸው? 

✓ መድሃኒት መውሰድስ?  

✓ እሱ/እርሷን እንዴት እንደረዳቸው ሊነግሩኝ ይችላሉ? 

የመቋቋም ዘዴዎች  

አሁን ፣ ልጅዎ/ባለቤትዎ/ሚስትዎ/ወንድም/እህትዎ የሚያጋጥማቸውን ተግዳሮቶች ለመቀነስ ወይም ለመቋቋም 

፤እርስዎ እና ሌሎች የቤተሰብ አባላት እሱን/እርሷን/እርሳቸውን ለመርዳት ምን እያደረጉ እንደሆነ እና እንዴት እንደሆነ 

ማወቅ እፈልጋለሁ።  

▪ በህመሙ ወቅት እሱ /እሷ/እርሳቸው ምን ያደርጋሉ?  

✓ ተንከባካቢው ታማሚው የሚጠቀምባቸውን /እየተጠቀመባቸው ያሉ ሁኔታዎችን ሁሉ እንዲገልጽ/ 

እንዲዘረዝር ይጠይቁት?  

✓ እነዚያ ሁኔታዎች እሱ/እሷ ጥሩ ስሜት እንዲሰማቸው ወይም ጭንቀትዎን እንዲቀንሱ እንዴት ይረዳሉ?  

ምርመራዎች 

▪ የጤና ተቋምን ይጎበኛሉ/ መድሃኒትስ ይጠቀማሉ?  

▪ ስሜታቸውን ለሌሎች የማካፈል ሁኔታስ?  

✓ ታማሚው/ዋ ስሜቱን/ስሜቷን የሚያካፍሉበተን ምሳሌ ሊሰጡኝ ይችላሉ?  

✓ እነዚህ እንቅስቃሴዎች ከታካሚው ጋር ያለዎት ግንኙነት ላይ እንዴት ይረዳሉ?  

✓ የማይረዱ ከሆነ ለምን? 

▪ ስለ ማኅበራዊ ተሳትፎስ? 

✓ የታማሚው ማህበራዊ ተሳትፎዎ ላይ እንዴት ናቸው?  

✓ በህመማቸው የመጨረሻ ጊዜ ላይ በማህበራዊ እንቅስቃሴዎች ውስጥ መሳተፉቸው እንዴት ረዳቸው?  

✓ እነዚያ ማህበራዊ እንቅስቃሴዎች እሱ/እሷ/እርሳቸው እንዴት ረዳቸው? ከልረዳቸው ለምን አልረዳቸውም?  

 

▪ እንደ መጸለይ ፣ መጾም ፣ ሃይማኖታዊ መዝሙሮችን ማዳመጥን የመሳሰሉ ሃይማኖታዊ እንቅስቃሴዎችን ያደርጋሉ?  

✓ እነዚህ ነገሮች ታማሚው ጥሩ ስሜት እንዲሰማቸው የሚረዱት እንዴት ነው?  

▪ ስለችግሩ/ ሁኔታ ማውራት አለመፈለግ አለ?  

▪ ስለ መካድ (ችግሮቹ እንደተከሰቱ ለማመን አሻፈረኝ ማለትስ)?  

▪ ራስን መተቸት/ መውቀስ ይታይባቸዋል?  

▪ ችግሩን ለመርሳት ንጥረ ነገርን ወደ መጠቀም ማዘንበል አለ? 

ምርመራዎች 

✓ ታማሚው ምን ዓይነት ንጥረ ነገሮች ነበር የሚጠቀሙት? 

✓ ታማሚው አብዛኛውን ጊዜ እነዚህን ንጥረ ነገሮች የሚጠቀሙት መቼ ነው? 

✓ እሱ/እሷ/እርሳቸው እነዚህን ንጥረ ነገሮች የሚጠቀሙባቸው ለምን ይመስልዎታል? 

▪ እሱን/እሷን/እሳቸውን መጽሐፍትን ማንበብስ እንዴት ይረዳቸዋል? 

▪ ችግሩ በጊዜ በራሱ እስኪፈታ የመጠበቅ ሁኔታስ አለ? 
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እባክዎን ፣ እርስዎ እና ሌሎች የቤተሰብ አባላት ዘመድዎን (ልጅዎን / ባልዎን / ሚስትዎን / ወንድምዎን / እህትዎን) 

ለመርዳት እንዴት እንደሚሞክሩ ይንገሩኝ። 

▪ ምን ታደርጋለህ? 

▪ ይህ ነገር ታካሚው ጥሩ ስሜት እንዲሰማው የሚረዱት እንዴት ነው? 

 

የራስ-እንክብካቤ ስልቶች 

ልጅዎ /ባልዎ /ሚስትዎ /ወንድምዎ /እህትዎ /የጤና ሁኔታቸውን ለማሻሻል ምን ዓይነት የራስ-እንክብካቤ ስልቶች እንደሚጠቀሙ 

ሊነግሩኝ ይችላሉ? 

ምርመራዎች 

✓ የእንቅልፍዎን ሁኔታ ለማሻሻል/ለማስተካከል ምን ያደርጋሉ? 

✓ የአመጋገብ ልማድዎን ለማሻሻል ምን ያደርጋሉ? 

✓ የአካል ብቃት እንቅስቃሴስ ያደርጋሉ ማድረግስ? 

▪ እሳቸው/እሱ/እሷ ምን ዓይነት የአካል ብቃት እንቅስቃሴ እንደሚያደርጉ የበለጠ ሊነግሩኝ ይችላሉ? 

▪ እነርሱ መቼ መቼ ነው የአካል ብቃት እንቅስቃሴ የሚያደርጉት? 

▪ ታማሚው የአካል ብቃት እንቅስቃሴውን የት ነው የሚያከናውኑት? 

▪ ልምምዶች ጤናቸውን ለማሻሻል የሚጠቅሙዎት እንዴት ነው? 

✓ እንደ መደበኛ መከላከል አካል ሆኖ የሕክምና እንክብካቤ ማግኘትስ? 

▪ እሱ/እሷ/እርሳቸው ምን ዓይነት የሕክምና እንክብካቤ እያገኙ ነው/ያገኙ ነበር? 

▪ እሱ/እሷ/እርሳቸው የጤና እንክብካቤ እርዳታ መቼ እና ከየት ያገኛሉ? 

የበሽታው ተፅዕኖ 

አሁን ፣ እባክዎን ልጅዎ /ባልዎ /ሚስትዎ /ወንድም /እህትዎ የአእምሮ ሕመም ስላለባቸው ወይንም የቤተሰብ 

አባላቸው የአእምሮ ሕመም ስላለበት ስላጋጠማቸው ተግዳሮቶች ንገሩኝ። 
 

በመጀመሪያ ልጅዎ / ባልዎ / ሚስትዎ / ወንድም / እህትዎ የአእምሮ ህመም ስላለባቸው ብቻ ስለሚያጋጥማቸው 

ተግዳሮቶች ይንገሩኝ 

ምርመራ 

▪ ልጅዎ / ባልዎ / ሚስትዎ / ወንድምዎ / እህትዎ በአእምሮ ሕመም ምክንያት የሚገጥሟቸው ተግዳሮቶች ምንድን 

ናቸው? 

▪ ተግዳሮቶች ካሉ፣ ሕመሙ በዕለት ተዕለት ሕይወታቸው ላይ ምን ያህል ተጽዕኖ ያሳድር እንደነበር አንድ ምሳሌ ሊሰጡኝ 

ይችላሉ? 

▪ ከሌሎች ጋር በሚኖረው ግንኙነት ውስጥ የሚያጋጥሙ ተግዳሮቶች አሉ? 

▪ ከተንከባካቢው ልጆች ፣ ቤተሰብ ፣ አጋር ፣ የሥራ ባልደረቦች ጓደኞች እና ጎረቤቶች ጋር ያሉ ተግዳሮቶች አሉ 

▪ በህመሙ ምክንያት መገለልና መድልዎ ወይንም በሰዎች ዘንድ የአቀባበል ለውጦች ነበሩ? 

ምርመራዎች 

▪ እሷን/እሱን/እርሳቸውን ማን እንዳገለለ እና አድሎ እንዳደረገባቸው ሊነግሩኝ ይችላሉ 

▪ የቤተሰብ አባል ፣ ጓደኞች ፣ ጎረቤቶች ወይም የሥራ ባልደረቦች 

▪ ለምን እሱን/እሷን/እሳቸውን እንዳገለሉ እና አድሎ እንዳደረጉባቸው በበለጠ ሊነግሩኝ ይችላሉ? 

▪ ከዘመዶችዎ ፣ ከቤተሰቦችዎ ወይም ከጓደኞችዎ ጋር ጠብ እና ሕጋዊ ችግሮችስ ነበሯቸው? 

▪ ሥራን በማግኘት ወይም ያለን ስራ በመጠበቅ ረገድ የሚያጋጥሙ ችግሮችስ ነበሩ? 

አሁን እርስዎ እንደ ተንከባካቢ ወይም የአእምሮ ህመም ያለበት ሰው ዘመድ ወይንም የቤተሰብ አባልነት ስላጋጠሙዎት 

ተግዳሮቶች ንገሩኝ። 

  ምርመራ 

▪ የማኅበራዊ ሕይወት /ግንኙነት ላይ ያለው ተፅዕኖ 

▪ በስራ/ በትምህርት ላይ ያለው ተፅዕኖ 

▪ በቤተሰብ ጤናስ ላይ ያለው ተፅዕኖ 

ስለ ልጅዎ/ባለቤትዎ/ሚስትዎ/ወንድም/እህትዎ ህመም ፣ እሱ/እሷ ከበሽታ ከዳኑ በኋላ ህመሙ እንዲባባስ ወይም ወደ ኋላ እንዲመለስ 

የሚያደርግ ፣ ስለ ህክምናው እና መደሃኒቶቹ ፣ እርስዎ እና ሌሎች የቤተሰብ አባላት/ማህበረሰብ እርሱን/እርሱዋን/እርሳቸውን 

ለመርዳት እንዴት እንደሞከሩ ተወያይተናል። ፈተናዎችን ለመቋቋም እሷን። ከልጅዎ / ከባለቤትዎ / ከሚስትዎ / ከወንድም / ከእህትዎ 

ህመም ጋር ተያይዞ ሊፈቱ የሚገባቸው ለእርስዎ እና ለሌሎች የቤተሰብ አባላት በጣም የሚያስጨንቅዎ ችግር ምንድነው? 
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Appendix-G: Topic guide on feasibility test for people with bipolar disorder and their caregivers  

 

English Version 

 

1 

Thank you for coming and willing to participate, today, I want to ask you about the 

PSI you have received  

How was the PSI you received (duration, method, participation of the trainees)?   

Probe  

• For how many days did you receive the intervention 

• 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?  

(Which part of the intervention sessions were well taught/facilitated well?) 

• Would you please tell me why you feel that way?  

• Can you give me an example?  

 

4 

Among the intervention sessions you participated,  

• Which part of the intervention was easy to understand and implement?  

• And which one was difficult? 

 

 

5 

Among the intervention you received, which part of the intervention sessions were 

appropriate for your needs?  

• Why? 

• Which session do you like most? Why?  

• Which sessions do you feel less important? Why? 

 

6 

Among the PSI you received, which session do you like most? 

• What were your favorite parts or strengths of the intervention?  

• What was your least favorite part or weakness of the intervention?  

 

7 

Any other suggestion or comments to help us improve for the future?  

• As intervention receiver / participant, what additional topic would you need to learn 

in addition to what you already received?  

 

8 

If someone like your friends, family or someone in the community needs similar help, what 

is your recommendation about this intervention? 

• If you need help again, would you come back to this PRogramme? 

Amharic version 

1 የወሰዱት የስነልቦና ህክምና እንዴት ነበር  

አውጫጭ 

• ለምን ያህል ጊዜ ወሰዱ   

• አሰሰጣጡ እንዴት ነበር (ከባድ/ቀላል, የቤት ስራ እንዲሰሩ ይነገሮት ነበር) 
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2 የስነልቦና ህክምና በደንብ ለመረዳት እና ለመለማመድ የስልጠናው ጊዜ ምን ያህል በቂ ነበር? 

 

3 በጠቅላላው በየሳምንቱ ለአምስት ክፍለ ጊዜ ከወሰዱት የስነልቦና ህክምና የትኛውን ክፍለ ጊዜ በደንብ የተማሩት 

• ለምን እንደዚህ እንደተሰማዎት ሊነግሩኝ ይችላሉ? 

• ምሳሌ ሊሰጡኝ ይችላሉ? 

4 ከተማሩት የህክምና ክፍል ውስጥ  

• የትኛውን ለመረዳት እና ለመተግበር ቀላል ነበር? 

• የትኛው ነው ከባድ? 

5 ከተማሩት ውስጥ የሚፈልጉትን ነገር ለማወቅ   እና ፍላጎቶትን ለማሟሟላት  

• ትክክለኛ የሆነው /ደስ ያሎት /የወደዱት ክፍል የትናው ነው? ለምን? 

• ብዙም ያልወደዱት ክፍል የትናው ነው? ለምን? 

6 የወሰዱት የስነልቦና ህክምና  

• የወደዱት ወይም ጠንካራ ጎኑ ምን ነበር? 

• ያልወደዱት ወይም ደካማ ጎኑ ምን ነበር? 

7 ወደ ፊት ይህንን የስነልቦና ህክምና ለማሻሻልና ለመቀጠል እንዲረዳን   

• ለወደፊቱ መሻሻል አለበት /ቢስተካከል ጥሩ ነው የሚሉት ነገር ምንድን ነው? 

• ከተማሩት ውጪ ሌላ ቢጨመር ጥሩ ነው የሚሉት ትምህርት አለ? 

8 
የእርሶ ጓደኛ ፣ ቤተሰብ፣ ወይም በህብረተሰቡ ውስጥ ያለ አንድ ሰው ተመሳሳይ እርዳታ ቢያስፈልገው፣ ስለዚህ 

ህክምና ምን ይመክራሉ? 

• እርሶ ወደፊት እንደገና እርዳታ ቢያስፈልጎ፣ ወደ እዚህ መጥተው ይህንን የስነ-ልቦና ህክምና ይወስዳሉ? 

 

 

Appendix-H: Topic guide on feasibility test for intervention providers (PHC workers)   

 

English version 

 

 

1 

Training related questions  

How was the training process (duration, method, the participation of trainees)?  

Probe  

• How was the adequacy of time to understand and give the intervention?  

• Which part of the training you feel was sufficiently interactive? Which session 

needs more practical sessions?  

• Which part of the training session you feel was NOT sufficiently interactive and 

describe why you feel that way.  

• Would you please tell me why you feel that way? Can you give me an example? 

• Which part of the training was easy to understand? 

• And which one was difficult?  Why?  

• How does the intervention need to be improved to make it easy and 

understandable for the future?  
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2 

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? 

 

 

3 

Intervention manual and intervention provider leaflet related questions  

 

How do you feel about / see the intervention manual?  

Probe-  

• 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  

• Preparation, color, font, clarity instruction)  

• quality and usefulness for facilitating the sessions:  

• 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?  

 

 

4 

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?  

• If, the time is inadequate, which session takes more time  

• What do you recommend to finish the content (increase the number of 

sessions, duration of sessions, decrease the content)?  

• Which was easy to deliver? Why?  

• Which was difficult to deliver? Why?   
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• What do you recommend to make it easy and understandable?  

• Any other suggestion or comments do you have to help us improve future 

intervention provision?  

5 
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 

 

1 

ከስልጠናው ጋር የተያያዙ ጥያቄዎች 

• ህክምናውን ለማስረዳት እና ለመስጠት ስልጠናው የተሰጠው ጊዜ ምን ያህል በቂ ነበር? 

• በስልጠና ወቅት   

• በደንብ የተብራራው እና የተወያያችሁበት ክፍለ ጊዜ የትኛው ነበር?  

• የትኛው የስልጠናው ክፍል ነበር በበቂ ሁኔታ አሳታፊ ያልነበረው? ለምን መደንብ አሳታፊ ያልሆነ 

ይመስልሀል? 

• የትኛው ክፍል ተጨማሪ የልምምድ ጊዜ የሚፈልግ ይመስልሀል? 

• የትኛው የስልጠናው ክፍል ለመረዳት ቀላል ነበር? 

• ለመረዳት ከባድ የነበረውስ የትኛው የስልጠና ክፍለ-ጊዜ ነበር? ለምን?  

• ለወደፊቱ የበለጠ ቀላል ለማድረግ እና ለመረዳት የሚያስችል እንዲሆን ህክምናው እንዴት ቢሻሻል ጥሩ 

ይመስልሀል / እንዴት መሻሻል አለበት?  

 

 

 

2 

 

በስልጠናው ወቅት እና ህክምናውን በሚሰጡበት ጊዜ  

• የትኛው የስልጠናው ክፍል ነበር ለእርሶ ወይም ለታካሚው ተገቢ /አስፈላጊ የሆነ ይዘት ነበረው? 

• አላስፈላጊ ነው / ብዙም አያስፈልግም የሚሉት አለ? ለምን? 

• እርሶ የህክምና መመሪያውን የመከለስ ሀላፊነት ቢሰጥዎት የትኛውን ክፍል / የአሰጣት መንገድ 

ይቀይሩት ነበር? ለምን? 

• እርሶ የወደዱት ወይም የስልጠናው ጠንካራ ክፍል ምን ነበር?  

• እርሶ ያልወደዱት ወይም የስልጠናው ደካማ ክፍል ምን ነበር? 

• ለወደፊቱ ስልጠና እንዲስተካከል ሌላ አስያየት ካሎት? 

• የህክምና መመሪያው ሲሻሻል ማየት የሚፈልጉት የጎደለ/ያልተሟላ ይዘት የትኛው ነው? ቢጨመር የሚሉት 

ነገር አለ?  ለምን? 

• እንደ ህክምና ሰጪ ወይም የጤና ባሙያ በእነዚህ ስልጠናዎች ወቅት የተማሩትን ለመተግበር ምን 

አይነት እገዛ ያስፈልጎታል? 

 

3 

 

አሁን ደግሞ የህክምናውን መመሪያ የተመለከተ አንዳንድ ጥያቄዎች እጠይቆታለሁ    
 

የህክምና መመሪያውን እንዴት አገኙት?  

አውጫጭ፡  

• የመመሪያው ጥራት ፣ አዘገጃጀት፣ ቀለም፣ አፃፃፍ፣ የመመሪያዎች ግልፅነት 

• የመመሪያው ይዘቶች ግልፅነት 
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• የወደዱት ምንድን ነው? ለምን? 

• ያልወደዱት ወይም አስፈላጊ ሆኖ ያልተሰማዎት ምንድን ነው? 

• የህክምናው ሂደት ለማሳለጥ / ይረዳል ተብሎ ለእናንተ የተዘጃገው በራሪ ወረቀት እንዴት ነበር? 

• ጥራት ፣ አዘገጃጀት፣ ቀለም፣ አፃፃፍ፣ የመመሪያዎች ግልፅነት, ምስሎቹ 

• ይዘቶች ግልፅነት 

• ስለ በራሪ ወረቀቱ የወደዱት ምንድን ነው? ለምን? 

• ብዙም ያልወደዱት ምኑን ነው ወይም ብዙም ጠቃሚ አይደለም የሚሉት ምንድን ነው?  ለምን? 

• እንዲሻሻል የሚመክሩት ነግር ካለ? 

  

አሁን ደግሞ ከህክምና አሰጣጡ የተመለከተ አንዳንድ ጥያቄዎች እጠይቆታለሁ   

የህክምና አሰጣጡ እንዴት ነበር? 

• ህክምናውን ለመስጠት የነበረው ጊዜ ምን ያህል በቂ ነበር? 

• ሰአቱ በቂ ካልሆነ የትኛው ክፍለ ጊዜ የበለጠ ጊዜ ይወስዳል 

• ይዘቱን ለመጨረስ እንዲችሉ ምን ይመክራሉ (የክፍለ ጊዜውን ቁጥር መጨመር፣ ክፍለ ጊዜው 

የሚወስደውን ጊዜ መጨመር፣ ይዘቱን መቀነስ 

• የትኛው የስልጠናው ክፍል ለመስጠት / ተሳታፊዎች ለማስረዳት ቀላል ነበር? 

• ለመስጠት / ለተሳታፊዎች ለማስረዳት ከባድ የነበረውስ የትኛው የስልጠና ክፍለ-ጊዜ ነበር? ለምን?  

• ለወደፊቱ የበለጠ ቀላል ለማድረግ እና ለማስረዳት የሚያስችል እንዲሆን ህክምናው እንዴት ቢሻሻል ጥሩ 

ይመስልሀል / እንዴት መሻሻል አለበት? 

  

የህክምናውን በሚሰጡበት ጊዜ ከተሳታፊዎች የተመለከቱት  

• ተሳታፊዎች ለማስረዳት ቀለል የሚላቸው እና በደንብ የሚሳተፉበት ክፍለ-ጊዜ የትኛው ነበር? 

• ተሳታፊዎች ለማስረዳት ከባድ የሚሆንባቸው እና በደንብ የማይሳተፉበት ክፍለ-ጊዜ የትኛው ነበር? 

• ለምን?  

• ለወደፊቱ ለተሳታፊዎች የበለጠ ቀላል ለማድረግ እንዲሆን እንዴት ቢሻሻል ጥሩ ይመስልሀል / እንዴት 

መሻሻል አለበት? 
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Appendix-I: 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  

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 

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  

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 

 

1 2 3 4 5 

 

 

Three items 

about symptoms 

of depression 

and mania  

Knowledge about the sign and symptoms of bipolar disorder      

Knowledge about the early warning signs of relapse         

Knowledge about the cause and influencing factors BD      

Able to teach PBD and their caregivers about the sign and symptoms 

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 
     

 

 

Three items 

about treatment 

of BD  

Knowledge about treatment options       

Understand about medication side-effect      

Knowledge about importance of early treatment and adherence       

Having 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  
     

 

Promoting 

wellness  

Knowledge about techniques used to promote people with BD’s 

wellbeing 
     

Having a skill to teach about techniques used to promote people with 

BD’s wellbeing 
     

Anxiety 

management  

Knowledge about action plan to prevent relapse and improve early 

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)  

 

Over the past two weeks, how often have you been 

bothered by any of the following problem?  

Not at 

all   

Several 

days  

More than 

half the 

days 

Nearly 

every 

day 

Answer  

1.  Little interest or pleasure in doing things  

 

0 1 2 3 [ ] 

2.  Feeling down, depressed or hopeless  

 

0 1 2 3 [ ] 

3.  Trouble falling asleep, staying asleep, 

 or sleeping too much 

 

0 1 2 3 [ ] 

4.  Feeling tired or having little energy  

 

0 1 2 3 [ ] 

5.  Poor appetite or overeating  

 

0 1 2 3 [ ] 

6.  Feeling bad about yourself or that you are failure or 

have  

let yourself or your family down  

 

0 1 2 3 [ ] 

7.  Trouble concentration on things, such as reading  

Newspapers or watching television  

 

0 1 2 3 [ ] 

8.  Moving or speaking so slowly that other people 

could have noticed or the opposite being so 

fidgety or restless that you have been moving 

around a lot more than usual.   

 

0 1 2 3 [ ] 

9.  Thought that you would be better off dead or  

of hurting yourself in some way.  

0 1 2 3 [ ] 
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Appendix-L: Young Mania Rating Scale (YMRS)  

 

1.  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 

2.  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) 

3.  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) 

4.  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 

5.  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 

6.  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 

7.  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 

8.  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-

Aggressive 

Behavior 

0 = Absent, cooperative 

2 = Sarcastic; loud at times, guarded 

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 ........................ 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: 

• 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] 

 

የጥናቱ ተሳታፊዎች የመረጃ ቅፅ 

 

 

 

 

IRB Reference Number: 043/17/Psy). 

 

“የስነ-ልቦና እና ማህበራዊ ህክምና አገልግልት ለመስጠት የሚያስችል መመሪያ ማዘጋጀት” 

በዚህ በአይነቱ የመጀመሪያ በሆነ የጥናትና ምርምር ፕሮጀክት እንዲሳተፉ በትህትና እንጋብዝዎታለን፡፡ በጥናቱ ለመሳተፍ መወሰን 

ያለብዎት ለመሳተፍ ከፈለጉ ብቻ ነው፡፡ ላለመሳተፍ በመወሰንዎ በማንኛውም መልኩ የሚደርስብዎት ጉዳት ወይም የሚያጡት 

ጥቅም አይኖርም (አሁን እየወሰዱ ካለት ህክምና ጋር ምንም አይነት ግንኙነት የለዉም)፡፡ 

በጥናቱ ለመሳተፍ ከመወሰንዎ በፊት ጥናቱ ለምን እንደሚካሄዴና የእርስዎ ተሳትፎ ምን እንደሆነ መገንዘብዎ አስፈሊጊ ነው። እባክዎ 

ትንሽ ጊዜ ይወስዱና የሚከተለውን መረጃ በጥንቃቄ ያንብቡ፡፡ ግልፅ ያልሆነለዎት ነገር ካለ ወይም ተጨማሪ መረጃ ከፈለጉ 

ይጠይቁን፡፡ ይህ ጥናት በአዲስ አበባ ዩኒቨርስቲ በአእምሮ ህክምና ትምህርት ክፍለ ለአዕምሮ ጤና ኤፕዲሞልጂ የዶክትሪት ዲግሪ 

ማሙያ የሚካሄዴ ነው፡፡ 

የጥናቱ አላማ 

የዚህ ጥናት ዋና አላማ የሽቅለት ሕመምተኞች የስነ ልቡና እና ማህበራዊ ህክምና አገልግልት መስጫ መመሪያ ማዘጋጀት ነው፡፡ 

በጥናቱ የሚሳተፉ እነማን ናቸው? 

በሶዶ ወረዳ በሚገኙ ጤና ጣቢያዎች ህክምና በመከታተል ላይ የሚገኙ የሽቅለት ሕመምተኞችና ቤተሰቦቻቸው በዚህ ጥናት 

እንዲሳተፉ የሚመረጡ ይሆናል፡፡ 

በዚህ ጥናት ለመሳተፍ ከተስማሙ ምን ይጠበቅብዎታል? 

ጠለቅ ያለ ቃለ-መጠይቅ 

አንደ ለአንዴ በሆነ ቃለ-መጠይቅ የተወሰኑ ህመምዎን ሊቀሰቅሱ፣ ሉያባብሱ ወይም በተቃራኒው ሊከላከሉ እና ቶል እንዲያገግሙ 

የሚያደርጉ ስነልቡናዊ እና ማህበራዊ ጉዳዮች እንዲያስረዱን ይጠየቃሉ፡፡ ቃለ-መጠይቁ በዚህ ጤና ጣቢያ የሚካሄዴ ይሆናል፡፡ 

ቃለ-መጠይቁ ከአንድ 45 ደቂቃ እስከ አንድ ሰዓት ያህል የሚቆይ ይሆናል፡፡ በእርስዎ ሙሉ ፈቃደኝነት በድጋሚ እያዳመጥን 

በደንብ መረዳት ያስችለን ዘንድ ቃለ-መጠይቁን በቴፕ ሪከርደር የምንቀርፅ ይሆናል፡፡  
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በጥናቱ በመሳተፍዎ የሚደርስብዎ ጉዳት: ውይይቱ ማንኛውም አይነት ችግር ያደርስብዎታል ብለን አናስብም፡፡ ምናልባት በጣም 

አልፎ አልፎ ሰዎች በሚጠየቁት ጥያቄዎች ቅር ሊሰኙ ይችላሉ፡፡ ምናልባት ከጥያቄዎቹ መካከል አንዳንድ ጥያቄዎች የማይመችዎት 

ከሆኑ ሁሉንም ጥያቄዎች አለመመለስ (መልስ አለመስጠት) ይችላሉ ወይም ዯግሞ በማንኛውም ጊዜ ጥያቄዎቹ የማይመችዎት ከሆኑ 

ሊቆም ይችላሉ። 

ሊገኙ የሚችሉ ጠቀሜታዎች: በዚህ ቃለ-መጠይቅ የሚገኘው መረጃ ሽቅለት ህመም ያለባቸው ሰዎች ህመማቸውን ሊቀሰቅሱ፣ 

ሉያባብሱ ወይም በተቃራኒው ሊከላከሉ እና ቶል እንዲያገግሙ የሚያደርጉ ስነ-ልቦናዊ እና ማህበራዊ ጉዳዮችን፣ ሕመምተኞች 

ያለባቸውን ስነ-ልቦናዊ እና ማህበራዊ ጫናዎችን ለመቐቐም የሚውስደዋቸው እርምጃዎችን እና የራሳቸውን ጤንነት እንድት 

እንደሚንከባከቡ ለመረዳት ያስችላል፡፡ በአጠቃላይ ጥናቱ ከተጠናቀቀ በኋላ በጥናቱ የተደረሰባቸውን ግኝቶች በስብሰባ ወይም ደግሞ 

በበራሪ ወረቀት የምናሳውቅ ይሆናል፡፡ 

የሚሰጡት መረጃ እንድት ይያዛል? 

በጥናቱ የሚሳተፉ ከሆነ በቴፕ ሪከርደር በሚቀርፅ ቃለ-መጠይቅ ስምዎትን ወይም ማንነትዎን ሊገልፅ የሚችል መረጃ እንደማንቀርፅ 

እናረጋግጥልዎታለን፡፡ ማስታወሻ ብቻ የሚወሰድ ከሆነ ደግሞ ማስታወሻው ውስጥ ስምዎት ወይም ማንነትዎን ሊገልፅ የሚችሉ 

መረጃ እንዲይሰፍር እናደርጋለን፡፡ ማስታወሻዎችና የተቀረፁ የቴፕ ካሴቶች ሳጥን ውስጥ የሚቆልፍባቸው ይሆናል፡፡ የተቀረፁ 

ካሴቶች ወደ ጽሁፍ ከተገለበጡና መረጃው ከተቀናበረ በኋሊ ካሴቶች እንዲወገዱ ይደረጋል፡፡ ከዋና ጥናት አድራጊው በስተቀር 

መረጃው የእርስዎ መሆኑን ማንም እንዲያውቅ አይደረግም፡፡ መጠይቆቹን በተቆለፈ ሳጥን ውስጥ የምናስቀምጣቸው ይሆናል፡፡ 

የሰጡን መረጃ ይህ ጥናት ከተጠናቀቀ በኋላ ልሎች ተመራማሪዎች ሊጠቀሙበት ይችላልሉ ነገር ግን በምንም መንገድ የእርስዎን 

ማንነት ሉያውቁ አይሉም፡፡ 

ዋና ተመራማሪዎች 

መቅደስ ደምሴ ፣ በዶ/ር አበባው ፍቃዱ፣ በዶ/ር ሻርሎቴ ሀንለን፣ በዶ/ር ሎረን እና በዶ/ር ሮዚ አማካሪነት 

በስልክ ቁጥር ………. በስራ ሰዓት ከ…… እስከ …..……ከተማ በሚገኘው የፕሮጀክት ጽ/ቤታችን ሊያገኙን ይችሊለ፡፡ 

በዚህ ጥናት ለመሳተፍ ወይም ላለመሳተፍ ሙሉ በሙሉ የእርስዎ ውሳኔ ነው፡፡ ለመሳተፍ ከወሰኑ በማንኛውም ጊዜ ምንም አይነት 

ምክንያት መስጠት ሳያስፈልግዎ ተሳትፎዎን ማቋረጥ ይችላሉ፡፡ይህ ጥናት በማንኛውም መልኩ ጉዳት ካደረሰብዎ የአዱስ አበባ 

ዩኒቨርስቲን ተቋማዊ ግምገማ ቦርዴ ለተጨማሪ መረጃና ምክር በሚከተለው አድራሻ ማግኘት ይችላሉ፡፡ 

ተቋማዊ ግምገማ ቦርድ፤ የሕክምና ት/ቤት፤ አዱስ አበባ ዩኒቨርሲቲ ስልክ ቁጥር 0115 53 87 ወይም መቅደስ ደምሴ +2519-13 

20 51 30 
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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 I decide at any time during the research that I no longer wish to participate in this project, I 

can notify the researchers involved and withdraw from it immediately without giving any reason. Furthermore, 

I understand that I 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 I am interviewed, I 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. 

I agree that the research team may use anonymized data for future research. 

Participant’s Statement: 

I _____________________________________________________________________ agree 

that the research project named above has been explained to me to my satisfaction and I 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): 



 

199 
 

 

I____________________________________________________________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 I 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]   

 

የጥናትና ምርምር ተሳታፊዎች ወይም የተጠያቂዎች የፈቃደኝነት መጠየቂያ ቅጽ 

 

 

የመረጃ ቅፁን በጥሞና ካነበቡ ወይም ስለ ጥናቱ የተሰጠውን መግለጫ ከሰሙ በኋላ እባክዎ ይህንን ቅፅ ይሙሉ፡፡ 

የጥናቱ ርዕስ 

“የስሜት መቀያየር ሕመም ያለው ህመምተኞች ህመማቸውን ሊቀሰቅሱ፣ ሊያባብሱ ወይም በተቃራኒው ሊከላከሉ እና ቶሎ 

እንዲያገግሙ የሚያደሩጉ ስነ-ልቡናዊ እና ማህበራዊ ጉዳዮችን፣ ህመምተኞች ያሉባቸውን ስነ-ልቡናዊ እና ማህበራዊ ጫናዎችን 

ለመቐቐም የሚውስዱዋቸው እርምጋዎች እና እራሳቸውን የሚንከባከቡባቸው መንገዶች” 

የአዲስ አበባ ዩኒቨርሲቲ የጥናትና ምርምር ስነ-ምግባር ኮሚቴ ቁጥር…… 

በዚህ ጥናት ለመሳተፍ በማሰብዎ በቅድሚያ እናመሰግናለን፡፡ በጥናቱ ለመሳተፍ ከመወሰንዎ በፊት ጥናቱን የሚያስተባብረው ግለሰብ 

ስለ ጥናቱ ገለፃ ማድረግ አለበት፡፡ የመረጃ ቅጹን በተመለከተም ሆነ በተሰጠዎ መግለጫ ጥያቄ ካለዎት ወደ ጥናቱ ከመግባትዎ በፊት 

ጥናት አድራጊውን ግለሰብ ይጠይቁ፡፡ 

የዚህ የፈቃደኝነት መጠየቂያ ቅፅ እርስዎ ዘንድ እንዲቀመጥና አስፈላጊ ሆኖ በተገኘ ጊዜ እንዲያዩት አንድ ኮፒ ይሰጥዎታል፡፡ 

ምርምሩ በሚካሄድበት በማንኛውም ወቅት ተሳትፎዬን ማቋረጥ ከፈለኩ ወይም የልጄ ተሳትፎ እንዲቋረጥ ከፈለጉ ውሳኔዬን 

ለተመራማሪዎቹ በመናገር እና ምንም ምክንያት ማቅረብ ሳይኖርብኝ ከተሳትፎ የመውጣት ወይም ልጄ ከተሳትፎው/ዋ 

እንዲወጣ/ድትወጣ መወሰን እንደምችል ተረድቼአለሁ፡፡ በተጨማሪም የምሰጠው መረጃ ወደ ሕትመት እስካልገባ ድረስ 

የሰጠውትን መረጃ ማንሳት እንደምችል ተረድቻለሁ፡፡ 

• የግል መረጃዬ ለተገለፀልኝ አላማ እንዲጠናቀር ሙሉ ፈቃደኝነቴን ሰጥቻለሁ፡፡ ይህ መረጃ በብሔራዊ የመረጃ አጠባበቅ 

ሕጎች መሰረት እንደሚያዝ ተረድቻለሁ፡፡ 

• ጠለቅ ባለ መልኩ ቃለ-መጠይቅ እንዲደረግልኝ የምመረጥ ከሆነ ቃለ-መጠይቁ በቴፕ ሪከርደር እንዲቀረፅ ፈቃደኝነቴን 

ሰጥቻለሁ፡፡ 

• የሰጡት መረጃ በሪፖርት መልክ የሚታተም ይሆናል፡፡ መረጃው በሚስጥር የሚያዝና መረጃው የእርስዎ መሆኑን ማንም 

እንዳያውቅ እንደሚደረግ እንዲሁም በሕትመቱ እርስዎን ማንም ሊያውቅዎ እንደማይችል ልብ ይበሉ፡፡ 

• የጥናት ቡድኑ የሰጠውትን መረጃ ማንነቴን ሳያጋልጥ እና ሚስጥርነቱን እንደተጠበቀ ወደፊት በሚደረግ ጥናትና ምርምር 

እንዲጠቀምበት ተስማምቻለሁ፡፡ 
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የተሳታፊው/ዋ ቃል 

እኔ      ከላይ የተጠቀሰው የጥናትና ምርምር ፕሮጀክት ለእኔ ባረካኝ መጠን 

የተገለፀልኝ መሆኑን ተስማምቻለሁ እንዲሁም በጥናቱ ለመሳተፍ ተስማምቻለሁ፡፡ ከላይ የሰፈሩትን ስለ ፕሮጀክቱ የተሰጡትን 

ማሳሰቢያዎች እና የመረጃ ቅፅ አንብቤያለሁ እንዲሁም ጥናትና ምርምሩ ምን እንደሚይዝ (እንደሚያጠቃልል) ተረድቼአለሁ፡፡ 

ፊርማ    ቀን     

የምስክርነት ቃል (ተሳታፊው/ዋ ማንበብና መፃፍ የማይችሉ ከሆነ) 

እኔ      ከላይ የተጠቀሰው የጥናትና ምርምር ፕሮጀክት ለ   

ለእርሳቸው ባረካቸው መጠን የተገለፀላቸው መሆኑን ተስማምቻለሁ እንዲሁም በጥናቱ ለመሳተፍ ተስማምተዋል፡፡ ከላይ የሰፈሩት 

ስለ ፕሮጀክቱ የተሰጡት ማሳሰቢያዎች እና የመረጃ ቅፅ የተነበበላቸው ሲሆን ጥናትና ምርምሩ ምን እንደሚይዝ (እንደሚያጠቃልል) 

ተረድተዋል፡፡ 

ፊርማ    ቀን     

የተመራማሪው ቃል 

እኔ      የታቀደውን ጥናትና ምርምር ባህሪ፣ ጥናትና ምርምሩ የሚጠይቀውን ነገር 

እና አስፈላጊ ሆኖ ሲገኝ ማንኛውም ሊከሰቱ የሚችሉ አደጋዎችን ለጥናቱ ተሳታፊ በጥንቃቄ ማብራራቴን አረጋግጣለሁ፡፡ 

ፊርማ    ቀን     
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Appendix P: Psychological intervention for people with bipolar disorder [English version] 
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Appendix P: Psychological intervention for people with bipolar disorder [Amharic version] 
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Appendix Q: Service user leaflet  

 

 



 

316 
 

Appendix R: Intervention providers’ leaflet  
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