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ABSTRACT 
Background: A vesico vaginal fistula (VVF) is an abnormal communication between two epithelial 
surfaces. In VVF, an abnormal communication may develop between the urinary system and the 
reproductive system of a woman. Prolonged labour is a major cause of fistula in women: however, 
fistulas may be caused by rape, malignancies and as a traumatic outcome in abdominal surgeries. 
The cardinal sign of VVF is continuous urine leakage with offensive smell. Often, these patients 
are stigmatised and depressed. Objective: The main objectives of the study were to establish 
predictors of fistula healing and to gain understanding of the first-hand experience of women 
before and after repair of a vaginal fistula. 
  
Design: A mixed method study which employed quantitative and qualitative data collection 
approaches. Consecutive sampling was used to recruit participants for the quantitative 
component. A standard tool was developed, pilot tested and used to collect demographic and 
fistula characteristics. Quantitative data was managed using IBM SPSS and analysed using 
descriptive and inferential statistics. Purposeful sampling was used to select particiǇŀƴǘǎΩ ŦƻǊ ƛƴ-
depth interviews. In-depth guide used to guide interviews. All interviews were recorded and 
transcribed per verbatim. Aanalysis was done in thematic themes. 

Results: A total of 1224 women with a confirmed diagnosis of fistula were recruited over a three 
year period, in East Africa. In all of the countries, literacy levels were low. Overall, most women 
had only been educated to primary school level 62.9%, 17.0% had no education.  Only 4.8% 
women had been educated to college level or higher and all were from Kenya. Most women were 
unemployed varying from 92.1% for DR Congo and 76.1% for Southern Sudan 76.1%, to 13.5% for 
Rwanda and 13.2% for Uganda. The mean fistula size was 2.15 cm in diameter, with most fistulas 
measuring 1-2 cm from the external urethral orifice (EUO) or urethral meatus.  At the time of 
joining the study, 22.4% of women had undergone a previous surgery to repair the fistula and 
lived with urine leakage for up to twelve months. Vaginal stenosis/scarring were very common 
(72.4%). There were few combined fistulas (VVF/RVF) (3.0%). The mean success rate of surgery 
was 94.1%.Sixteen women were interviewed for the qualitative component of study. Two main 
ǘƘŜƳŜǎ ǊŜǇǊŜǎŜƴǘƛƴƎ ǘƘŜ ǿƻƳŜƴΩǎ ƧƻǳǊƴŜȅǎ ŜƳŜǊƎŜŘΥ ŦǊƻƳ ǎƻŎƛŀƭ ƛǎƻƭŀǘƛƻƴ ǘƻ ǎƻŎƛŀƭ reintegration. 
²ƻƳŜƴ ŦŜƭǘ ŜǳǇƘƻǊƛŎ ŦƻƭƭƻǿƛƴƎ Ŧƛǎǘǳƭŀ ǊŜǇŀƛǊΣ ōŜƭƛŜǾƛƴƎ ǘƘŀǘ ŀ ΨƳƛǊŀŎƭŜΩ ƘŀŘ ƻŎŎǳǊǊŜŘΦ IƻǿŜǾŜǊΣ 
ǘƘŜ ΨǇƻǎǘ-ƳƛǊŀŎƭŜ ŎƻƳǇƻƴŜƴǘΩ ŘŜƳƻƴǎǘǊŀǘŜŘ ǘƘŀǘ ǘƘŜ ǎƻŎƛŀƭ ŀƴŘ ǇǎȅŎƘƻƭƻƎƛŎŀƭ ƛƳǇŀŎǘ ƻŦ Ŧƛǎǘǳƭŀ 
leaves scars that are not easily healed, even when fistula repair is successful. 

Conclusion: Cƛǎǘǳƭŀ ǎǳǊƎŜǊȅ ŀƭƻƴŜ ƛǎ ƴƻǘ ŀŘŜǉǳŀǘŜ ƛƴ ǊŜǎǘƻǊƛƴƎ ǿƻƳŜƴΩǎ ƘŜŀƭǘƘΦ ¢ƘŜ ƛƳǇŀŎǘ ƻŦ 
Ŧƛǎǘǳƭŀ ƛƴ ǿƻƳŜƴΩǎ ƭƛǾŜǎ ƛǎ ŦŜƭǘ ŦŀǊ ōŜȅƻƴŘ ǘƘŜ ǎǳǊƎƛŎŀƭ ǇŜǊƛƻŘΦ ¢ƘŜǎŜ ŦƛƴŘƛƴƎǎ Ǉƻƛƴǘ ǘƻ ǘƘŜ ǳǊƎŜƴǘ 
need for researchers to conduct psychological assessment in the management of women with 
fistula and design community based programs aimed at social integration and women 
empowerment. 
 
Key words: Fistula, surgery outcomes, lived experiences, East Africa 
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Chapter 1: BACKGROUND INFORMATION 

1.1:  Introduction 

The thesis presents a mixed-methods study design which investigates predictors of successful 

surgery and exploration of lived experiences of women with fistula in East Africa. Chapter one, 

comprises of a discussion on background information pertinent to the study. The chapter draws 

the reader to the context of the investigation into predictors of fistula surgery and aims of the 

study. Chapter Two focuses on a structured literature review where relevant and contemporary 

issues on fistula surgery have been discussed. This includes predictors of surgical outcomes and 

lived experiences of women with fistula. Furthermore, fistula classification tools have also been 

discussed in the chapter. 

 

In Chapter Three, the author discusses the philosophical stance underpinning the mixed-method 

study design and overall methodological issues. The rationale for choosing Phenomenology over 

Grounded Theory or Ethnography has been discussed. Ethical issues that guided the research 

have been described in the chapter. Chapter Four is a detailed description of materials and 

methods applicable in the study. Chapters 5 present quantitative findings relating to predictors of 

successfulness of surgery and duration of leakage in this group of fistula patients.  In chapter 6, 

the author presents qualitative findings which relate to lived experiences of women with fistula 

before and after surgery. Chapter seven captures the synthesis of both quantitative and 

qualitative components, which brings to light the complementarity of the study findings: how and 

when the mixing happened. In Chapter eight, sections 8.0 to 8.6, the author presents quantitative 

and qualitative discussions. Sections 8.7 -8.9 of the chapter describes the originality of the 

research and strengths and limitations of the design. Recommendations for future research and 

policy, as well as transferability of the data are highlighted in section 8.7- 8.10. Finally, the author 

narrates his personal reflections in this doctoral study. 

 

1.2: Definition and Scope 

A fistula is defined as an abnormal communication between two epithelial surfaces. In vesico-

vaginal fistula (VVF), the abnormal communication occurs between the urinary system and the 

reproductive system of a woman. The most common cause of VVF is prolonged labour and trauma 

that may occur during childbirth, abdominal/pelvic surgeries, malignancies, and rape. The cardinal 

sign of VVF is continuous urine leakage with offensive odor, left unattended the fistula may 

complicate from a minute tissue injury with minimal tissue loss to a cloaca, i.e. an empty pelvis 

with extensive intravaginal, neurologic and systemic lesions. When the abnormal communication 
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is between the vagina and the rectum, the fistula is referred to as a recto-vaginal fistula (RVF). 

Rectovaginal fistulas appear to be significantly less common than VVF. Patients with the problem 

of RVF leak stool because the normal controlling mechanism is altered/destroyed. At times, the 

patient may present with both VVF and RVF, in which case the patient leaks both stool and urine. 

Left unattended, fistula patients are neglected, depressed or ostracised from their community. 

Such situations rob the fistula patient of their livelihood and human dignity. 

 

1.3:  The History of Vesico Vaginal Fistula 

VVF is as old as womankind. The oldest evidence of VVF was reported around 2050 BC in the 

remains of Queen Henhenit, the wife of Egypt's ruler (Zacharin, 2000). The Queen's mummy was 

originally sent to the Metropolitan Museum of Art in 1909, only to be returned to Cairo in 1923 

where an extensive anatomical review found a defect in the bladder communicating directly with 

the vagina. During the 11th century, a Persian physician, Avicenna, observed that VVF is common 

where women are married too young, and in patients who have weak bladders. He suggested that 

a physician attending a fistula patient should instruct the patient on methods of pregnancy 

prevention. However, he reported that VVF is an incurable condition and that the patient will live 

with until death (Zacharin, 2000). In 1663, a Dutch physician, Hendrik Van Roonhuyse, gave a clear 

description of the vesico-vaginal fistula and proposed a method of repair. Later on, in 1838, Dr. 

John Peter Mettauer of Virginia reported that he had successfully closed a vesico-vaginal fistula 

with wire sutures. In 1845, Dr. Sims completely closed the enormous fistula of a 17 year old slave 

who had been in labour for three days and had been operated on 30 times.  Sims reported the 

detailed surgical principles used to close vesico-vaginal fistulas, principles that continue to guide 

fistula surgeons around the world today. 

 

1.4:  Epidemiology of Vesico Vaginal Fistula and Recto Vaginal Fistula 

In 2004, the World Health Organization reported that VVF is rare in developed countries, but 

when they occur it is usually associated with abdominal surgery, radiation or pelvic malignancies. 

Fortunately, because of the advanced skills, diagnosis is often made and repair done as soon as 

the fistula develops.  Generally, global distribution of VVF follows the global maternal mortality 

mapping.  It is considered that regions with high maternal mortality also have a high VVF 

occurrence. A phenomenon commonly observed in Sub-Saharan Africa and Asia. For instance, in 

Jordan, Amr (1998) explains that poor referral systems in that country contribute to fistula 

development; this may be a reflection of poor standards of obstetric and gynaecological care. Amr 
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(1998) continued to report that most fistulae are due to obstetric causes such as prolonged and 

obstructed labour and difficult instrumental delivery. 

 

The low incidence of VVF in developed countries has been attributed to accessible emergency 

obstetric care and other maternal health services. Surveillance reports also show that each year 

about 210 million women get pregnant, of these 500,000 die from pregnancy related 

complications and childbirth. In those who have childbirth complications, about two million suffer 

from VVF (Browning, 2004). The larger burden of these complications and deaths occur in 

developing countries (Ahmad et al., 2017).  

 

At present, available published papers have two major shortcomings in VVF. First, there is an 

overall paucity of reliable data on VVF especially in East Africa. Secondly, almost all reported 

studies have been done in hospitals where fistula repair is carried out. Such trends are subject to 

considerable selection bias and cannot provide reliable estimates of the true incidence of 

preference. Perhaps, this is the most useful comparative health statistic particularly in Africa.  

 

  The Burden of Vesico Vaginal Fistula in East Africa  1.4.1:

Although, the prevalence of VVF in Kenya is not known, estimates show that 1000 new cases 

occur yearly, out of which only 7.5% get treated (UNFPA, 2003). VVF still afflicts the young, the 

poorly educated and unemployed, primigravidas in the country (Khisa et al., 2011). This 

observation is replicated across East Africa (Browning, 2008).   In these countries, fistula repairs 

have been scaled up, which is a great undertaking. However, the ultimate goal should be to 

eliminate fistulas in the region. Researchers in neighbouring countries, such as Malawi, have 

presented a view which implies that VVF prevalence is lowest in that country  (Rijken and 

Chilopora 2007). This observation is made amidst National level commitment in developing a 

fistula centre, a government commitment which tends to contradict reports by  Rijken and 

Chilopora (2007).   

   

1.5:  Predisposing Factors  

Studies from Africa (Khisa et al., 2011) indicate that VVFs affect young rural and poor women. In 

this study, the mean age of patients with VVF was 22.4 years (range 9-45 years); 42% were less 

than 20 years, and 65% were less than 25 years of age.  The same study also reports that fistula 

formation is more likely to follow a first labour and often these patients may have been victims of 

forced marriages. Similar findings have been documented in Ghana where 53% of the VVF 

http://www.sciencedirect.com/science/article/pii/S0020729207003736
http://www.sciencedirect.com/science/article/pii/S0020729207003736
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patients were under the age of 25 and nearly 43% of patients were primigravidas, (Danso et al., 

2007).   

 

Access to antenatal and emergency obstetric care is a major contributing factor to VVF 

occurrence. In their study, Wall et al. (2006) showed that fistula patients had little or no access to 

prenatal care, and that even patients who had attended antenatal screening still delivered at 

home attended by family members or traditional midwives. The few, who sought skilled birth 

attendance from trained midwives or medical doctors, came to health facility late in labour, long 

after serious complications had already occurred (Wall et al., 2006). In such instances, the health 

care provider is helpless; he or she cannot reverse serious complications such as intrauterine fetal 

death or ruptured uterus or VVF. In this regard, health care providers can only take necessary 

steps in saving the lives of the mother where possible and help prevent further disability. 

 

Thaddeus and Maine (1994) described three classical stages of delay that may lead to fistula 

formation. All three stages interact to produce maternal death and serious maternal morbidity. 

The first stage involves individual factors whereby the woman delays to take decision to seek 

care. The second delay is associated with transportation which hinders faster arrival at a health 

care facility. Lastly, even when the woman arrives at the facility, there may be delay in receiving 

adequate care at that facility (Thaddeus and Maine, 1994). 

 

1.6:  Mechanism of Fistula Formation 

The commonest cause of VVF in Africa is prolonged obstructed labour (Orach, 2000). During 

prolonged labour due to feto -maternal disproportion during the course of birth, the presenting 

part of the foetal head or any other presenting part constantly puts pressure on the soft tissues 

around the vagina and the bladder or rectum. As a result, the foetal head becomes trapped in the 

pelvis such that it cannot pass through, trapping the ǿƻƳŀƴΩǎ soft tissues between two bony 

plates.  Unrelieved, this  causes ischaemic necrosis of the affected tissues which eventually slough 

off leaving a hole through which urine leaks within 3-5 days. The extent of injury has been linked 

to the duration of labour.  The feto-maternal disproportion that causes obstructed labour may be 

due to a small pelvis particularly in young, teenage primigravidas who have become pregnant 

before they have reached their full adult pelvic growth. Other causes may be due to reduced 

pelvic proportions due to disease or injury or an abnormal foetal presentation such as transverse 

lie, shoulder or breech presentation. Studies show that this kind of feto-pelvic disproportion 

occurs in 0.5% to 6.5% of deliveries (Arrowsmith et al., 1996).  
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Vesico vaginal fistula can occur following hysterectomy or caesarean section or during 

inappropriate use of vacuum extraction and forceps delivery. In 2004, ¦bCt!Ωǎ Campaign to End 

Fistula conducted a needs assessment in 20 countries. They found that caesarean section as a life 

saving measure range from 0.1% to 3% (Velez et al., 2007); this is well below the absolute 

minimum rate of 5% recommended by World Health Organization (WHO) to meet maternal 

health needs. Reports from Nigeria have shown that there is a substantial difference in caesarean 

rates between urban and rural areas (Gunn et al., 2017). The majority of women in Africa live in 

rural areas and therefore have less access to caesarean delivery than women who live in urban 

areas (Buekens et al., 2003). This is because specialised health care providers are more 

concentrated in urban areas and that many rural health facilities do not have the infrastructure 

necessary for performing caesarean sections. 

 

Fistulas can also be caused by accidents, sexual abuse and rape.  Evidence from the Democratic 

Republic of Congo, Sierra Leone, Sudan, and Somalia indicate that violence against women is a 

cause of fistulas in these countries (Goh et al., 2005). Though the actual prevalence is not known, 

sexual abuse has been associated with fistulas in war torn countries. For instance, studies show 

that 17 of the 100 female victims of sexual violence developed a fistula as a result of their injuries 

(Kalume 2004; ACQUIRE Project and EngenderHealth, 2005). Still in Ethiopia, Muleta et al. (2007) 

reported 91 cases of fistulas that occurred following sexual violence. This problem knows no age 

limits as demonstrated by Nduati and Muita (1992) who report two cases of fistula among 21 

sexual abused children in Kenya. Observations such as this demonstrate the discrepancies in 

prevalence and the need for detailed studies in these settings. 

 

Fistula formation has also been associated with traditional cutting, practices based on erroneous 

assumptions of disease aetiology or other cultural values.  For instance, in northern Nigeria a 

harmful practice called gishiri-cutting accounts for between 2-13% of Vesicovaginal fistulas. Gishiri 

is the Hausa word for άǎŀƭǘΦέ It also refers to a disease state in the Hausa ethno-medical system. 

There is a belief that if a mother takes too much salt, sugar or similar substances, especially during 

pregnancy, it will result in the narrowing and an encrusted vagina or that the vagina may be 

covered with a flimsy membrane that will prevent the child from being born. Hence, during 

obstructed labour a traditional healer (barber, midwife) makes a series of gishiri cuts in the vagina 

to άǊŜƭƛŜǾŜέ this obstruction; often causing direct trauma to the urethra or bladder, leading to 

fistula formation (Wall et al., 2004). In this study, Wall et al (2004) identified 21 (2.3%) out of 932 
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(100%) cases of fistula that might be caused by this practice. Higher rates have been reported 

among children with fistulas where gishiri-cutting was carried out in 12 (15%) of the 80 (100%) 

children with fistulas (Tahzib, 1983).  

 

The most appropriate explanation as to how FGM predisposes to fistula, would be direct injury to 

the genitourinary system at the time of the procedure, as already noted, or scarring at the vaginal 

outlet that leads to prolonged labour. Since most cases of obstructed labour occur higher up in 

the pelvis than at the outlet, it seems unlikely that female genital cutting by itself is the sole cause 

of the obstruction that leads to a fistula. Regardless of the cause of the fistula, the condition is 

debilitating and no woman in the world should suffer for bringing forth new life.  

 

1.7:  Presenting Symptoms 

The cardinal sign of VVF is continuous urine and/or faecal leakage with offensive odour. In a few 

cases, especially where the fistula is small or involving the ureters, leakage of urine may be 

intermittent. Specifically in ureteric fistula, leakage of urine will also be accompanied by normal 

micturition. Other common symptoms include: foot drop (as a result of sciatic nerve injury), urine 

dermatitis of the genital area (excoriations), pressure sores and secondary amenorrhea due to 

severe blood loss.  In earlier reports Khisa et al. (2011) described how women with this condition 

are faced with multiple challenges, which include: living with social stigma, loss of income and 

various psychological distress related illnesses. 

 

1.8:  Classification of Vesico Vaginal Fistula  

Around the world, there is no single acceptable method of fistula classification. For this reason, 

various classifications of VVF have emerged. A study looking at development and comparison of 

prognostic scoring systems for surgical closure of genitourinary fistula was described by  

Frajzyngier et al. (2013), with a purpose to test the diagnostic performances of five existing 

classification systems developed by Lawson, Tafesse, Goh and Waaldijk. Results from their study 

showed that Goh and TafesseΩǎ classifications to have the highest predictive accuracy, at 0.63.  

The study concluded that further evaluation of the validity and reliability of existing classification 

systems to predict closure is warranted. However, the WHO recommends only two: the Waaldijk 

(1995) and Goh (2004) classification systems.  
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  DƻƘΩǎ classification system 1.8.1:

DƻƘΩǎ ŀǇǇǊƻŀŎƘ ŀƛƳǎ ŀǘ ǎǘŀƴŘŀǊŘƛsƛƴƎ ǘƘŜ ŎƭŀǎǎƛŬŎŀǘƛƻƴ system, to reduce subjective variations 

and assess possible long-term complication. The fixed reference points are utilised to facilitate 

standardisation of fistula description and make comparisons by different caregivers. The external 

urinary meatus is used for the ŬȄŜŘ ǊŜŦŜǊŜƴŎŜ ŦƻǊ ƎŜƴƛǘƻǳǊƛƴŀǊȅ Ŭǎǘǳƭŀ ŀƴŘ ǘƘŜ ƘȅƳŜƴ ŦƻǊ ƎŜƴƛǘƻ-

ŀƴƻǊŜŎǘŀƭ ŬǎǘǳƭŀΦ ¢ƘŜ length of vagina allows assessment of the relative size and position of the 

Ŭǎǘǳƭŀ ŀƴŘ ƛǎ ŀƭǎƻ ŀ Ǌƛǎƪ ŦŀŎǘƻǊ ŦƻǊ ǎǳōǎŜǉǳŜƴǘ ǎŜȄǳŀƭ ŘȅǎŦǳƴŎǘƛƻƴΦ ¢Ƙƛǎ ǎȅǎǘŜƳ ŀǎǎǳƳŜǎ ǘƘŀǘ the 

length of the sphincter mechanism is a risk factor for pelvic organ dysfunction and incontinence. 

The sphincter mechanisms for both genitor-urinary and genito-ŀƴƻǊŜŎǘŀƭ ŬǎǘǳƭŀŜ ŀǊŜ ǎƛǘǳŀǘŜŘ 

ƳƻǊŜ ǘƘŀƴ оΦр ŎƳ ŦǊƻƳ ǘƘŜ ŬȄŜŘ ǊŜŦŜǊŜƴŎŜ ǇƻƛƴǘǎΦ {ƛȊŜ ƻŦ Ŭǎǘǳƭa is measured in centimetres in the 

maximum antero-posterior and transverse dimensions. It also has implications on anatomical 

ŎƭƻǎǳǊŜΣ ǘƛǎǎǳŜ ŘŜŬŎƛǘ ŀƴŘ ǳǎŜ ƻŦ ƎǊŀŦǘ ǘƛǎǎǳŜ ǘƻ ŀǳƎƳŜƴǘ ǘƘŜ Ŭǎǘǳƭŀ ǊŜǇŀƛǊΦ  

 

¢ƘŜ ƴŜǿ ŎƭŀǎǎƛŬŎŀǘƛƻƴ ŘƛǾƛŘŜǎ ƎŜƴƛǘƻǳǊƛƴŀǊȅ Ŭǎǘǳƭŀe into four main types, depending on the 

ŘƛǎǘŀƴŎŜ ƻŦ ǘƘŜ Řƛǎǘŀƭ ŜŘƎŜ ƻŦ ǘƘŜ Ŭstula from the external urethral meatus. These four types are 

further sub-ŎƭŀǎǎƛŬŜŘ ōȅ ǘƘŜ ǎƛȊŜ ƻŦ ǘƘŜ ŬǎǘǳƭŀΣ ŜȄǘŜƴǘ ƻŦ ŀǎǎƻŎƛŀǘŜŘ ǎŎŀǊǊƛƴƎΣ ǾŀƎƛƴŀƭ ƭŜƴƎǘƘ ƻǊ 

special consideratiƻƴǎΦ ¢ȅǇŜ мΥ 5ƛǎǘŀƭ ŜŘƎŜ ƻŦ Ŭǎǘǳƭŀ Ҕ оΦр ŎƳ ŦǊƻƳ ŜȄǘŜǊƴŀƭ ǳǊƛƴŀǊȅ ƳŜŀǘǳǎ ¢ȅǇŜ нΥ 

5ƛǎǘŀƭ ŜŘƎŜ ƻŦ Ŭǎǘǳƭŀ нΦрςоΦр ŎƳ ŦǊƻƳ ŜȄǘŜǊƴŀƭ ǳǊƛƴŀǊȅ ƳŜŀǘǳǎ ¢ȅǇŜ оΥ 5ƛǎǘŀƭ ŜŘƎŜ ƻŦ Ŭǎǘǳƭŀ мΦр ҍ ғ 

нΦр ŎƳ ŦǊƻƳ ŜȄǘŜǊƴŀƭ ǳǊƛƴŀǊȅ ƳŜŀǘǳǎ ¢ȅǇŜ пΥ 5ƛǎǘŀƭ ŜŘƎŜ ƻŦ Ŭǎǘǳƭŀ ғ мΦр ŎƳ from external urinary 

meatus (a) Size < 1.5 cm, in the largest diameter (b) Size 1.5ς3 cm, in the largest diameter (c) Size 

> 3 cm, in the largest diameter: 

i. bƻƴŜ ƻǊ ƻƴƭȅ ƳƛƭŘ ŬōǊƻǎƛǎ όŀǊƻǳƴŘ Ŭǎǘǳƭŀ ŀƴŘκƻǊ ǾŀƎƛƴŀύ ŀƴŘκƻǊ ǾŀƎƛƴŀƭ ƭŜƴƎǘƘ Ҕ 

6 cm, normal capacity. 

ii.  aƻŘŜǊŀǘŜ ƻǊ ǎŜǾŜǊŜ ŬōǊƻǎƛǎ όŀǊƻǳƴŘ Ŭǎǘǳƭŀ ŀƴŘκƻǊ ǾŀƎƛƴŀύ ŀƴŘκƻǊ ǊŜŘǳŎŜŘ 

vaginal length and/or capacity. 

iii. Special considerations e.g. post radiation, ureteric involvement, circumferential 

ŬǎǘǳƭŀΣ ǇǊŜǾƛƻǳǎ ǊŜǇŀƛǊΦ CƻǊ ƛƴǎǘŀƴŎŜΣ ǿƛǘƘ ǘƘƛǎ ǇǊƻǇƻǎŜŘ ŎƭŀǎǎƛŬŎŀǘƛƻƴ ƛƴ ŀ ¢ȅǇŜ 

нōƛ Ŭǎǘǳƭŀ ǘƘŜ ǳǊŜǘŜǊƛŎ ƻǊƛŬŎŜ Ŏŀƴ ōŜ ŎƭƻǎŜ ǘƻ ǘƘŜ Ŭǎǘǳƭŀ ŜŘƎŜ ŀƴŘ ƛǘ ƛǎ 

ǊŜŎƻƳƳŜƴŘŜŘ ǘƘŀǘ ǳǊŜǘŜǊƛŎ ƻǊƛŬŎŜǎ ōŜ ƛŘŜƴǘƛŬŜŘ ǇǊƛƻǊ ǘƻ ƻǊ ŘǳǊƛƴƎ ǎǳǊƎŜǊȅΣ 

ǿƘƛƭǎǘ ǘƘŜ ǿƻƳŀƴ ǿƛǘƘ ŀ ¢ȅǇŜ оŀƛƛ Ŭǎǘǳƭŀ ƛǎ ǇǊƻōŀōƭȅ ŀǘ ŀ ƘƛƎƘŜǊ Ǌƛǎƪ ƻŦ 

postoperative urinary incontinence and requires follow-up  (Goh, 2004).   
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  Waaldijk classification System: 1.8.2:

In his classification, Waaldijk (1995) based his work on the quantitative and qualitative amount of 

tissue loss of the continence-closing mechanism of the bladder/urethra. These were measured 

according to anatomic/physiologic location of the fistula as shown in Table 1.1. The classification 

also describes the severity of tissue damage, the likely complexity of the repair and the prognosis 

after repair. It also measures the size of the fistula as to whether it is small (< 2cm in diameter), 

medium (2-3 cm), large (4-5 cm) or extensive (> or equal to 6 cm).  

The severity of the lesion and prognosis worsens from small to extensive. This means that the 

more extensive the fistula is, the more likely it is to fail to close after repair. As such, this becomes 

the most suitable classification method for this kind of study whose aim is to establish factors that 

predict fistula healing post repair. In clinical practice, most surgeons in Eastern Africa use this 

classification because of its precision in assessing the fistula and when choosing the repair 

technique. In Table 1.1, the researcher presents a narrative description of fistula classification 

according to Waaldijk. Corresponding diagrammatic illustrations are also presented in Figure 1.1. 

Table 1.1: Fistula Classification Guidelines by Waaldijk 

 

Fistula Type Description 

Type I: 
  

This is where the fistula does not involve the closing/continence mechanism (Intact 
continence-closing mechanism i.e. the fistula is > 5 cm from the external urethral orifice). 

Type II: Here the fistula involves the closing/continence mechanism. 
(Closing mechanism is compromised i.e. the fistula is < 5 cm from the external urethral 
orifice). 

Type II A:  The fistula is without (sub) total urethra involvement (minor involvement of continence-
closing mechanism). 
a)  Without circumferential defect (minor involvement of continence mechanism). 

  b) With circumferential defect (moderate ςmajor involvement of the continence 
mechanism). 

Type II B: This fistula is with (sub) total urethra involvement, moderate to major involvement of 
the continence-closing mechanism).  

a) Without circumferential defect (major involvement of the continence 
mechanism). 

b) With circumferential defect (extensive involvement of the mechanism). 

Type III Miscellaneous, e.g. ureteric fistula. 
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Below are illustrations of fistula classification according to Waaldijk. The severity of tissue 

damage, complexity of repair and prognosis worsens from type I through to IIBb, IIBb being the 

most difficult with poorest prognosis (Waaldijk, 1995). The diagrams below help illustrate the 

classification. 

                Figure 1.1:  Diagrammatic illustration of Fistula classification 

 
              Illustrations provided by courtesy of Dr. Waaldijk 

Type II: In this type the fistula involves the closing/continence Mechanism. Type II is 

further subdivided into A and B 

Type II Aa: The fistula does not involve (sub) total urethra, it is without circumferential 

defect 

 

 

     Type IIAb: The fistula has a circumferential defect  
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Type II B: This type Involves (sub) total urethra.  This type is also subdivided into two parts 

a, and b.  Type II Ba: The fistula presents without circumferential defect  

 

             

 Type II Bb: The fistula presents with circumferential defect 
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Type III: Miscellaneous Fistulas 

Miscellaneous fistulas include ureteric and other exceptional fistula.  

 

Circumferential defect refers to fistulas which involve a destruction of the bladder neck, not only 

on the vaginal side, but in many instances, on the pubic side as well. The result is a circumferential 

sloughing with subsequent discontinuity of the urethra and bladder: the intervening tissue is 

merely the epithelium that has grown over, and becomes adherent to the periosteum of the back 

of the pubic bone.  Usually these fistulas are more difficult to operate on and require a surgeon 

with good skills and experience. It is important to note that closing the fistula and restoration of 

continence, the main objectives of surgery, becomes increasingly more difficult with the severity 

of tissue damage. Complexity of the repair and prognosis worsens from type 1a through to 11Bb, 

11Bb being the most difficult with poorest prognosis (Waaldijk, 1995). 

 

 Indeed, the damage may involve many organs, including the gynaecologic, urologic, 

gastrointestinal, musculoskeletal, and the neurologic systems. This syndrome has been described 

ŀǎ ΨƻōǎǘǊǳŎǘŜŘ ƭŀōƻǳǊ ƛƴƧǳǊȅ ŎƻƳǇƭŜȄΩ ό!ǊǊƻǿǎƳƛǘƘ et al., 1996). The injury can be quite extensive 

and when associated with amenorrhoea, cervical damage, and severe stigma, can lead to 

infertility. 

 

1.9:  Management of Vesico Vaginal Fistula 

Management of VVF is dependent on fistula classification, its location, tissue quality and the 

timing of surgery. When the patient arrived at the fistula centre for the very first time, medical 

and social history were documented to help establish the cause of fistula. A history of constant, 

painless urine leakage following difficult child birth or pelvic surgery is a key indicator. On physical 

examination, pooling of urine in the vagina may be noted: speculum examination may reveal the 

fistula and quality of surrounding tissues. A dye test may be done to confirm diagnosis and rule 

out concurrent pathology. 

  

 Conservative Management 1.9.1:

Conservative management refers to non-invasive fistula treatment where the woman is not 

operated on. The primary objective of conservative management is to prevent stigma and other 

complications associated with fistula formation. This mode of treatment is used mainly where 

fistulas are fresh and small in size. Fresh fistulas are those that present within three months of 

formation. This period is also referred to as the physiologic healing period. Women who get 
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obstructed labour may leak urine and or stool due to a fistula or stress or overflow incontinence 

(Waaldijk, 1995). Overflow incontinence can result from an atonic bladder following 

overstretching of the bladder muscle common when labouring happens with a full bladder.  

 

The patients should have an indwelling Foley catheter for 4-6 weeks and advised plenty of fluids 

orally. In these settings, in his guideline, Waaldijk (1995) recommends that any woman leaking 

urine after childbirth should be managed by continuous catheterisation with Foley catheter size 

16ς18 and plenty of fluids which allows free drainage of urine and allows the bladder to rest. This 

promotes spontaneous healing of the bladder.  

 

It is important to note that routine antibiotics are not administered during the 4-6 week period 

because fistula is caused by pressure necrosis and not systemic infection. Studies show that 30% 

of small and fresh VVFs heal spontaneously by catheterisation and plenty of fluid intake (Waaldijk, 

1995). These patients should be advised to have haematinics to boost the haemoglobin and 

promote healing. In addition, they should be mobilized immediately to prevent permanent foot 

drop, a common complication of neglected obstructed labour which can injure the sciatic nerve. 

Regular vaginal hygiene and debridement of the sloughing tissues promotes just like in treatment 

of burns (Waaldijk, 1995).  It is advisable that as soon as the fistula edges are clean, fistula closure 

should be attempted. This has been reported as highly successful and prevents the woman from 

becoming stigmatised and ostracised as it is continuous with the delivery event (Waaldijk, 1995). 

 

  Surgical Repairs 1.9.2:

James Marion Sims reported the first documented procedure for fistula repair in 1849, as quoted 

by Elkins (1997). During this period in time, very rudimentary procedures were used. Since then, 

surgical procedures have evolved tremendously. In the past, surgical repair of any obstetric fistula 

before 3 months was discouraged for fear of recurrence and inadequate healing. However, the 

principle of delayed repair is no longer tenable. The timing of fistula repair is now dictated by the 

nature of the local tissues around the fistula site. Surgical repair may commence if no vaginal 

infection is present and if the inflammatory process at the fistula site has resolved as described 

above.  

 

There are some instances when surgery is contraindicated. For instance, the presence of an active 

vaginal infection or persistent inflammatory process at the fistula site is a contraindication to 
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surgical repair. The objective of surgery is principally dual: close the fistula and make the woman 

continent of urine/stool (Waaldijk, 1995).  

 

Historically, the transvaginal approach to surgery has been contraindicated for supratrigonal 

fistulas. However, this is no longer an absolute contraindication: to use a trans-abdominal or 

transvaginal approach is now dictated by the surgeon's experience and preference. The practice 

today requires that prior to surgery: comprehensive pre-operative and nursing care is carried out 

to ensure the patient is ready for intraoperative as well as post-operative care. Section 1.7.3 

describes the pre-operative care. 

 

 Pre-operative Care 1.9.3:

During the pre-operative period, the patient receives basic information regarding fistula. This 

focuses on informed consent discussions, and the need for perineal hygiene and a high protein 

diet. Most importantly, patients are encouraged to maintain high fluid intake of 5 litres per day. 

This helps improve visualisation of the ureters during surgery and facilitates emptying of the 

bladder after surgery. Constant flushing of the bladder is useful in prevention of infection and 

catheter blockage post-operatively. Minimum laboratory tests are done, including urinalysis and a 

full haemogram, because these tests are cheap yet useful in patient evaluation. Broad-spectrum 

intravenous antibiotics are not administered routinely since the fistula is caused by pressure 

necrosis and not infection. Once the patient has had her questions answered, consent is obtained 

and the patient is ready for surgery.  

 

  Intra-Operative Care 1.9.4:

The surgeon may choose the vaginal or trans-abdominal route after examination of the fistula 

under anaesthesia. The choice of surgical technique and site is dependent on the ǎǳǊƎŜƻƴΩǎ 

experience and fistula characteristics.  

 

  Post-Operative Care 1.9.5:

Post-operative recovery varies with the extent of the repair and individual characteristics. Most 

surgeons agree that the bladder should be continuously and completely drained for at least 10 

days postoperatively, and up to 2 to 3 weeks in extensive fistula (Waaldijk, 2004). A suprapubic 

bladder drain is preferred, which, if appropriately positioned, reduces bladder spasms and patient 

discomfort, subsequently preventing premature catheter removal. However, locally, a trans-
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urethral catheter is utilised. This is easier to insert and manage post-operatively than suprapubic 

catheter. The patients are also advised not to resume sexual activity for 3 to 4 months, as 

abstinence allows tissues sufficient time to heal (Kelly and Kwast, 1993a).  

 

  Postoperative Complications 1.9.6:

The commonest complication associated with fistula repair is catheter blockage. When this 

occurs, the catheter is flushed and the patient is encouraged to drink plenty of oral fluids. Also, 

fistula may recur/does not close: this is the most feared complication. If the fistula does not close, 

a three month waiting period is advised.  This period allows for tissue healing before the second 

repair can be attempted.  Persistent urinary leak can also occur after repair due to stress or urge 

incontinence. A secondary repair may help treat or improve continence especially in stress 

incontinence. 

  

1.10:  Predictors of Fistula Healing 

Current practice lacks a standardised definition of success following VVF repair; the reporting of 

surgical outcomes varies from study to study. Most researchers, however, report as success, the 

surgical closure of the fistula at the time of hospital discharge, without further evaluation of the 

effect of the procedure on continence or ǇŀǘƛŜƴǘΩǎ subsequent quality of life. Reports from the 

Kenya Ministry of Health (Kenya MoH, 2004), show that there is paucity of data on predictors of 

success in fistula repair. However, several factors are known to affect success of fistula repairs, 

they include: general health status of the patient, fistula type, fistula location, haemogram results, 

intraoperative complications, post-operative care and history of previous fistula repairs (Kayondo 

et al.,  2011).  

 

In addition, major classifications have poorer healing rate. In part, this explains why failures are 

attributed to extensive and multiple fistulas including a combination of VVF and RVF. In Malawi, a 

study by Rijken and Chilapora (2007) reported that patients with OF only had a higher chance of 

healing on first attempt (94.1%) compared to those with a combination of VVF and RVF (78.8 %.).  

Such observation indicates that patients with dual fistulas are less likely to heal at first attempt. 

Most importantly, these women face the greatest burden of living with both VVF and RVF because 

they leak both urine and stool in a continent where the condition is highly stigmatised. Other 

studies have shown 86.7% success rate was achieved where the fistula was single and had not 

previously been operated on (Gupta et al., 2012).  
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The occurrence of scarring tissue is a key factor in predicting fistula healing (Kayondo, et al., 2011, 

Barone et al., 2012). Scarring can occur as a result of infection especially where there is a 

combination of VVF and RVF. It is therefore recommended that successful fistula closures require 

an accurate and timely repair using procedures that exploit basic surgical principles.  

 

1.11:  HIV Infection and Fistula Occurrence 

The burden of HIV in Africa has been well documented. Although HIV prevalence has declined 

over the last eight years by 17%, the fact remains that women, especially in Africa, continue to 

acquire the infection at a higher rate than men (UNAIDS, 2009). Also, women get infected at an 

earlier age; more often they acquire HIV infection from older men. For instance, In 2016 alone, 

new infections among young women (aged 15ς24 years) were 44% higher than they were among 

men in the same age group (UNAIDS, 2016). This may imply that some of these women get HIV 

during their first pregnancy, the very pregnancy that gives them a fistula. Once the fistula 

develops and the woman tests positive she bears all the blame. Such women live a very 

traumatised life; rarely does the family care for them. Data regarding HIV seropositivity and VVF is 

limited; it is for this reason that this study was designed to establish the effects it may have on 

fistula prognosis/healing.  

 

1.12:  Prevention of Vesico Vaginal Fistula  

The primary strategy in fistula prevention is the empowerment of the girl child and the 

abandonment of cultural practices that violate the rights of women. Although research has not 

demonstrated the direct link between FGM and fistula formation, this cultural practice is 

detrimental to the health of the girl child because as soon as the young girl gets the cut, she is 

seen as an adult ready to be married off to an older man who can afford to pay the pride price. 

This is because FGM is a rite of passage in communities where it is practiced. Some of these girls 

are as young as ten years old and have no idea of or access to family planning (Khisa, et al., 2012). 

Sooner or later the girl gets pregnant before the pelvis is fully developed to accommodate the 

passage of the foetus during labour. This group of girls is reported to be at highest risk for VVF 

formation (Maheu-Giroux et al., 2016).  

 

Education has been linked to economic power, which inversely boosts decision-making power for 

the woman at the household level. Studies in Africa by Thaddeus and Maine (1994) and Wall et al. 

(2006) indicate that the more educated the woman is the more likely she is to improve her health 

seeking behaviours. This means that when a woman is empowered, she can access information 
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and use the information in deciding when to seek medical assistance. For instance, a woman with 

good education will be well informed about the state of her pregnancy and whether or not she is 

at risk. For such a woman, when labour starts she will be ready to travel to hospital because she 

can afford the fare and the minimal fee charged, as opposed to the other woman who has no 

income and has to rely on the spouse to avail transport and pay hospital costs. In most cases, 

funds are unavailable due to endemic poverty coupled by large families common in rural 

communities.  

 

The poor heath infrastructure in Africa is an impediment in fistula prevention. For instance, the 

distance from the villages to the health facility is on average 50-100 km (Thaddeus and Maine, 

1994). The geographical terrain and poor road network makes it impossible for the woman to 

reach the facilities in times of emergencies. A woman can labour for days without relief and the 

presenting part of the foetal head causes pressure necrosis; subsequently, the infant dies and she 

develops a fistula. In addition, labour management in these settings lack rigorous use of 

supportive technologies such as the partograph.  Although the partograph is known to be very 

useful in identification of problems arising during labour, it is rarely used for various reasons, 

including staff shortages (Lavender et al., 2007).   

 

Evidence from literature advises that, in the case of obstructed labour, the skilled birth attendant 

should ensure continuous urinary drainage for 7-10 days, irrespective of mode of delivery. Where 

caesarean section or hysterectomy is indicated, proper surgical technique must be used to 

prevent surgical related fistulas that seem to be prevalent in these settings. Unfortunately, many 

African countries, including those in East Africa, are in political turmoil and civil strife. This impact 

negatively on ǿƻƳŜƴΩǎ health because of the trauma associated with sexual assault. The women 

living in war torn countries are not only raped, they acquire sexually transmitted infections as well 

as fistula. In these settings abortion is criminalised and the family planning services are out of 

reach for most women, making them carry unwanted pregnancies with virtually none or little 

psychosocial and/or economic support.   

 

Africa needs a shift in policy formulation and increased health budgets to facilitate access to 

health care across the lifespan. This way, childhood diseases and malnutrition can be addressed 

early enough before the girl child gets stunted with a contracted pelvis, which is likely to lead to 

obstructed labour. This situation will predispose the woman to fistula formation and subsequent 

psychosocial disorders. 
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1.13: Study Rationale  

Vesico Vaginal Fistula is a poor ǿƻƳŀƴΩǎ condition affecting mainly young women in rural 

settings.  Moreover, the lived experiences of women who attend a fistula service are not well 

documented. This study was designed to single out factors that predict fistula healing or failure, 

duration of urine leaking as a health seeking indicator and to explore how women experience life, 

before and after surgery. The study aims to establish social-scientific and physical factors that 

would predict surgical closure of the fistula. The outcomes will help improve clinical care and 

outcomes for fistula patients, including prevention eventually culminating into restoration of the 

dignity of many afflicted women. 

 

1.14: Research Questions 

1. What are the predictors of obstetric fistula closure following surgical repairs? 

2. What are the predictors of duration of urine leakage among obstetric fistula women? 

3. What are the lived experiences of women with vesico-vaginal fistula before and after 

fistula surgery? 

 

1.15:  Study Aims and Objectives 

To establish factors that predict successful fistula closure, duration of urine leakage and 

document lived experience of women with fistula before and after fistula surgery. 

 

  Specific Objectives 1.15.1:

1. To describe demographic characteristics of obstetric fistula patients in East Africa 

2. To describe the pre- and intra-operative fistula characteristics of obstetric women in 

East Africa. 

3. To describe predictors of successful fistula closure among obstetric fistula women. 

4. To describe predictors of duration of urine leakage among fistula patients undergoing 

surgery at selected fistula centres in East Africa. 

5.  To understand the lived experience of women living with obstetric fistula women 

before and after fistula surgery. 
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1.16:  Study Benefits 

A fistula robs a woman of her dignity. In many instances, a woman with a fistula is stigmatised, 

ostracised and maybe divorced. VVF is commonplace in countries with poor access to maternal 

health services particularly in Africa.  

 

 In recent times, country programs targeting fistula care have been launched but the number of 

patients awaiting surgery is remains very large. It is the 21st century yet new fistulas continue to 

occur with no signs of a decline, a development that is undesired in any community. Furthermore, 

it is unclear as to how many patients have received care and how many have healed. Without 

evidence-based guidelines fistula teams continue to operate on patients using non-standardised 

approaches because there is a limited data to suggest the most appropriate approach when 

handling different fistula types.  

 

Now, there is an opportunity to develop training curriculums and guidelines that encompass new 

study findings which offer predictors in fistula healing in a cohort of patients. This data answers 

clinically important questions that, there are other factors to consider in relation to fistula 

classifications and healing. Predictors of fistula healing have not been accurately reported in East 

Africa and there has been no attempt to consider how HIV sero- positivity affects fistula healing.  

 

In responding to these issues, this prospective cohort study conducted a primary analysis to 

identify relationships between demographics, HIV sero status, fistula size, fistula location and 

duration of leakage. Study findings address knowledge gaps and will help revise the training 

curriculum for both on the job trainees; post graduates and undergraduates in all medical/other 

health care courses. Exploring the experiences of women pre and post-surgery will enable greater 

understanding of psycho-social issues which may help to inform strategies to improve the support 

and care given to women. 

  

1.17:  Conclusion  

The burden of fistula is common in most communities in East Africa. Most fistulas in the region 

are obstetric in origin and mostly affect young women. The author intends to utilise a mixed 

method design in addressing predictors of successful fistula surgery in the region and gaining 

understanding of the lived experiences of women.   

 



  

35 

 

 

  



  

36 

 

Chapter 2: LITERATURE REVIEW 

 

2.1:  Introduction  

The chapter presents findings from a review of studies that evaluated predictors of obstetric 

fistula closure, duration of urine leakage and lived experiences of women with the condition.  It is 

presented in three parts. Section 2.2 provides a discussion of the two main types of literature 

reviews, followed by a description of the search strategy and appraisal processes. Sections 2.3 and 

2.4 present a structured search and review of quantitative literature, which address the first 

research question: predictors of obstetric fistula closure. Sections 2.5 and 2.6 present a search 

and narrative review which address the second research question; the lived experiences of 

women with the condition. Section 2.7 is a summary of the chapter. 

 

The background, purpose of the review, characteristics of the articles, appraisal of the quality and 

conclusions of the reviews are all included. The chapter situates the study within the context of 

this specialised field of fistula surgery, providing a clear justification for the doctoral study. 

 

2.2:  Types of Literature Reviews  

This section provides a discussion of the types of literature reviews which have been considered in 

this study. There are two types of literature reviews used in this chapter; structured and narrative 

reviews.  Each review is preceded by an explanation of the search strategy and critical appraisal 

process used. 

 

 

A literature review is defined as a άǎȅǎǘŜƳŀǘƛŎΣ explicit, and reproducible method for identifying, 

evaluating, and synthesising the existing body of completed and recorded work produced by 

researchers, scholars, and ǇǊŀŎǘƛǘƛƻƴŜǊǎέ (Fink, 2005: p3). Robson (2015) agrees with Fink's 

definition; he reports that systematic literature reviews focus on a research topic, following a 

process of identifying and analysing documents of what is already known and written down. This 

seems to differ with the common notion and use of the word ΨǎȅǎǘŜƳŀǘƛŎΩ in the term ΨǎȅǎǘŜƳŀǘƛŎ 

ǊŜǾƛŜǿΩΦ Therefore, in this chapter systematic literature review is described in such a way that it 

reflects the structured and practical approach to the literature search process. 
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  Narrative Reviews 2.2.1:

A narrative review summarises primary evidence which is commonly provided by leading experts 

in the subject matter (Greenhalgh, 2005). The expert tends to discuss a topic or clinical condition 

based on his/her views or experiences. In many cases, the narrative reviews are less structured 

than systematic reviews; this subjectivity contributes to their susceptibility to bias. However, 

narrative reviews can be advantageous, for example when broadly discussing a topic and getting 

the history and development of a disease (Cook, 1997). Narrative reviews help form a basis for 

future research and their flexibility makes them attractive to many researchers. 

 

 Systematic Reviews 2.2.2:

Evidence indicates that systematic reviews are ranked highest in the hierarchy of evidence (Clarke 

and Stewart 1994; National Institute for Health and Care Excellence, 2005). The rigorous methods 

used in appraising the literature contribute to the high-ranking of systematic reviews; this is 

because systematic review methods can be applied to other study designs and remain explicit and 

reproducible (Tricco et al., 2011). In this type of review, the reviewer develops pre-defined 

eligibility criteria and a specific research question to answer. The review is well structured and 

planned to respond to the specific research question; it uses a systematic and explicit 

methodology to identify, select, and critically evaluate results of the studies to be included in the 

literature review. This structured process helps minimise biases, thereby producing valid and 

reliable search outcomes (Higgins and Green, 2011). 

 

 Structured Reviews 2.2.3:

A structured literature review is a process that critically analyses and evaluates available 

information on the subject matter. The outcomes are presented in an organised way, clearly 

addressing a well-articulated research question or series of questions. Unlike the traditional 

narrative reviews, structured reviews avoid extremes of subjective versus objective views. It uses 

explicit methods in literature searching with a clear, structured, replicable strategy. Because of 

this, structured reviews are considered more credible since they are less biased than expert 

opinions. Structured reviews are more flexible and more pragmatic than systematic reviews but 

still follow a systematic approach.   

 

 Literature Research Questions 2.2.4:

There are two main literature review questions in this study: 
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a) Quantitative review question (Question 1) 

This review addressed the research question: άWhat are the predictors of successful fistula closure 

in obstetric fistula women attending services in East Africa?έ Studies in this review section 

included quantitative, empirical, randomised/non-randomised experimental and observational 

study designs. 

 

b)  Qualitative review question (Question 2) 

The second part of the review explored responses to the research question titled: άWhat are the 

lived experiences of women living with fistula in East Africa?έ Qualitative empirical studies such as 

those informed by grounded theory, phenomenology and ethnography were included for review. 

 

 Literature Review Choice 2.2.5:

A structured system of reviewing literature was used to answer research question one. This 

approach was thought to be more pragmatic and more in keeping with the mixed study methods. 

The main aim of the structured review was to explore knowledge sources to either discover gaps, 

or guide the decision-making process of obstetric fistula care in clinical practice. Hence, critical 

appraisal of the available evidence was of paramount importance. The systematic approach 

enables the reader to follow the whole process.  

 

The narrative synthesis was utilised in the qualitative literature review to allow flexibility in the 

approach to answer the specific question.  Importantly, the qualitative research focused on 

gaining an understanding of lived experiences of women living with obstetric fistula. This 

approach enabled the researcher to be selective, including only those articles that were most 

relevant to the area of investigation. As such, the narrative approach enabled the search to evolve 

according to research interests and initial articles read. 
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2.3: Literature Search for Predictors of Successful Fistula Closure 

This section presents a synthesis of quantitative literature on predictors of successful closure of 

obstetric fistula. 

 

 Search Strategy  2.3.1:

This structured review utilised a systematic approach to searching the literature and a narrative 

presentation of the results. This type of review permits replication of the same question with the 

potential for transparency. This ensures a comprehensive search for existing primary articles of 

the review question and reduces the susceptibility of reviewers to subjectively select the primary 

studies as indicated by Liberati et al. (2009) and Higgins and Green (2011).  

 

The credibility of the literature search is founded on a sound process of article retrieval at a given 

point in time (Cooper, 1998). As such, the articles retrieved must rely on effective search terms 

for the title and abstract as well as the clarity of context/subject matter. However, it is important 

to recognise that the assignment of database indexing terms is dependent upon the ƛƴŘŜȄŜǊΩǎ 

interpretation of the paper; at times this may affect the outcomes of a literature search (Evans, 

2002). To minimise retrieval challenges, it is advisable for researchers to develop a focused 

research question with appropriate and identifiable resources to search. With this in mind, the 

search strategy for this first review was guided by the need to identify existing evidence relating 

to fistula surgery outcomes.  

 

 Search Elements 2.3.2:

To identify relevant studies for review, a choice of appropriate search terms is critical. Search 

terms are usually derived from the main concepts in a review question. The PICO framework, 

originally designed to allow physicians to access evidence-based knowledge to guide their 

practice, has been extended to formulating review questions for accessing evidence in other fields 

(Huang et al., 2006). However, PICO has increasingly been recognised as limited in retrieving 

studies from databases for review questions that are based on sociocultural phenomena or have a 

wide perspective (Cooke et al., 2012). For example, in some research, especially based on the 

social sciences where the subject is contextualised, the definition of terms is subjective and based 

on context.  This was evident when searching the literature for lived experiences of women with 

obstetric fistula. 
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Before searching the databases, additional words/synonyms from the review question were 

obtained through scoping and mapping out of the key concepts using the Mesh tool in Medline, 

and suggested terms in both Embase and CINAHL.  

 

 Data Sources for the Review 2.3.3:

The databases were searched using the following keywords: Vesicovaginal Fistula (VVF), Vaginal 

Fistula (VF), urogenital fistula (UGF), Obstetric fistula (OF), Female Genital fistula (FGF) and 

Treatment outcome. Use of the keyword "surgical outcomes" did not reveal any results 

suggesting instead the use of "treatment outcomes". The Boolean operators ΨhwΩ and Ψ!b5Ω were 

applied as shown in Table 2.1. Each keyword was utilised to search for the literature in all four 

databases, i.e.  Medline, Embase, Cinahl and PsycINFO. 

 

Also, the reference lists and bibliographies of included articles were manually searched. All likely 

conforming studies were saved and then exported into EndNote after thoroughly scanning the 

databases. In EndNote the duplicates were screened out leaving only single studies. These were 

thoroughly screened, sorted, and those that did not meet the inclusion criteria by titles were 

removed.  

 
Table 2.1: Keywords used in the literature  

 

#1 Vesicovaginal Fistula/ 
#2 Vesicovaginal Fistula/ 
#3 Urinary Bladder Fistula/  
#4 Urinary Fistula/  
#5 Vaginal Fistula/ 
#6 Rectovaginal Fistula/  
#7 Obstetric fistula.  
#8 Obstetric fistula/ 
#9 Female genital fistula.mp 
#10 Female genital fistula/ 
#11 Urogenital fistula.  
#12 Urogenital fistula/ 
#13 Vaginal fistula/ 
#14 Experimental Treatment Outcomes/ 
#15 Treatment outcomes  
#16 1 or 2 or 3 or 4 or 5 or 6 or 7 or 8 or 9 or10 or 11 or 12 or 13 
#17 14 or 15  
#18 16 and 17 
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 Inclusion and Exclusion Criteria 2.3.4:

The criterion applied for exclusion and inclusion of the articles in the review were: the population 

under the study, the phenomenon under study and the type of research design in favour of 

identification of appropriate data to adequately explain the phenomenon (Denzin and Lincoln, 

2005: Silverman, 2010).  

 

Other criteria were: geographical location, year of publication and language of publication as 

explained by Bettany-Saltikov (2012).  Women with obstetric fistula are a specific group and 

studies had to be restricted by gender (only women); men with fistula were excluded. It was 

necessary to include women of all ages as some acquired fistula when they were too young for 

the review to be meaningful, and findings were understood in the context of this group. The 

studies explored were also restricted by the aetiology of the fistula (obstetric in origin) and 

settings, hence the higher concentration of African studies.  

 

The study criteria allowed all research designs so that relevant data were not missed. It also 

covered the years from 1970 to July 2017, the period where much publication on the topic has 

happened.  Table 2.2 presents a summary of the exclusion /inclusion criteria.  

 
Table 2.2: Inclusion/exclusion criteria 

 

Inclusion criteria 

 Predictors of fistula surgery related studies 

 Articles relating to any healthcare setting 

 Studies published in English 

 Primary or secondary research articles 
 
Exclusion criteria: 

 Articles not written in English  

 Poor quality of the articles 

 Case studies 

 Case series 

 Opinion pieces and Articles not related to female genital fistula 

 Cancer and radiation-related fistula 

 Fistulas in males 

 Fistulas in /ǊƻƘƴΩǎ disease or ulcerative colitis 

 Infant fistulas 

 

The selected articles were saved and then exported into an Endnote library.  Selected articles 

were manually assessed for relevance to the key research question, i.e. predictors of fistula 

closure. To be eligible for full review, the paper needed to address fistula outcomes or predictors, 
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either as a primary or secondary paper. Articles identified included search terms in the title or 

abstract. It was intended that this would highlight any articles where the aim or findings were 

significantly related to the research question.  A difficulty in using vaginal wound healing as a 

search term is that it highlights a significant number of articles where the term is used in wound 

healing not specific to obstetric fistula healing. Hence, full paper searches were not carried out in 

connection with the terms ΨŦƛǎǘǳƭŀ ƘŜŀƭƛƴƎΩ and ΨǇǊŜŘƛŎǘƻǊǎΩΦ The inclusion and exclusion criteria for 

studies were developed from the keywords in the review question. 

 

The review excluded Mesh headings unrelated to female genital fistula such as infant fistula, 

fistula due to radiotherapy, renal diseases, and cancer-related fistula studies. All articles identified 

were reviewed for relevance. Relevant articles were then selected, downloaded and scrutinised to 

ensure that they were answering the research question of the study.  

 

 Assessment of Quality 2.3.5:

The quality of the articles was evaluated using the Hawker tool (Hawker et al., 2002). The tool 

assesses factors in a study, as shown in Table 2.3, and scores each factor as shown in Appendix 

2.2. The minimum score of 9 means inferior quality and a maximum of 36 a good study. The tool 

was selected because it is comprehensive but easy to understand and can be applied to different 

study designs. It allows the reviewer to assign a value to various methodological elements like 

abstract, methods, sampling and analysis, to show the rigour of the study.  
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Table 2.3:  Hawkerôs Tool for Quality Appraisal 

  

Researcher and title:  _____________________________Date: ______________________ 

 Areas Appraised  
Good 

 
Fair 

 
Poor    

Very Poor     Comment 

1. Abstract and title 
2. Introduction and Aims 
3. Method and data 
4. Sampling 
5. Data analysis 
6. Ethics and bias 
7. Findings/results 
8. Transferability/generalizability 
9. Implications and usefulness 
Total 

      

 

 Search Findings  2.3.6:

The initial literature search was conducted in the year 2013 and revealed eight relevant articles. 

The search was updated in July 2017 which revealed additional literature. The search of literature 

in July 2017 produced 446 articles after removing 98 duplicates.  Further screening of the 446 

articles was done using titles and abstracts, which led to the exclusion of 414 articles which did 

not meet the inclusion criteria. A thorough repeat screening of the abstracts was performed, this 

time with an independent assessor, which yielded 32 articles. Out of these, nine were eliminated 

at this stage either because the fistula occurred following radiotherapy or a malignancy 

complication, it occurred in different settings or it was associated with Crohn's disease. The total 

number that met the inclusion criteria came down to 23 articles.  

 

The full text of the 23 articles meeting the inclusion criteria was requested.  The articles were 

mainly African studies with a concentration in West and East Africa. Articles not written in English 

were excluded.  
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Figure 2.1:  Flow Diagram of Quantitative Review Process 

 

Appendix 2.1 Presents a summary of steps followed in identification, review and scoring of 

existing quantitative literature about predictors of successful fistula surgery. Each score of an 

element on the tool represents the quality of articles reviewed regarding the particular element. 

The total scores represent the quality of the studies. The 23 included articles were synthesised 

and appraised for quality using IŀǿƪŜǊΩǎ tool (Table 2.3.). The highest score was 35 and lowest 

were 18. However, there was litt le variation between articles, demonstrating a degree of 

consistency in the quality of the studies selected.  

 

The narrative synthesis of the extracted results utilised the thematic synthesis approach, which 

has been effectively used to combine and discuss evidence generated from diverse research 

designs (Thomas and Harden, 2008). Each paper had the characteristics of the paper and key 

CINAHL (n=35) 

Embase (n=240) 

Medline (n=235) 

PsycINFO (n=16) 

(n=8) No. of additional records 

identified through other 

sources 

 (n=446) number of papers after 

duplicate removed 

 

A total of (n=414) papers 

 were excluded on titles and 

abstracts 

(n=9) number of full  text articles 

excluded with reasons: 
1. Non-obstetric etiology 

2. Not related to research question. 

3. Non-English 

4. Case study/series 

5. Article not accessible 

(n=446) number of papers screened 

for title and abstracts for relevance 

(n=32) Studies were considered for 

the quantitative question 

(n=23) Studies were included for 

the quantitative question 
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findings relevant to the review question extracted and entered into a table. Appendix 2.2 

illustrates the characteristics of the articles included and data extracted.  All of the key ideas from 

the articles were pooled, labelled and refined into similar ideas iteratively until the final themes 

emerged. These themes form the topics of the discussion answering the review question. The 

synthesised findings are presented in part two of this chapter. 

 

2.4:  Literature Review for Predictors of Successful Fistula Closure 

 

 Introduction  2.4.1:

This section presents a review of the relevant quantitative literature. The first part (Sections 2.3.2-

2.3.5) focuses on the synthesis of primary articles relating to predictors of fistula healing/closure 

and related clinical information, while the second part (Section 2.3.6) presents published 

systematic reviews on the subject.  Section 2.3.7 summarises the findings and Section 2.3.8 

describes the gaps identified, while Section 2.3.9 presents conclusions.  

 

 Predictors of Successful Fistula Surgery 2.4.2:

In the literature, various factors affecting fistula healing after surgery have been discussed, as 

summarised in Appendix 2.1.  In Uganda, Kayondo et al. (2011) conducted a prospective study 

looking at some factors that influence surgical outcomes of VVF. The aims of this study were to 

determine the outcome of surgical repair of VVF and establish the factors that predict results of 

surgical repair of VVF in Mbarara, a regional referral hospital. For unknown reasons, patients 

presenting with fistulas of less than two months were excluded from the study, even though most 

patients indicated that they had given birth through caesarean section; 46 (59.7%) with a 90% 

perinatal mortality. This may mean that patients had been discharged from the hospital after the 

fistula developed following the caesarean section. Out of 77 patients who had fistula repaired, the 

majority (n=55, 79.7%) gained continence. However, among patients presenting with both 

Vesicovaginal fistula and recto-vaginal fistula, 3 (60%) had unsuccessful fistulae closure. 

 

Reports from Uganda also indicate that major classifications have poorer healing rates (Kayondo 

et al., 2011). In part, this explains why failures are attributed to extensive and multiple fistulas 

including a combination of VVF and RVF. The reports indicate that the presence of scarring tissue 

and circumferential defect are key factors in predicting fistula healing. Scarring can occur as a 

result of infection, especially where there is a combination of VVF and RVF. The same study shows 



  

46 

 

that patients who had large fistulas were more likely to have unsuccessful repair than those with 

small fistulae, with an odds ratio of 6.0, 95% CI 1.46 to 24.63 (Kayondo et al., 2011).  

 

The major limitations cited in the study were: a small number of cases (77 participants), limited 

supplies and equipment, as well as challenges in individual surgeon competencies. A conclusion 

that circumferential fistulae, marked vaginal scarring and patients with previous unsuccessful 

fistula repair are more likely to yield negative surgical outcomes has been made (Kayondo et al., 

2011). 

 

Others define predictors of fistula outcomes in terms of fistula size and pathology (Hategekimana, 

2005).  A questionnaire was used for data collection in this prospective hospital-based study. A 

total of 112 patients were recruited over a five-year period (1997 to 2001) in Kigali, Rwanda. 

Postoperatively, patients were reviewed at months 1 and 6, a time when surgical outcomes were 

assessed. Symptomatic infection associated with CƻƭŜȅΩǎ catheter was observed in this cohort.  

During the immediate postoperative period, 13 (11.6%) fistulas recurred. Further, the study 

indicates that fistula diameter, bladder neck involvement and vaginal fibrosis are predictors of 

fistula failure. This observation is in agreement with their description of patient profiles where it is 

said that 64% of the patients presented with more complex fistulas, this may be associated with a 

breakdown in health systems following the 1994 genocide. The researchers have presented a 

background to the subject matter and described materials and methods. However, data 

management processes failed to pinpoint the factors that predict fistula success. Hence, the 

paper does not provide a conclusive statement on factors that affect fistula outcomes in this 

setting. 

 

In a similar study, Goh et al. (2008) conducted a prospective study among 987 women with the 

aim of assessing predictors of failure of fistula closure and post-fistula urinary incontinence. The 

assessment for fistula closure and residual urinary incontinence was performed before the 

patients were discharged. The majority (n=960) had successful closure and 229 reported urinary 

incontinence after surgery. The highest number of urinary incontinence was reported among 

women whose fistulas were located closest to the external urinary meatus. Similarly, patients 

with significant vaginal scarring were more likely to report fistula closure and incontinence; an 

observation shared by Kayondo et al. (2011). 
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At the same time, researchers looked at predictors of fistula outcomes three months after surgery 

was conducted (Barone et al. 2013). Countries included in the study were: Bangladesh, Niger, 

Nigeria, Guinea and Uganda. The study focused on fistula closure and residual incontinence in 

women with a closed fistula. Patient and fistula characteristics and context of repair were said to 

be potential predictors in the study. A total of 1,274 women were recruited for study over a 

three-year period. The results indicated that severe vaginal scarring (adjusted RR 1.56, 95% CI 

1.20-2.04), partial urethral involvement (adjusted RR 1.36, 95% CI 1.11-1.66) and complete 

urethral destruction or circumferential defect (adjusted RR 1.72, 95% CI 1.33-2.23) predicted 

failed fistula closure. Furthermore, severe vaginal scarring, partial urethral involvement, and 

complete urethral destruction or circumferential defect (adjusted RR 2.06, 95% CI 1.51-2.81) and 

previous repairs were significantly associated with residual incontinence. The researchers 

concluded that fistula closure is related to preoperative bladder size, previous repair, vaginal 

scarring and urethral involvement.  

 

At the Jimma University in Ethiopia, 168 women were recruited in a cross-sectional study (Sori et 

al., 2016). The survey recorded a success rate of 93.4%, but it failed to evaluate the risk factors 

associated with failure to close the fistula. The study had minimal details in the data analysis, and 

the results are unadjusted. There was no new knowledge presented in this paper. 

 

In a cohort study, Delamou et al. (2016) looked at factors associated with failure of obstetric 

fistula repair in 754 women in Guinea retrospectively and found that presence of urethral damage 

and a history of vaginal birth in the previous pregnancy predicted failure. However, the study 

cautioned surgeons to exercise diligence in repair whenever they are faced with patients with 

both factors. Also, the study proposed a mixed method design to assess further insights into these 

factors. Although the study gave elaborate details in the background, it had minimal details on 

data analysis. The sample size was adequate to measure effect size and to validate their results. In 

the similar settings, a retrospective study conducted by Loposso et al. (2016) failed to identify 

urethral damage and previous vaginal deliveries as risk factors for failed fistula closure. This study 

concluded that a history of previous repair, the presence of multiple repairs, the severity of the 

fistula, surgŜƻƴΩǎ experience and duration of the fistula were reasons for failed repair. 

 

In a retrospective cohort study of 640 women, Javed studied the factors to determine recurrence 

of fistula after VVF repair (Javed et al., 2015). The study described factors for VVF recurrence as 

the presence of multiple fistulas: pre-operative bladder size, secondary repairs and duration of 
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fistula. The study reported no ethical clearance and appeared much like an audit of the hospital 

procedures.  The researchers made proposals for a prospective study and standardisation of 

terminologies in fistula for purposes of comparison of results and to determine the prognostic 

factors. Also noted were non-prognostic factors like age, parity, and aetiology, route of repair and 

location of the fistula, which partially contradicts DŜŘƛƪΩǎ (2015) observations on the choice of 

technique for VVF repair. 

 

Studies by Loposso et al. (2016) were determined to evaluate factors to predict recurrence and 

successful treatment following surgical repair of VVF. This retrospective cohort study in DR Congo, 

with a sample of 166 women, went on to show that fibrosis and fistula location was a significant 

predictor of success and that the use of Martius flap and fistula size cannot significantly predict 

success nor recurrence of fistula after repair. The method utilised in the classification of fistula is 

not entirely true, because unlike Waaldijk, classification of VVF looks at anatomic/physiologic 

factors and fistula sizes to assess prognosis. These views are different from those described by 

Loposso et al. (2015), which essentially compromises comparability. 

 

 A recent cohort study in Malawi comprehensively investigated factors to identify patients at risk 

of urinary incontinence after surgery (Bengtson et al., 2016). The study had a sample size of 401 

women and prospectively looked at sociodemographic data, fistula factors, body mass index, and 

fistula classification. Bengtson et al. (2016) further described a risk scoring technique that would 

identify women at risk of urinary incontinence following repair.  The study, conducted between 

2011 and 2014, used logistic regression to develop a risk score to identify women with the 

likelihood of residual urinary incontinence defined as grade 2-5 within 120 days of VVF first fistula 

repair. The study based the score on preoperative clinical and demographic characteristics such as 

age, the number of years with fistula, human immunodeficiency virus status, body mass index, 

previous surgery at an outside facility, revised Goh classification, VVF size, circumferential fistula, 

vaginal scarring bladder size, and urethral length (Bengtson et al., 2016). At each cut-off point, the 

study assessed the sensitivity, specificity, and positive and negative predictive values of the risk 

score. A risk score of 20 or higher had an associated increased the likelihood of residual 

incontinence with satisfactory sensitivity and specificity. The score had an excellent sensitivity of 

82% and specificity of 63%. The negative predictive value was 91%. It recommended validation in 

the future with different populations and data sets to promote its application. This risk score is a 

new outcome. However, the centre, run by expert surgeons only, would compromise its 
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generalisability. If validated, it could be applied by surgeons to know which clients with VVF to 

refer to expert surgeons. 

 

 The Circumferential Fistula  2.4.3:

The circumferential fistula is a more difficult fistula to close as it requires anastomosis of the 

bladder to the urethra. In Ethiopia, researchers in a prospective study set out to use a 

classification system in predicting surgical fistula closure and residual incontinence. Their findings 

indicate that circumferential fistulae had a risk for surgical failure and residual incontinence was 

reported even after fistula closured (Goh et al., 2008). One retrospective cohort study in Sub-

Saharan Africa by Wright (2015) set out to quantify circumferential urethral fistula and their 

prognosis. In a sample of 106 women, the study reported a 25% success rate of continence after 

repair. This paper also notes that use of buccal mucosa flap to augment repair of circumferential 

fistula was advantageous in improving urine continence and should be used.  

 

On the same issue of flaps, Wahab et al. (2016) looked at the omental flap interposition in the 

repair of VVF. Although the study noted an improvement in the application of the flap, the result 

was limited by the small sample size (n=28), hence would not serve to affect practice. 

 

 Models of Treatment 2.4.4:

On models of care, Taylor-Smith et al. (2013) described a comprehensive model involving 

psychological support, conservative and surgical management, postoperative care and follow-up 

of 458 women in Burundi. Although it served as a benchmarking exercise for the country and 

proposed use of telephone technology to aid recruitment of patients, the study noted challenges 

in early case finding and recruitment, capacity building of VVF surgical repair and assessing the 

psychological impact of the model. The results of this paper encourage fistula units to offer 

comprehensive care to fistula patients. 

 

 Mode of Repair Techniques 2.4.5:

The choice of appropriate surgical technique for benign primary VVF remained a question for 

many surgeons. The idea prompted Gedik et al. (2015) to study 53 women retrospectively to 

evaluate and advise surgeons on appropriateness. The study was not appropriately designed to 

answer effectiveness of one method over another, and the sample was limited to give a good 
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effect size. A randomised clinical trial or an adequately designed observational study would help 

answer the question. 

 

Other studies that looked at new technologies in the management of VVF concentrated on 

minimally invasive laparoscopic and robotic techniques on iatrogenic VVF (Tenggardjaja et al., 

2013: Wang et al., 2012: Moses et al., 2017). Unfortunately, the studies were in different settings 

where obstetric fistula is rare. Obstetric fistula occurs in poor settings in rural Africa and South 

East Asia where these techniques applicability is limited owing to poor hospital infrastructure. 

Furthermore, the time taken for training and the expenses involved would deplete resources for 

many ordinary surgeons and institutions in the low-resource settings. Needless to say, that the 

most appropriate technologies would be those that are safe, easy to learn, easily applicable with 

excellent results and at minimum cost. 

 

 Systematic Reviews 2.4.6:

The first time the literature was searched was in 2013. The literature search found a paucity of 

systematic review articles. The narrative review by Creanga et al. (2007) broadly looked at VVF 

and its management in general. The paper did not present a focused review question. However, a 

broad objective was designed to review the existing clinical and epidemiological knowledge on 

VVFs. Also, the paper sought to identify issues that require immediate attention from both 

clinicians and policy makers including factors that determine surgical outcomes. This objective is 

quite elaborate and does not consider key items that make a focused review.  A targeted review 

helps the researcher to capture all studies of interest, thereby maximising benefits to the clinician 

and patient. For example, a good review must indicate the participants, the intervention(s), 

specific outcomes, comparators and study design, items obviously lacking in this review paper.  

 

During the initial search, the second systematic review identified was by Frajzyngier et al. (2012) 

who describes a systematic overview of primary studies with a clear, focused review question on 

a specific problem, i.e. the review is well structured with explicit eligibility criteria. A total of 20 

articles were reviewed; the results show that scarring and urethral involvement was associated 

with poor prognosis. The report concluded that a unified, standardised evidence-base for 

informing clinical practice is lacking. Out of the 20 articles reviewed, none qualified for inclusion in 

the current review; either only abstracts were available or researchers did not analyse surgical 

outcomes or the articles discussed incontinence as post-operative complications. 
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Although the reviewed articles by Frajzyngier et al. (2012) were mainly observational studies and 

not randomised controlled trials (RCTs), they did help answer the review question and formed a 

basis for future research. The question has addressed the populations, interventions, outcomes 

and study design, which are important indicators for a good review. 

 

 In recent years, more evidence has emerged. Literature searched by July 2017 yielded four 

secondary records: two systematic reviews (Bodner-Adler et al., 2017: Cowgill et al., 2015) and 

two narrative reviews (Mellano et al., 2014: Moses et al., 2017). In aŜƭƭŀƴƻΩǎ narrative review, the 

study described the literature on the epidemiology of VVF, presentation and diagnosis of VVF 

patient, fistula classification systems available, fistula management and postoperative care. 

Though the narrative style review limited the applicability of the results, nevertheless it brings out 

current issues in VVF. Unfortunately, the review did not discuss any factors to predict surgical 

closure of VVF.  The other narrative reviews (Moses et al., 2017) were on state-of-the-art 

treatment of VVF. The review examined the literature on management of VVF, specifically the 

mode and technique of VVF repair. Also, the study attempted to make a comparison of trans-

abdominal laparoscopic and robotic techniques. There was no evaluation of predictors of success 

with the researcher keen to promote laparoscopic/robotic techniques. Conversely, the systematic 

review by Bodner-Adler et al. (2017) looked at the same techniques of repair and effectiveness of 

operative techniques or conservative management.  This review considered randomised clinical 

trials and additionally conducted a meta-analysis. The study concluded that there was no clear 

favourite regarding disease management and surgical approach and that the vaginal route of 

repair remained the path of choice in the repair of VVF. The study was, however, limited to 

gynaecological iatrogenic VVF.  In 2015, Cowgill et al. (2015) set out to search for literature on 

population-based obstetric fistula incidence, prevalence and rate of stillbirths among OF patients. 

This systematic review searched widely and found that the incidence varied considerably between 

Africa and Asia with ranges of 0-4.09% per 1000 deliveries while the prevalence ranged between 

0-81.0 per 1000 deliveries. However, the study noted that the prevalence was prone to bias. The 

stillbirth rate associated with OF in the study was 32.3%. 

 

 Summary of Literature Review 2.4.7:

Articles reviewed identified the following negative predictive values: a history of previous repairs, 

presence of scarring tissues and size of the fistula. Larger fistulas with bladder neck involvement 

were mentioned more commonly as having a negative healing predictive indicator. Some fistulas 

occur during caesarean section, particularly when the surgeon is less experienced. Articles 
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presented by Frajzyngier et al. (2013) and Barone et al. (2012) also reported predictors of fistula 

healing to be scarring tissue, circumferential defects and previous repairs. These are good reports 

but most studies were mainly quantitative in nature and did not address sociocultural factors that 

may predict success of fistula closure. The context in which researchers designed short-term 

follow up  periods in most reviewed studies may have been feasible/practical at the time in the 

these settings. However, longer assessment periods may yield unexpected critical outcomes. 

 

Some studies describe the context in developing countries where other factors predispose 

women to fistula, they include: poverty, long distances to health facilities, poor referral systems 

and poor road networks. These make patient follow-up a daunting task.  Such scenario is 

compounded by the scarcity of specialised fistula centres in East Africa. Studies utilising the 

abdominal route of fistula repair were associated with longer hospital stay; these were said to be 

more likely to fail than those optimising on the vaginal route. Most researchers have not 

described a detailed view of factors that are associated with their conclusions.  

 

 Gaps Identified 2.4.8:

There is lack of robust designs in understanding the fistula burden in developing countries. Most 

articles were descriptive designs, single site and small sample size to measure predictive values. In 

addition, there are no original articles looking at fistula surgery and predictors of closure or 

healing, especially in East Africa.  

In all of the reviews, there was no evidence of mixed method studies relating to fistula 

characteristics, duration of leakage and ǿƻƳŜƴΩǎ lived experiences in multiple settings. Although 

articles by Kayondo et al. (2011) and Frajzyngier et al. (2013), described assessment of fistula 

surgery and outcomes in some African countries, cultural labour practices and demographic 

characteristics peculiar to Kenya were not captured. Also, in documenting predictors of fistula 

healing, researchers did not highlight the contribution of inexperienced surgeons in fistula care 

and their contribution to fistula outcomes. 

Nevertheless, there were assumptions drawn regarding the presence of infection and antibiotic 

use, but none of these studies attempted to measure HIV seropositivity and its association to 

successful surgery. These reviews clearly point to multiple grey areas that link existing individual 

or fistula characteristics and surgical success. 

 In addressing these gaps, the current multi-site and mixed method study in East African settings 

was designed to explore clinical and social factors that may predict fistula healing in these 

settings. The first question aimed at establishing predictors of successful surgical fistula closure by 
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a single surgeon. The social context, duration of leakage and labour practices has also been 

studied to unearth untold predictors of surgical success in the cohort.  In chapter five, the findings 

are described with due diligence and statistical precision unique to this study. 

 

 Conclusion  2.4.9:

There is a paucity of evidence related to fistula surgery and outcomes, especially in Kenya. There 

is a glaring lack of research relating to predictors of fistula surgery and lived experiences of 

women living with fistula.  Given the lack of evidence in this area of ǿƻƳŜƴΩǎ health, this study 

explored the predictors of successful surgery and determinants of duration of leakage.  {ǳǊƎŜƻƴΩǎ 

choice of classification style, route of repair and duration of leakage was also considered in detail. 

The study also explored the effects of pre and postoperative care on fistula outcomes. 

 

2.5:  Literature Search for Lived Experiences of Women Living with Fistula 

 Introduction 2.5.1:

This section presents a synthesis of qualitative literature on women living with fistula before and 

after surgery. Although women living with fistula may have lived with the condition for many 

years, literature search outcomes were much less compared to the epidemiology of the condition, 

especially in Africa (Pope and Bangser, 2011). In part, low evidence in qualitative work may be a 

reflection of ǎǳǊƎŜƻƴǎΩ training, whereby more emphasis is laid on fistula closing techniques than 

documenting the social and psychological aspects of the condition. 

 

In recent times, evidence relating to ǿƻƳŜƴΩǎ experiences with fistula has emerged. This 

qualitative synthesis presents research findings emanating from either purely qualitative or mixed 

methods designs. The desired information has been presented in a narrative form starting with a 

description of the search process, scoring of articles and a summary of articles, as provided in 

Appendix 2.3. Sections 3.2 to 3.5 provide the synthesis of the reviewed articles. Section 2.5 

presents the synthesis of the articles and the table in Appendix 2.4 presents scores of articles 

reviewed using HawkerΩs tool. 

 

 Data Sources for the Review 2.5.2:

The literature search aimed to include all qualitative work published to date. Although the 

qualitative research aimed to explore the lived experience of women living with fistula, the search 

term ΨƭƛǾŜŘ ŜȄǇŜǊƛŜƴŎŜǎΩ did not reveal meaningful studies. Therefore, qualitative search terms 
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were searched and utilised in Medline and Embase databases. Similarly, the Boolean operators 

Ψ!b5Ω and ΨhwΩ were applied, combining these search words: Vaginal Fistula, Rectovaginal Fistula, 

Obstetric fistula, άƛƴ-depth" or "face-to-face" or interview or discussion. A summary of the process 

is shown in Table 2.4. Also, the reference lists and bibliographies of includes were manually 

searched. All likely conforming studies were saved and then exported into Endnote after 

thoroughly scanning the databases. Duplicates were screened out leaving only single studies. 

These were thoroughly screened, sorted, and those that did not meet the inclusion criteria by title 

were removed. 

 

Table 2.4:  Keywords used in the qualitative literature search 

Qualitative Literature Search Strategy 

1 Vesicovaginal fistula/ 
#2 Vesicovaginal Fistula/ 
#3 Urinary Bladder Fistula/  
#4 Urinary Fistula/  
#5 Vaginal Fistula/ 
#6 Rectovaginal Fistula/  
#7 Obstetric fistula.mp.  
#8 Obstetric fistula/ 
#9 Female genital fistula. 
#10 Female genital fistula/ 
#11 Urogenital fistula.  
#12 Urogenital fistula/ 
# 13. Vagina fistula 
#14 1 or 2 or 3 or 4 or 5 or 6 or 7 or 8 or 9 or10 or 11 or 12 or 13 

 #15 ("semi-structured" or  semi structured or unstructured or informal or "in-
depth" or in-depth or "face-to-face" or structured or guide) adj3 (interview* or 
discussion* or questionnaire*) 

#16 (focus group* or qualitative or ethnography* or fieldwork or "field work" 
or "key informant"). #17 interviews as topic/ 
#18 focus groups/ 
#19 narration/ 
#20 qualitative research/ 
#21 15 OR 16 OR 17 OR 18 OR 19 OR 20  

#22 14 AND 21 

 

 Inclusion and Exclusion Criteria 2.5.3:

To be eligible for review, articles needed to be either qualitative or mixed methods. The 

population was women living with fistula before or after surgical repair. Articles that were 

associated with experiences of women living with fistula were included for review since they 

focused on the same phenomena (Bernard, 1994: Denzin and Lincoln, 2005: Silverman, 2010). 
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 Assessment of Quality 2.5.4:

As for the quantitative review in Section 2.3.5, the quality of the qualitative articles extracted in 

this review was evaluated using the Hawker tool (Hawker et al., 2002). 

 

 Search Findings 2.5.5:

The search found 530 articles after removing duplicates; 330 duplicates were removed. The 

remaining 200 articles were screened based on titles and abstracts; this yielded 50 articles. The 

remaining 50 were further scrutinised and 29 rejected. A total of 21 articles met the review 

criteria as presented in Section 2.3.3 (Figure 2.2). 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
Figure 2.2:  Flow Diagram of Qualitative Review Process 
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2.6: Literature Review for Lived Experiences of Women Living with Fistula 

 Introduction 2.6.1:

In keeping with the research question, a narrative synthesis of identified qualitative articles was 

preferred as it allowed in-depth understanding of ǿƻƳŀƴΩǎ lived experience. Although articles 

reviewed were from diverse settings, their findings generated similar themes and subthemes 

relating to ǿƻƳŜƴΩǎ experiences. For these reasons, they were reviewed under broad themes, 

each of which consists of subthemes which are discussed in context. Section 2.5.2 discusses 

negative social effects, Section 2.5.3 untoward culture, Section 2.5.4 physical trauma and issues 

with sequela, Section 2.5.5 social economic implications, Section 2.5.6 fear and rejection, Section 

2.5.7 divorce following fistula and Section 2.5.8 the psychosocial effects of the fistula. Following 

successful fistula surgery, Section 2.5.9 discusses the improvement in quality of life while Section 

2.5.10 looks at social reintegration and the regaining of self-esteem. Section 2.5.11 describes the 

gaps identified. 

 

The paradigm of understanding ǿƻƳŜƴΩǎ experiences with and perceptions of their recovery must 

account for aspects of well-being beyond just surgery (Donnelly et al., 2015). At the onset of this 

study, the few available studies strengthened the fact that rehabilitation and reintegration for 

these women with fistula were necessary to help women regain their pre-fistula status (Pope and 

Bangser, 2011). In Ethiopia, Muleta et al. (2004) had described depression and persistent health 

issues affecting the women after repair. The need for understanding isolation and reintegration 

was building up, forming the rationale for the synthesis.  

 

 Negative Social Effects 2.6.2:

As soon as fistula developed, the narratives followed almost the same description; most women 

either self-isolated themselves or society rejected them (Mohammad et al., 2007: Browning, 

2008: Muleta et al., 2008: Pope and Bangser, 2011). In essence, the drivers of social isolation 

emanated from the onset of uncontrollable urine and/or faecal incontinence, which occurred as 

soon as fistula developed. Coupled with the characteristic foul urine smell that follows, women 

became vulnerable and isolated (Muleta et al., 2008: Browning et al., 2008: Pope and Bangser, 

2011). Because of the vulnerability and isolation, ǿƻƳŜƴΩǎ economic power was severely 

depleted.  
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 Untoward Culture 2.6.3:

Most communities in Africa believe in the natural labour process, such that when obstructed 

labour occurs, people quickly blame the women for adultery, invoking the help from spirits/ 

soothsayers before labouring women get transferred to hospital (Mwini-Nyaledzigbor, 2013). The 

Ghanaian cultural beliefs, reported by Mwini-Nyaledzigbor, (2013), are shared with most 

countries in Africa, such that as soon as fistula develops, women are devalued and often divorced. 

Soon after the divorce, men remarry quickly, denying women their family inheritance, such as 

subsistence farming and family land (Browning, 2008: Mohammad et al., 2007: Pope and Bangser, 

2011). These reports highlight the culture and gender disparities that seem to justify the pain that 

women have to endure in country specific cultural contexts. However, Mohammad et al. (2007) 

does not underscore country specific contexts, hence, findings are not generalised.  Although 

Pope and Bangser (2011), recruited women only in Tanzania, they provide good lessons 

forreintegrating the women back to society.  

 

 Physical Trauma and Sequela Issues 2.6.4:

The physical trauma that follows fistula development are devastating, they include: uncontrolled 

urine leakage, genital sores/rashes from irritating urine, abdominal pains due to recurrent UTIs, 

irregular menstrual cycle and foot drop. The symptoms alone cannot allow women to interact 

with society because the awful smell and lack of sanitary pads alter their physical well-being, 

negating their very human existence (Muleta et al., 2008: Khisa et al., 2011). These studies were 

designed to provide a descriptive perspective of women's lived experiences but they failed to link 

each symptom with the degree of trauma. Such information would have been useful in 

developing holistic strategies aimed at restoring ǿƻƳŜƴΩǎ health (Mohammad et al., 2007). 

 

 Social Economic Implication 2.6.5:

The implications of living with fistula are that woman may not have a source of income, since they 

can no longer work even in their ƘǳǎōŀƴŘΩǎ farms. The patriarchal nature of most African families 

does not encourage married women to have investments. In part, this explains the financial 

challenges that follow ǿƻƳŜƴΩǎ vulnerability. In the studies reviewed, economic and employment 

challenges were noted: financial hardship was present before fistula developed, but exaggerated 

by the condition (Pope and Bangser, 2011: Muleta et al.,  2008: Browning et al., 2008: Khisa et al.,  

2011).These observations tend to explain why suicidal tendencies and depression will remain a 
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common feature in this group of patients for a long time, unless their physical and   

socioeconomic issues are attended in a holistic way (Mohammad et al.,  2007). 

 

 Fear and Rejection 2.6.6:

The self-isolation brought about by physical trauma and sequelae leads to fear of social 

interactions (Baragaine et al., 2015). Subsequently women were stigmatised by the same 

community where they were born and bred. This Ugandan study highlights the fact that women 

use both problem and emotion-focused coping mechanisms to minimise their sense of fear, 

rejection and isolation. In this hospital based study, Baragaine et al. (2015) missed an opportunity 

to conduct a mixed method study, where community perspectives would have been explored. 

These situations make women to be abandoned by family, relatives and friends (Yeakey et al., 

2011). This social isolation predisposed women to depressive illnesses including suicidal 

tendencies because they were scorned by members of their nuclear families where they should 

have felt safe and secure (Browning et al., 2008). The rejection and fear denied women access to 

employment. Without money or reliable family support, decision making power gets eroded. This 

partly explains why women lived with the condition for many years, even though fistula services 

are freely available in their countries, as reported by Velez et al. (2007). The advantage is that this 

study was conducted in a multi-site setting bringing on board diverse issues affecting women and 

multiple options for interventions (Velez et al., 2007). However, the study tools were not 

standardised for all sites hence, analysing large amounts of data together presents a challenge in 

the reliability and transferability of findings. 

 

The fear and rejection necessitated a community based programme in Nigeria by Mohammad et 

al. (2007). This project focused on improving the social, economic, and health status of women. 

This project provided more than surgical repair and rehabilitation: they incorporated skills for 

helping fistula women improve their physical and economic well-being. In the process of 

implementing this project, Mohammad et al. (2007) helped raise awareness on general health, 

reproductive health and rights, and the necessity of integrating women into mainstream 

community development programmes. The prospective nature of this study helped identify 

factors that improve the quality of women's lives but failed to link health systems with the 

community.  
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 Divorce Associated with Fistula  2.6.7:

Regardless of the country of origin, women experience marital disruptions following fistula 

development. In earlier studies, Browning (2004) reported that 50% of fistula women in Nigeria 

were divorced as a direct result of having developed the fistula. Countries in Africa continue to 

document similar findings with minimal signs of arbitration. For instance, in Ethiopia, Muleta et al. 

(2007) reported multiple health and social problems of women with fistula. In this study, 69.2% of 

fistula victims were divorced, 44.2% were separated from other family members and only 19.2% 

were members of a local community association. These women had been forced out of their 

homes, ostracised by family and friends and even stigmatised by health workers. With such 

experiences, it is not surprising that surgery tends to reduce the prevalence of psychosocial 

pathologies (Pope et al, 2011). This applied mainly to situations where the woman had to wait for 

a longer period before fistula surgery, e.g. in Kenya as reported by Khisa et al. (2011).  

 

For these reasons, the care and support fistula patients require to rebuild their lives goes far 

beyond the initial medical interventions; similar suggestions were made by other researchers in 

the region (Mohammad, 2007: Yeakey et al., 2009: Khisa et al., 2016).  

 

  Psychosocial Effects of Fistula  2.6.8:

Women with obstetric fistula are faced with many challenges of having to deal with smelly, 

continuous urine leakage, stigma, loss of income and stress related illnesses (Gupta, 2012). A 

cross sectional study titled Ψ5ŜǇǊŜǎǎƛƻƴ among women with obstetric fistula in Kenya' had shown 

that stress and depression, were common in women with fistula (Khisa et al., 2011). These 

findings shed some light onto the psychological effects of fistula in the country. This study was 

undertaken at one time point, i.e. during a fistula camp where patients are treated and 

discharged without long-term follow up plans. The study also failed to assess other clinical factors 

such as duration of leakage and its effects on women's psychosocial well-being. 

 

Other regional study findings indicate that in the majority of these women, the precedent 

pregnancy ended up in a stillbirth, which endangers their social value and marital harmony 

putting them at risk of stress, depression low self-esteem, low quality of life and hopelessness 

(Browning et al.,  2007: Pope et al.,  2011) although these studies agree that women with fistula 

also experience stillbirths, none of these studies clearly demonstrated the link between having a 

fistula, a stillbirth and its effects on ǿƻƳŜƴΩǎ psychosocial well-being. Pope et al. (2011) explored 

these issues using only qualitative methods, which may have failed to capture depression 
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precipitating factors such as a combination of vesico vaginal fistula and recto vaginal fistula. By 

failing to capture precipitating factors, researchers tend to augment the secrecy that inhibits 

women's well-being, as reported by Lavender et al. (2016).  

 

 West African studies also report the psychological effects of living with fistula. In Niger, Alio et al. 

(2011) explored the psycho-social impact of vesico-vaginal fistula (VVF) on women in Niamey 

between 2008 and 2009. In this period, 21 women were studied during their post-operative 

period. These women had two entry criteria: they had a previous history of repair (1-3) and all 

had given birth to stillborn infants. The outcomes indicate that many women in the study 

reported psychological consequences which included depression, feelings of shame and 

loneliness. Almost half of the 21 women lost their social networks due to the fistula problem. 

Women also narrated experiences of rejection by spouse, family and society. Others were 

isolation or divorced by their partners Alio et al. (2011). These experiences made women feel 

devalued as a woman, leading to suicidal tendencies. Interestingly, in this paper it was reported 

that society blamed the women saying that the fistula condition was a ǿƻƳŜƴΩǎ own fault, but 

the researcher did not seek the views of the community. Another major issue in this study is 

found in their contradictory conclusions; they attribute fistula development to lack of access to 

maternal health services, which in their view is not related to endemic poverty in that country, 

contrary to other regional reports (Mohammad, 2009: Khisa et al., 2011).  

 

Experiences from 40 women in Malawi follow the same scenario as women in the Kenya and 

Niger studies. In their research, Yeakey et al. (2009) interviewed 45 women with fistula in Malawi. 

The interviews were conducted in home settings similar to work done in West Pokot by Khisa and 

Nyamongo (2012). These reports document challenges faced by women following corrective 

surgery and discusses their needs within the broader context of ǿƻƳŜƴΩǎ health. The two studies 

report long-term emotional, psychological, social and economic challenges: unfortunately, these 

issues have received less attention, particularly in Africa (Yeakey et al. 2009; Khisa and Nyamongo 

2012). The study recommendations targeted community outreach programmes to include a 

broader range of outcomes of women living with fistula and not merely fistula closure. They chose 

to work in an arid region where other extraneous variables such as nomadic lifestyle, water 

scarcity and illiteracy among the endogenous people are a big problem, but the study went silent 

on these pertinent issues (Khisa and Nyamongo, 2012).   
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In neighbouring Ethiopia, similar findings have been reported by Browning et al. (2007). In this 

study, 51 women with fistulas in the north of Ethiopia were screened for mental health issues 

before and after surgery. Browning noted that before surgery all women had signs of mental 

dysfunction, but two weeks after fistula surgery only 36% still had signs of mental distress. 

Although some women continued to exhibit signs and symptoms of mental illness despite having 

gained continence, the study did not seem to follow up the women for more than two weeks. 

Long-term follow up would have reported other community/family issues that negate/facilitate 

the psychosocial well-being of these women.  In addition, it would be expected that the study 

would further explore the experiences of women for a longer period, especially those whose 

symptoms persisted: instead the researchers missed the opportunity because the study design 

had no provisions to do so.  

 

Other observations, by Turan et al. (2014), describe the impact of group psychological therapy 

(GPT) on the mental health of obstetric fistula patients.  The findings were encouraging, whereby 

the severity of mental illness significantly reduced after surgery. The proportion of women with a 

depression score of 4 and above reduced by half i.e. from 71.7% to 43.4%, and women with score 

of less than 4 increased from 28.3 to 56.6 percent (Turan et al.,  2014). Also, after surgery, suicidal 

ideation reduced as follows: severe (from 15.0 to 0%), moderate (from 16.7 to 5.0%) and mild 

(from 25.0 to 21.7%). In the same group of women, there was an increase of suicidal ideation 

(from 43.3 to 73.3%).  Women who reported low self-esteem before group psychotherapy 

reported an improvement from 65.0% to 18.3% after therapy: the women also reported a 

reduction in suicidal ideation. In part, this may be an indication of positive psychosocial changes 

that follow successful fistula surgery where group therapy is implemented as part of fistula care. 

Such reports are upheld even though the inclusion criterion was not uniform because women 

were interviewed before surgery while other was interviewed after surgery, bringing to light the 

limitations in the reliability of findings. It is important to note that not all women in this study 

regained their pre-fistula period, which may imply that there are other pending/unresolved issues 

beside psychotherapy yet they did not form an objective for study. The unresolved/unexplored 

issues have a significant contribution in the quality of life for women even after fistula heals 

(Mohammad, 2007). 

 

The psychosocial effects of women living with fistula transcend culture and geographical barriers. 

In most cases, women share similar experiences, as targeted interventions seem to be slow or 

elusive; this raises the need for legislation and community engagement in in Africa. Despite the 
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methodological challenges in reviewed narratives, observations in this section highlight the 

importance of mainstreaming mental health care within fistula programs, as suggested by others 

(Browning et al., 2007; Turan et al., 2014).  

 

 Quality of Life Following Successful Fistula Surgery 2.6.9:

The quality of life in a cohort of Nigerian women shows remarkable outcomes after surgery. 

Quality of life was assessed using the WHO Quality of Life tool (WHOQOL), (World Health 

Forum, 1996).   Before surgery, only 20% of women felt satisfied with the quality of their life; this 

increased to 90% after surgery (Umoiyoho et al., 2011). However, the study does not present the 

characteristics of the 20% of women who felt satisfied with their pre-fistula life even before 

surgery was done. 

 

 Similar findings were reported in Ethiopia where surgery improved quality of life among women 

with fistula. Others observed that successful surgeries improve the quality of life and facilitate 

social reintegration to levels comparable to the pre-fistula period (Nielsen et al., 2009). These may 

imply that successful surgery is directly associated with significant reduction on stress related 

illnesses, inversely improving the quality of ǿƻƳŜƴΩǎ lives. Although this was commendable work, 

the study fails to describe the variables and methods used in the assessment of the pre-fistula 

period, making it difficult for the reader to visualise the pre and post-operative characteristics. In 

an attempt to better understand lived experiences before fistula occurred, the current study was 

designed in such a way that women had an opportunity to describe their pre-fistula and post-

operative experiences. 

 

 Social Reintegration and Regaining Self-esteem 2.6.10:

After successful surgery, it is conceivable that women would be reintegrated into society without 

any problems. Surprisingly, their full reintegration was not guaranteed instead, it was dependent 

on their physical and economic status exhibited in the pre-fistula period (Mehmood et al., 2009: 

Donnelly et al., 2015). In a Tanzanian study, the ability for women to return to work and have 

family support was of paramount importance in their recovery process (Pope and Bangser, 2011). 

These three studies (Mehmood et al., 2009; Pope and Bangser, 2011; Donnelly et al., 2015) 

demonstrate a growing need for understanding the needs of this group of women.  

 

In their mixed method study, Mselle et al. (2012) explored ǿƻƳŜƴΩǎ expectations, worries, and 

hopes related to returning to their family and community after fistula repair. A total of 151 
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women were recruited for a quantitative component of the study; out of these, only eight (5%) 

participated in the qualitative component which was done after surgery and at one time point. 

The findings indicate that women were concerned about where they could live, being un-

accepted by their husbands and in-laws. Although many women in the quantitative study 

expected to go home and stay with their husband, more than half 51.3% (78/151) felt that their 

husband would not accept them regardless of their being fully recovered. Reasons for the fear 

were not fully explored, presenting an opportunity for further research. More than half 9/16 of 

the women wished to live with their parents because they felt that they would be accepted by 

their families, but reasons for this preference were not extensively explored. All women hoped to 

have children in the future, although some expressed fear of inability to have children later on in 

life. Despite these fears, women expressed hope in regaining their full pre-fistula economic and 

social status.  

 

In 2003, UNFPA and Engender health described the minimum components for rehabilitation and 

reintegration programmes. They include: counselling, education, life skills training and support 

services (both financially and socially) for restoration of dignity in these women. It is in this regard 

that studies in Ethiopia were initiated to help health care providers and communities understand 

challenges women endure even after fistula is successfully closed. The country reports show that 

social reintegration in Ethiopia is slow; it is taken for granted, yet women urgently need assistance 

in participating in simple social activities such as travelling by bus and reconnecting with 

community and friends (Browning et al., 2008). Although the reasons for laxity in instituting 

reintegration programs are not documented, the study by Browning et al. (2008) was among the 

first evidence in the region addressing issues affecting women with fistula. 

  

A systematic literature review of 10 qualitative studies relating to rehabilitation and lived 

experiences of women with fistula in sub-Saharan Africa (Lombard et al., 2015), demonstrated 

that women focused their discussions on the importance of their social functions/roles. Women 

reported that fulfilment of social roles was their most important rehabilitating factor, followed by 

counselling and health education. Because the review was restricted to only African studies, 

experiences from Asia and other regions were omitted, leaving out crucial information that could 

inform future programmes.  

 

In recent years, there has been increased focus and interest in reintegration of fistula patients in 

East Africa and indeed in sub-Saharan Africa as evidenced by the number of studies being 
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published on this subject (Donnelly et al., 2015: Wilson et al., 2015: Khisa et al., 2016: Lavender et 

al., 2016: Watt et al., 2015: Mselle et al., 2016: Baragaine et al., 2015). In Tanzania, the available 

latest literature points towards quantification of the psychological sequela of fistula women, 

especially after repair (Pope and Bangser, 2015: Wilson et al., 2015: Siddle, 2017). In the same 

year, Wilson et al. (2015) compared the psychosocial effects of fistula with gynaecological 

conditions; as would be expected, the findings show higher traumatic events in fistula patients 

than the comparison group, raising design issues in this study. The individualistic approach in 

addressing psychosocial issues in women with fistula is wanting. Building a block of regional 

research teams with both surgeons and social scientists would unravel the psychosocial issues 

affecting the women because each team would bring on board their unique professional 

knowledge and skills. 

 

Given that all the studies reported in the region were observational by design, it was felt that a 

randomised trial could yield other important factors in the care of the women with fistula. This 

observation prompted a short trial run on a Cognitive Behavioural Technology model (CBT), 

successful in management of other chronic diseases, with a view to incorporating it into the 

standard routine management of the fistula patients (Watt et al., 2014). The researchers further 

suggested that a randomised clinical trial will be useful to evaluate the efficacy of this 

intervention technology before its application in practice (Watt et al., 2015).  

 

In Ethiopia, there have been suggestions to create a continuum of care from the time of discharge 

coupled with regular community visits over a period, to understand and aid rehabilitation and 

reintegration of these women (Donnelly et al., 2016). The quest to have this has been 

necessitated by the fact that the women continue to suffer psychological trauma way after 

surgery (Donnelly et al., 2015: Khisa et al., 2017: Wilson et al., 2016: Pope et al., 2011). Other 

studies in West Africa agree that reintegration and rehabilitation of these women is essential 

(EngenderHealth Reports, 2003; Mwini-Nyaledzigbor et al., 2012). 

  

 The complexities surrounding mobilisation of fistula, its treatment and social reintegration of the 

women demanded a more comprehensive pragmatic approach to resolve these issues 

(Mohammad, et al., 2009: Pope et al, 2011).  
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 Gaps Identified 2.6.11:

It was clear from the literature reviewed that the uni-dimensional findings of individual studies 

may not be adequate to inform strategies for predicting successful fistula healing. Findings 

regarding predictors of fistula healing have been reported based on clinical judgement alone; the 

role of African culture in fistula healing or its influence in the quality of lives for these women 

remains unexplored. The role of behavioural and motivational theories in helping women 

achieves self-esteem and self-worth has also not been studied. In addressing these issues, a 

research method that would help validate or corroborate study findings was desired. 

 

In this regard, a mixed-method approach to the current research was preferred because 

integrating quantitative and qualitative approaches would bridge these gaps and provide a better 

understanding of the predictors of fistula healing as well as the lived experiences of the affected 

women. Mixing the methods was chosen to understand predictors of surgical fistula closure 

(social demographic, fistula characteristics, and childbirth characteristics) together with the 

complementary issues of lived experiences among fistula women.  

 

2.7: Summary 

Most of the papers reviewed described descriptive studies carried out in single settings. 

Predictors of successfulness of fistula surgery were primarily based only on clinical features, 

without any long-term follow-up. This meant that potentially meaningful outcomes, such as 

psychological impact, were not adequately explored.  Developmental and environmental theories 

relating to fistula healing and community reintegration were also not applied in the papers 

reviewed. By using single methodological approaches, cultural practices that facilitate/hinder 

fistula or healing were not revealed. Thus, evidence on rehabilitation after obstetric fistula repair 

is lacking. A holistic approach to researching the care of women pre and post fistula repair is 

essential if meaningful strategies are to be developed. 
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Chapter 3: Research Methodology 

3.1: Introduction  

The chapter has been divided in two parts. Part one presents the theoretical frameworks related 

to the different paradigms, including postpositivism/positivism, interpretivism/constructivism and 

pragmatism. The section discusses the appropriateness of each paradigm and justification of the 

pragmatic paradigm chosen. Part two of the chapter presents the mixed methods approach which 

guided the study design. This section includes the rationale for using mixed methods and details 

the decisions made regarding the methods chosen and how they have been combined. These 

descriptions lay the foundation for the next chapter, where research methods are described in 

detail.  

 

Part One: Theoretical Framework 

3.2: Overview of Theoretical Framework 

In designing a research proposal, one needs to assess the knowledge claims brought to the study. 

Also, it is important to consider the strategy of inquiry that was used, and to identify specific 

methods. Creswell (2003) states that it is fundamental that the researcher is able to identify 

either the quantitative, qualitative or mixed methods approach to inquiry. 

 

Research can be described as a systematic investigation (Burns, 1997) or inquiry, whereby data 

are collected, analysed and interpreted in some way in an effort to understand, describe, predict 

or control an educational or psychological phenomenon or to empower individuals in such 

context (Mertens, 2005).  Mertens (2005) emphasises that the exact nature of research is 

ƛƴŦƭǳŜƴŎŜŘ ōȅ ǘƘŜ ǊŜǎŜŀǊŎƘŜǊΩǎ ǘƘŜƻǊŜǘƛŎŀƭ ŦǊŀƳŜǿƻǊƪΣ ǿƘƛŎƘ ƛǎ the paradigm defined in section 

3.1.2. This idea is particularly relevant in Vesicovaginal Fistula where a gap in knowledge exists 

regarding the predictors of success of fistula closure and the impact on the lives of these women. 

 

In order to shape practice and policy about VVF care, it may be necessary to consider a variety of 

sources of information such as patient and fistula characteristics, and the context in which the 

patient experiences this condition. The latter was needed to address the lived experience of the 

patient before and after fistula repair. Thus, a combination of these approaches provided a 

deeper understanding of the fistula problem. 

 

As explained in the next section, a pragmatic framework was appropriate for this study as it 

provided an opportunity for different approaches and perspectives to address the problem of 
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Vesicovaginal Fistula; both quantitatively and at a later stage, qualitatively. Rather than having a 

theoretical philosophy, this study was guided more by personal training, practical experience and 

research questions.  

 

3.3: Research Paradigms and Debates 

tŀǊŀŘƛƎƳǎ ŀǊŜ ŘŜŦƛƴŜŘ ŀǎ ŀ ΨƭƻƻǎŜ ŎƻƭƭŜŎǘƛƻƴ ƻŦ ƭƻƎƛŎŀƭƭȅ ǊŜƭŀǘŜŘ ŀǎǎǳƳǇǘƛƻns, concepts, or 

ǇǊƻǇƻǎƛǘƛƻƴǎ ǘƘŀǘ ƻǊƛŜƴǘ ǘƘƛƴƪƛƴƎ ŀƴŘ ǊŜǎŜŀǊŎƘΩ ό.ƻƎŘŀƴ ŀƴŘ .ƛƪƭŜƴΣ мффуΣ ǇΦннύ ƻǊ ǘƘŜ 

philosophical intent or motivation for undertaking a study (Cohen and Manion, 1994). The main 

paradigms that are traditionally opposed are postpositivism/positivism and 

constructivism/interpretivism (Creswell and Plano Clark, 2007). Whilst positivism underlies 

quantitative research, interpretivism underlies qualitative research. 

 

Contrary to more recent thinking, there are still very strong advocates of each paradigm who 

believe theirs is the better way to approach research. Indeed, positivism and interpretivism still 

dominate methodological textbooks and epistemological debates in social sciences. Important 

advances have been made by feminist, postmodernist, poststructuralist, critical researchers and 

many more nuanced positions within these broad frameworks (Hughes and Sharrock, 2007: 

Teddlie and Tashakkori, 2003). 

 

According to Creswell (2003), several developments in recent years have caused a re-examination 

of positivism and interpretivism as the only paradigms citing many approaches to research. Other 

philosophical assumptions such as critical perspective, participatory perspectives and pragmatism 

are being extensively utilised today (Lincoln and Guba, 2000: Tashakkori and Teddlie, 1998). The 

situation today is less of quantitative versus qualitative and more on how research practices lie 

somewhere on a continuum between the two (Newman and Benz, 1998).  

 

Finally, the practice of research and proposal writing involves much more than just philosophical 

assumptions. Philosophical ideas must be combined with broad approaches to research strategies 

and implemented by specific procedures.  Methodology is commonly defined as an overall 

approach to research and is linked to a paradigm or theoretical framework. Methods refer to 

systematic modes, procedures or tools used for collection and analysis of data (Mackenzie and 

Knipe, 2006). Hence, a transparent framework is needed that combines the three elements of 

research: paradigm, methodology and methods.   
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 Pragmatic Paradigm 3.3.1:

Rather than positivist or interpretive paradigms, which either start or develop a theory, pragmatic 

paradigms are not committed to any system of philosophy or reality. With the research question 

ΨŎŜƴǘǊŀƭΩΣ Řŀǘŀ ŎƻƭƭŜŎǘƛƻƴ ŀƴŘ ŀƴŀƭȅǎƛǎ ƳŜǘƘƻŘǎ ŀǊŜ ŎƘƻǎŜƴ ŀǎ ǘƘƻǎŜ Ƴƻǎǘ ƭƛƪŜƭȅ ǘƻ ǇǊƻǾƛŘŜ ƛƴǎƛƎƘǘ 

into the question without philosophical loyalty to any specific paradigm (Tashakkori and Teddlie, 

2003). Pragmatism, as a paradigm, relates directly to the research as an epistemological stance. 

Thus, it directs the research efforts and serves to reassert itself to the exclusion of other 

paradigms and to articulate theories it already established (Kuhn, 1962). This removes the 

prescriptive nature of paradigms of requiring particular research methods, while excluding others. 

The pragmatic paradigm prevents constraints on intellectual curiosity and creativity and 

ƭƛƳƛǘŀǘƛƻƴǎ ƻƴ ǘƘŜ ΨǎƻŎƛƻƭƻƎƛŎŀƭ ƛƳŀƎƛƴŀǘƛƻƴΩ όCŜƛƭȊŜǊΣ нлмлύΦ ¢ƘŜǊŜ ŀǊŜ Ƴŀƴȅ ŘŜōŀǘŜǎ ǎǳǊǊounding 

paradigms and research discussing the advantages and disadvantages of quantitative versus 

qualitative research. 

 

 Post positivism/Positivism 3.3.2:

tƻǎƛǘƛǾƛǎƳ ƛǎ ŀƭǎƻ ǊŜŦŜǊǊŜŘ ǘƻ ŀǎ ΨǎŎƛŜƴǘƛŦƛŎ ƳŜǘƘƻŘΩ ƻǊ ΨŘƻƛƴƎ ǎŎƛŜƴŎŜΩ ǊŜǎŜŀǊŎƘΣ ŜƳǇƛǊƛŎŀƭ ǎŎƛŜƴŎŜ ƻǊ 

quantitative research. It is based on the rationalistic, empiricist philosophy that originated with 

Francis Bacon (Mertens, 2005, ǇΦтύΦ Lǘ ΨǊŜŦƭŜŎǘǎ ŀ ŘŜǘŜǊƳƛƴƛǎǘƛŎ ǇƘƛƭƻǎƻǇƘȅ ƛƴ ǿƘƛŎƘ ŎŀǳǎŜǎ 

ǇǊƻōŀōƭȅ ŘŜǘŜǊƳƛƴŜ ŜŦŦŜŎǘǎ ƻǊ ƻǳǘŎƻƳŜǎΩ ό/ǊŜǎǿŜƭƭΣ нллоύΦ !ǎ ǎǳŎƘΣ ǘhe problems studied by 

Positivists reflect a need to examine causes that influence outcomes. These issues are examined 

in experiments. This paradigm was dominant from 1950s to mid-1970s and held the view that 

ǘǊǳŜ ǎŎƛŜƴǘƛŦƛŎ ƪƴƻǿƭŜŘƎŜ ƛǎ ōŀǎŜŘ ƻƴ ΨǇǳǊŜ ƻōǎervationΩ. In addition, the observation is free of the 

ƛƴǘŜǊŜǎǘǎΣ ǾŀƭǳŜǎΣ ǇǳǊǇƻǎŜǎ ŀƴŘ ǇǎȅŎƘƻƭƻƎƛŎŀƭ ǎŎƘŜƳŀǘŀ ƻŦ ƛƴŘƛǾƛŘǳŀƭǎΩ όIƻǿŜΣ мфууύΦ 

 

Positivists believe that serious scientific inquiry should not search for ultimate causes derived 

from outside or some unidentifiable source rather must confine itself to the study of relationships 

that exist between facts, which are directly accessible to observation. Knowledge is based on 

exploration of natural phenomena (Crosby, 2006).  Positivists use methods that are objective 

while testing theories through generation and falsification of hypotheses in order to assemble 

facts. 

 

A criticism of the positivist paradigm is that although they claim that methods and procedures are 

done objectively, positivists forget to consider the many subjective decisions that are made 

throughout the research process, such as deciding what to study, what tests to be applied, 
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interpreting conclusions from data collected and so on. Some would argue that the concept of 

objective, value free research is a myth and not achievable in real world research (Johnson and 

Onwuegbuzie, 2004). 

 

Positivists are seen as reductionists because their intent is to reduce the ideas into small, discrete 

sets of ideas to test such as variables that constitute hypotheses and research questions. They 

believe there are laws or theories that govern the world that needs to be tested or verified and 

refined so that we can understand the world. Thus, in a scientific method, the accepted approach 

would be that the individual starts with a theory, collects data that either supports or refutes the 

theory and then makes necessary revisions before additional test are conducted.  

 

Lƴ ŎƻƴǘǊŀǎǘ ǘƻ ǇƻǎƛǘƛǾƛǎƳΣ hΩ[ŜŀǊȅ (2004) provides a definition of postpositivism which, to some 

extent, aligns with ideas from the constructivist paradigm. Postpositivists see the world as 

ambiguous, variable and multiple in realities; what might be the truth for one person or cultural 

grouǇ Ƴŀȅ ƴƻǘ ōŜ ǘƘŜ ΨǘǊǳǘƘ ŦƻǊ ŀƴƻǘƘŜǊΩΦ ¢Ƙƛǎ ǎǳƎƎŜǎǘǎ ǘƘŀǘ ǇƻǎǘǇƻǎƛǘƛǾƛǎƳ ƛǎ ƛƴǘǳƛǘƛǾŜ ŀƴŘ ƘƻƭƛǎǘƛŎΣ 

inductive and exploratory with findings that incorporate qualitative inquiry; this contradicts the 

definition of Mertens (2005). This research methodology is commonly aligned with quantitative 

methods of data collection but does acknowledge the benefits of qualitative research. 

 

tƻǎǘǇƻǎƛǘƛǾƛǎǘǎΣ ƭƛƪŜ ǇƻǎƛǘƛǾƛǎǘǎ ŀƛƳ ǘƻ ǘŜǎǘ ŀ ǘƘŜƻǊȅ όhΩ[ŜŀǊȅΣ нллпύ ōǳǘ ŎƘŀƭƭŜƴƎŜ ǘƘŜ ǘǊŀŘƛǘƛƻƴŀƭ 

notion of absolute truth of knowledge (Phillips and Burbules, 2000), recognising that we cannot 

be absolutely sure of claims of knowledge when studying the behaviour and actions of humans.  

 

 The Interpretivist/Constructivist Paradigm 3.3.3:

¢Ƙƛǎ ŀǇǇǊƻŀŎƘ ŜǾƻƭǾŜŘ ŦǊƻƳ ǘƘŜ ǳƴŘŜǊǇƛƴƴƛƴƎ ǇƘƛƭƻǎƻǇƘȅ ƻŦ 9ŘƳǳƴŘ IǳǎǎŜǊƭΩǎ ǇƘŜƴƻƳŜƴƻƭƻƎȅΣ 

ŀƴŘ ²ƛƭƘŜƭƳ 5ƛƭǘƘŜȅΩǎ ŀƴŘ ƻǘƘŜǊ DŜǊƳŀƴ ǇƘƛƭƻǎƻǇƘŜǊǎΩ ǎǘǳŘȅ ƻŦ ƛƴǘŜǊǇǊŜǘƛǾŜ ǳƴŘŜǊǎǘŀƴŘƛƴg called 

hermeneutics (Mertens, 2005,). ¢ƘŜƛǊ ƛƴǘŜƴǘƛƻƴ ǿŀǎ ǘƻ ǳƴŘŜǊǎǘŀƴŘ ΨǘƘŜ ǿƻǊƭŘ ƻŦ ƘǳƳŀƴ 

ŜȄǇŜǊƛŜƴŎŜΩ ό/ƻƘŜƴ ŀƴŘ aŀƴƛƻƴΣ мффпύ ǎǳƎƎŜǎǘƛƴƎ ǘƘŀǘ ΨǊŜŀƭƛǘȅ ƛǎ ǎƻŎƛŀƭƭȅ ŎƻƴǎǘǊǳŎǘŜŘΩ όaŜǊǘŜƴǎΣ 

2005,). 

 

Researchers aligned to this paradigm place value and relȅ ǳǇƻƴ ǘƘŜ ΨǇŀǊǘƛŎƛǇŀƴǘǎΩ ƻǿƴ ǾƛŜǿǎ 

(Creswell, 2003,). Generally, they do not start with a theory; rather they generate or inductively 

develop a theory or pattern of meanings throughout the research process (Creswell, 2003, p.9). 

They utilise qualitative data collection methods and analysis, or mixed methods approach, where 
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quantitative data is utilised to support or expand upon qualitative data and effectively deepen the 

description. Constructivists believe meanings are varied and multiple and hence cannot be 

assigned into just a few categories or ideas. For the researcher to allow the participant to 

construct a meaning of the situation they live in and how they interact with other persons, the 

questions must be broad and general or more open-ended to allow participants to express their 

views.  

 

These subjective meanings must be negotiated socially and historically i.e. they are not imprinted 

on a person but are formed through interaction with others and through cultural norms that 

ƻǇŜǊŀǘŜ ƛƴ ŀ ǇŜǊǎƻƴΩǎ ƭƛŦŜ (Creswell, 2003). Using this paradigm, the researcher is able to 

appreciate that their own background shapes their interpretation; hence they align themselves in 

the research with the intention of making sense of or interpret the meanings others have about 

ǘƘŜ ǿƻǊƭŘΦ ¢Ƙƛǎ ǾƛŜǿ Ƙŀǎ ƴƻǘ ōŜŜƴ ǿƛǘƘƻǳǘ ŎǊƛǘƛŎƛǎƳǎΦ Lǘ ƛǎ ǘƘƻǳƎƘǘ ǘƘŀǘ ǊŀǘƘŜǊ ǘƘŀƴ ōŜƛƴƎ ΨƳǳƭǘƛǇƭŜ 

ǊŜŀƭƛǘƛŜǎΩ ƛǘ ƛǎ ōŜǘǘŜǊ ǘƻ ǎŀȅ ƳǳƭǘƛǇƭŜ ǇŜǊǎǇŜŎǘƛǾŜǎ ƻǊ ƻǇƛƴƛƻƴǎ ƻǊ ōŜƭƛŜŦǎ ό/ǊŜǎǿŜƭƭΣ 2007: Robson, 

2011), hence they should be considered as subjective realities. Considering the foregoing 

criticisms, quality, rigour and relevance in qualitative research have been crucial so as to avoid 

potential biases inherent in this paradigm. 

 

 As a result of this divergence of views, the pragmatic paradigm and mixed methods research have 

become alternative compromises of these two opposing paradigms; views that are shared by 

writers like Howe (1988) and Holmes (1994). According to Creswell (2003), pragmatism provides a 

basis for the following knowledge claims: 

 

a) Pragmatism is not committed to any one system of philosophy and reality. They draw from 

inquiries from both quantitative and qualitative liberally hence its application to mixed 

methods. 

b) Researchers have freedom to choose the methods, techniques, and procedures that best 

meet their needs and purposes. 

c) Like mixed methods they look at many approaches rather than subscribing to one particular 

method. 

d) Truth is what matters at the time. Mixed method researchers use both quantitative and 

qualitative data to provide the best understanding of the research problem. 

e) ¢ƘŜȅ ƭƻƻƪ ŀǘ ΨǿƘŀǘΩ ŀƴŘ ΨƘƻǿΩ ǘƻ ǊŜǎŜŀǊŎƘ. There is need to establish a purpose for the 

ΨƳƛȄƛƴƎΩ ƛƴ ǘƘŜ ŦƛǊǎǘ ǇƭŀŎŜΦ 
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f) Finally, they agree that research always occurs in social, political and other contexts. This 

way, mixed methods studies are reflexive of social justice and political aims. Pragmatism 

opens the door to mixed methods researchers to use multiple methods, different world 

views and different assumptions as well as to different forms of data collection and analysis 

in the mixed methods. 

 

Despite all this, pragmatists do appreciate the strengths and weaknesses of these two major 

paradigms. In 2004, Johnson and Onwuegbuzie summarised them as follows: 

 

Postpositivists/positivist methods have strengths that include: 

i) Numeric data which is precise 

ii) One can study large numbers 

iii) Involves testing & validating theories and hypothesis 

iv) Elimination of confounding variable to show cause & effect 

v) Enable quantitative predictions 

vi) Research findings independent of researcher 

vii) Generalisation of findings which are credible with political and financial powers 

Associated weaknesses may include the fact that knowledge gained may be abstract without 

applicability; and the theories and categorisation applied may not reflect understanding and 

experience. 

 

The strengths of the interpretative approach include the idea that Řŀǘŀ ƛǎ ōŀǎŜŘ ƻƴ ǇŀǊǘƛŎƛǇŀƴǘǎΩ 

categories of meanings; therefore is important in studying phenomena in depth. Also, the 

researcher can identify contextual factors and respond as the study progresses. Thus this 

approach is responsive to local situations, conditions and needs; findings can provide rich 

understanding of personal perspectives in context. 

 

The interpretivist approach also has weaknesses. It is difficult to generalise the knowledge gained, 

and to make quantitative predictions. The findings of interpretivist research are more prone to 

researcher bias and not easily applicable when testing theories and hypotheses. In fact, some 

administrators and commissioners find the results less credible. In order to avoid confusion 

created when authors use different terms to discuss paradigms, a summary table (Table 3.I) was 

created (Mackenzie and Knipe, 2006, p.5). 
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Table 3.1: Paradigms: Language Commonly Associated with Major Research Paradigm 

Positivist/Postpositivist Interpretivist/  
Constructivist 

Transformative Pragmatism 

Experimental 
Quasi-experimental 
Correlation 
Reductionism 
Theory verification 
Causal 
Comparative 
Determination 
Normative 

Naturalistic 
Phenomenological 
Hermeneutic 
Interpretivist 
Ethnographic 
Multiple participant 
meanings 
Social and historical 
construction 
Theory generation 
Symbolic interaction 
 

Critical theory 
Neo-Marxist 
Feminist 
Critical Race 
Theory 
Freirean 
Participatory 
Emancipatory 
Advocacy 
Grand Narrative 
Empowerment 
Issue oriented 
Change-oriented 
Interventionist 
Queer theory 
Race specific 
Political 

Consequences 
of actions 
Problem-
centred 
Pluralistic 
Real-world 
practice 
oriented 
Mixed methods 

Adapted from Mertens, p7, (2005) and Creswell(2003) 

 

In research, paradigms must be matched with the right methods for the study to draw or measure 

the effects correctly. For example, Positivist/Postpositivist paradigms tend to predominantly use 

quantitative approaches and the data collection tools may include experiments, quasi-

experiments, tests, scales etc. Interpretivist paradigms use predominantly qualitative approaches 

and the data collection tools would include interviews, observations, document reviews and visual 

data analysis. Pragmatic paradigms, however, may employ quantitative and/or qualitative 

approaches with methods being matched to the specific questions and purpose of the research. 

Here, tools can be drawn from both positivist and interpretivist paradigms. It may be possible 

then, for a researcher to utilise any and all paradigms as described in the following section. Given 

the need to be question-focussed, the pragmatic paradigm informed the methodology for this 

study. 

 

Part Two 

Part two of the chapter concentrates on the mixed methods approach, chosen as the most 

appropriate for this research.  

 

3.4: Mixed Methods Design 

Mixed methods research highlights the practical relevance of philosophical pragmatism to 

research methodology, in particular, but not exclusively to mixed method research (Feilzer, 2010). 
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The majority of researchers seem to agree that mixed methods research is an approach that must 

include both quantitative and qualitative designs (Grafton, 2011). However, many inconsistencies 

and disagreements seem to originate related to consideration of how these two components are 

related.  Discussions have focussed on whether these components reflect quantitative and 

qualitative data collection and analysis techniques and/or quantitative and qualitative approaches 

to research methodologies (Denscombe, 2008: Tashakkori and Creswell, 2007). Other areas of 

contention have been at what stage of the study the components should be mixed, in which order 

they should be mixed and where the focus should lay. Researchers like Howe (Tashakkori and 

¢ŜŘŘƭƛŜΣ нллоύ ǇǊŜǎŜƴǘŜŘ ŀ ΨŎƻƳǇŀǘƛōƛƭƛǘȅ ǘƘŜǎƛǎΩ ǘƘŀǘ ƛƭƭǳǎǘǊŀǘŜǎ Ƙƻǿ ǉǳŀƴǘƛǘŀǘƛǾŜ ŀƴŘ ǉǳŀƭƛǘŀǘƛǾŜ 

methods are compatible. However, it should be noted that the exact definition of mixed methods 

is stiƭƭ ΨŜƭǳǎƛǾŜΩ όDǳōŀΣ мффлύΦ 

 

Work by Creswell and Plano Clark (2011ύ ŘŜǎŎǊƛōŜŘ ǘƘŜ ƳƛȄŜŘ ƳŜǘƘƻŘǎ ŀǇǇǊƻŀŎƘ ŀǎ Ψŀƴ ƛƴǘǳƛǘƛǾŜ 

ǿŀȅ ƻŦ ŘƻƛƴƎ ǊŜǎŜŀǊŎƘΩΦ Other findings by Feilzer (2010) add that mixed methods is a practical 

approach that draws on both the strengths of both qualitative and quantitative methods to 

answer fully the research questions. Similar arguments were discussed by Morgan (1998). 

 

Creswell and Plano Clark (2011) recommended a definition of mixed methods research that 

combines methods, philosophy, and research design, orientation with the following core 

characteristics: 

a) Collects and analyses persuasively and rigorously both qualitative and quantitative data 

(based on research question). 

b) Mixes (or integrates or links) the two forms of data concurrently by combining them (or 

merging them), sequentially by having one build on the other or embedding one within the 

other. 

c) Gives priority to one or both forms of data (in terms of what the research emphasises). 

d) Uses these procedures in a single study or in multiple phases of a program of study. 

e) Frames these procedures within philosophical worldviews and theoretical lenses.  

f) Combines the procedures into specific research designs that direct the plan for conducting 

the study. 

¢ƘŜ ŎƻƴŎŜǇǘ ƻŦ ƳŜǘƘƻŘǎ ΨǘǊƛŀƴƎǳƭŀǘƛƻƴΩ ǎŜŜƳǎ ǘƻ ƘŀǾŜ ŜƳŀƴŀǘŜŘ ǿƛǘƘ /ŀƳǇōŜƭƭ ŀƴŘ CƛǎƪŜ όмфрфύΣ 

who proposed the use of more than one research method. This stand was seen as part of the 

validation strategy to ensure the explained variance is not an artefact of the research method, but 

a result of the underlying phenomenon (Grafton, 2011).  Feilzer (2010) notes that some mixed 
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methods researchers are still struggling with the true integration in the sense of looking at 

phenomena for different perspectives and providing an enriched understanding.  This is 

supported by Bryman (2007) who stated that researchers continue to describe quantitative and 

qualitative elements independently of each other. 

 

 Rationale for Use of Mixed Methods 3.4.1:

Use of mixed methods adds time, complexity of data collection, analysis and writing, and requires 

knowledge of more than one method of research (Bronstein and Kovacs, 2013). However, mixed 

methods are useful when either quantitative or qualitative methods alone are inadequate for the 

complexity of the research question and topic (Creswell, 2009). Mixed methods also allow 

utilisation of the strength of both paradigms while minimising the weakness of both methods. 

Furthermore they have the ability to strengthen one method to enhance the performance of the 

other (Creswell and Plano Clark, 2009). 

 

Rationale for mixing methods has been well outlined. Padgett (2008) classifies the reasons for 

mixing methods into triangulation, complementarity and expansion. 

1. Triangulation: comparisons for corroboration or seeks convergence and 

corroboration of results using different methods and designs (Greene,1998) 

2. Complementarity: qualitative and quantitative sub studies represent different pieces 

of puzzle or seek elaboration, enhancement, illustration and clarification of results of 

one method with another (Greene, 1998). 

3. Expansion: broader theoretical understanding can come from juxtaposing these two 

perspectives or expand the breadth and range of research by using different methods 

for different inquiry component (Greene, 1998). 

 

In the same year, Greene (1998) added two other purposes of mixed methods  

as follows: 

4. Development: seeks to use the findings of one method to help inform the other 

method. 

5. Initiation: aims to discover paradoxes and contradictions that was lead to the 

research question being reframed and potentially further research. 

 

For the purpose of this study, the mixed method approach chosen was complementarity. This 

ŀǇǇǊƻŀŎƘ ŀǇǇŜŀǊǎ ǘƻ ōŜ ǘƘŜ ΨōŜǎǘ ŦƛǘΩ ǿƛǘƘ ǘƘŜ ŀƛƳǎ ŀƴŘ objectives for the proposed research.  
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Complementarity uses the results from the qualitative component to illustrate and enhance the 

quantitative results. For example, this study conducted in-depth interviews among fistula 

patients. The interviews focused on the lived experiences of fistula patients. This approach may 

highlight the difficulties of living with the fistula problem in low social economic settings.  

 

 When and How to Mix 3.4.2:

According to Padgett (2008), when and how to mix should be considered as a continuum and 

weight should be assigned depending on which method is dominant, as follows: 

i) Sequential studies indicating which method is dominant (in capitals); QUAL to quan, qual 

to QUAN, QUAN to qual Quan to QUAL 

ii) Sequential but of equal dominance; QUAL to QUAN, QUAN to QUAL 

iii) /ƻƴŎǳǊǊŜƴǘ ƻǊ ΨbŜǎǘŜŘΩ; QUAL+ quan, QUAN + qual 

iv) /ƻƴŎǳǊǊŜƴǘ ΨŦǳƭƭȅ ƛƴǘŜƎǊŀǘŜŘΩ; QUAL+ QUAN 

When utilising the mixed methods approach, a researcher needs to consider key factors such as 

paradigms, time ordering and where mixing was actually to occur.  Although the researcher is free 

to develop user specific alternatives, flexibility of mixed methods research is known for facilitating 

a number of approaches (Creswell, 2003: Robson, 2011). This includes: 

 

a) Sequential explanatory; involves collection and analysis of quantitative data followed by 

qualitative data, where priority is given to the quantitative and the qualitative serves to 

explain quantitative findings. 

b) Sequential exploratory design; involves an initial qualitative phase of data collection and 

analysis followed by quantitative. Findings are integrated during interpretation but 

priority is given to qualitative as the purpose of this study is exploring the phenomenon. 

c) Concurrent triangulation design; where the quantitative and qualitative methods are used 

separately and concurrently and results are compared to assess convergence. 

d) Concurrent nested design; where a secondary method is embedded within a study with 

one primary method, which may be either quantitative or qualitative. 

e) Sequential transformative design; either quantitative or qualitative method may be 

conducted first and take priority. This approach is guided by the theoretical perspective 

and the results are integrated during interpretation. 

 

This study was based on a sequential explanatory design. The results of quantitative 

component such as duration of leakage of urine, duration before seeking treatment, 
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divorce/separation and poor education, can only be fully described once you have understood 

the perspectives and experiences of these women. Unfortunately very few qualitative studies 

have been conducted in this field, as described in the literature review section in chapter two. 

 

 Cohort Studies 3.4.3:

Cohort studies are best used to determine incidence and natural history of a condition. They can 

be prospective or retrospective. A key characteristic of cohort studies is that at the starting point 

of the study the participants are identified and their exposure to a risk factor is assessed (Euser, 

2009). In prospective studies, a group is chosen, i.e. those whose fistula has not closed. The 

researcher measures a variety of variables that might be relevant to the development of the 

condition. Over a period of time, the same people in the sample are observed to see whether they 

develop the outcome of interest. In this study, the sample of women with VVF were recruited and 

treated. After which, they were observed to see whether their fistula closed or not. Various 

variables or characteristics were measured at different time points. These were then correlated 

with the outcome of interest (fistula closure). Those whose fistulas failed to close were used as 

internal controls. 

 

This approach is unlike retrospective studies where data already collected for other purposes is 

used. The cohort is followed up retrospectively, with the same methodology. 

The advantages of cohort studies are that they enable observation of potential causes which may 

be unethical or impractical if assessed as part of a randomised controlled trial. They measure 

potentiŀƭ ŎŀǳǎŜǎ ōŜŦƻǊŜ ƻǳǘŎƻƳŜ Ƙŀǎ ƻŎŎǳǊǊŜŘΣ ŀƴŘ ƘŜƴŎŜ ŘŜƳƻƴǎǘǊŀǘŜ ǘƘŀǘ ǘƘŜǎŜ ΨŎŀǳǎŜǎΩ 

preceded the outcome. This helps avoid the debate as to which is cause and which is effect. 

 

Another advantage is that a single study can examine various outcome variables unlike a case 

control study, which assess only one outcome variable. Cohorts permit calculation of the effect of 

each variable on the probability of developing the outcome of interest (relative risk) except where 

a certain outcome is rare, when prospective cohorts are inefficient (Mann, 2003: Euser, 2009). 

Prospective and retrospective studies have higher efficiency and accuracy as their respective 

advantages (Euser, 2009). 

 

There is also a possibility to study multiple exposures and multiple outcomes in one cohort. 

Besides, the combined effect of multiple exposures on disease risk can be determined e.g. the 

effect of duration of labour and sex of the infant on severity of VVF lesion. Cohort studies are 
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considered a relatively easy way to pick up associations between many exposures and outcomes. 

This way several etiological hypotheses can be generated which could be tested using 

confirmatory studies such as RCTs (Rothman, 2008). Also, cohort studies have broader inclusion 

criteria and less exclusion criteria compared to an RCT, often making the results more 

generalisable to clinical practice. 

 

There are also a number of disadvantages with cohort studies. Large samples are often required 

as the efficiency of prospective studies increases with the increase in incidence of any particular 

outcome; this is important when it comes to studying rare conditions. Prospective studies are 

prone to loss of participants to follow-up. Confounding factors are factors likely to affect outcome 

which are not under investigation or control, e.g. the skill level of the surgeon and technique of 

repair, route of repair can affect closure of a fistula. A prospective randomised control study can 

eliminate the possibility of confounding (assignment of the type of exposure is by chance hence 

cofounding is equally present in both groups). Confounding makes it difficult for cohort studies to 

establish causal effects. 

 

Cohort studies also suffer from bias, especially selection bias and recall bias.   The latter occurs 

when people with the outcome of interest are more likely to remember certain antecedents, or 

exaggerate, or minimise what they now consider to be risk factors especially in retrospective 

designs. Biases can occur in any study. Selection bias may occur at the Kenyatta site: as it is a 

teaching and referral hospital, this hospital is more likely to receive cases that have been repaired 

many times before and have failed (referral bias). Selection bias may also be introduced in a 

cohort study by low response if this non-response is selective i.e. different in those people that 

have the exposure and an increased risk of developing the disease. Comparable bias can also be 

introduced in cohort studies, usually not at inclusion but with loss- to follow-up which is hardly 

ever completely random.  This may happen if there is failure to show up because women stopped 

leaking urine, are too busy or too ill; hence disease status cannot be measured.  

 

When there is a selective difference between index and reference group in the follow up, the 

results are likely to be biased. Biases reflect the potential that the sample may not be 

representative of the population. Fortunately, in this study, this selection bias was minimised by 

the high percentage of participation and close follow-up. 

 



  

78 

 

 Prospective Versus Retrospective Designs 3.4.4:

These are two main types of cohort studies. Prospective designs are where exposure is assessed 

at baseline and the study follows the participants through time to study the development of 

disease or mortality. In this study, patients diagnosed with VVF were operated and followed to 

see whether the fistula closed or not. In a retrospective study design, the researcher starts the 

study at the time follow-up has already been completed. Retrospectively, eligible participants are 

identified, a cohort is constituted and exposures are assessed at baseline. This is cheaper and 

faster than a prospective study. In an attempt to avoid confusion in hierarchy of the designs 

(prospective being higher than retrospective), any follow-up study has been considered 

prospective by some epidemiologists (Vandenbroucke, 1991). However, it is stated that rather 

than label a study as retrospective or prospective, the researcher should give an explanation of 

what exactly has been done in the abstract and method section. 

 

The main strength of a prospective cohort study is the accuracy of the data collection with regard 

to exposures, confounders, and endpoints. This is realised at the cost of an inevitable loss of 

efficiency, for this design is both expensive and time-consuming due to a usually long follow-up 

period (Euser, 2009). In contrast, retrospective designs are very time-efficient and elegant way of 

answering new questions with existing data. However, one must work with what has been 

measured in the past, often for another purpose, than the one under investigation (Euser, 2009).  

 

 Cross-sectional Study Designs 3.4.5:

In these designs, all measurements on each participant are made at one point in time (Mann, 

2003). They are very good at determining prevalence of a disease or condition i.e. the number of 

cases in a population at a given point in time. Knowing prevalence influences the likelihood of any 

diagnosis and the predictive value of any investigation. 

 

This design cannot be used to infer causation.  Participants can be assessed to determine whether 

they were exposed to the relevant agent and whether they have the outcome of interest.  

However, this design cannot differentiate cause and effect from simple associations, and is prone 

to confounding (Mann, 2003). 

 

The advantage of this design is that participants are deliberately exposed, treated, or not treated 

hence there are fewer ethical difficulties. They may be less expensive since the data are collected 

only once and in one group and multiple outcomes can be studied. This is commonly used in 
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market research and census. It was not applicable to this study, since the researcher measured 

multiple variables and outcomes at different time points. 

 

 Case-control Design 3.4.6:

Case-control designs are usually retrospective. Participants with the outcome of interest are 

matched with a control group who do not have (Mann, 2003). In rare conditions, it is the most 

feasible design. It is more cost efficient than cohort or cross-sectional studies as the cases are 

deliberately chosen since they have the disease. They can determine the relative importance of a 

predictor variable in relation to the presence or absence of the disease in terms of an odds ratio, 

which usually approximates to the relative risk when the condition is rare (Mann, 2003). Case-

control designs are also affected by confounding (Mann, 2003). The choice of controls is very 

important in case control studies, when this is done properly, it helps minimise confounding 

factors. It was not applicable to this study because the outcome was not known at the start of the 

study.  

 

 RCT Randomised Controlled Trials 3.4.7:

The Randomised controlled trials (RCT) are study designs where participants are randomly 

assigned to one of two groups: for instance, one study arm may be allocated a new drug under 

study (the experimental group). This means that participants will receive the intervention that is 

being tested, and the other arm being the (the comparison group or control) group; meaning the 

participants will be receiving an alternative (conventional) treatment. After allotment, follow up is 

done for both groups to see if there are any differences in outcomes. In part, this explains why 

RCTs are currently the most rigorous study designs in determining cause-effect relationships 

between treatments and or outcomes. Over time, health services research has been associated 

with potential errors that are considered as; bias, confounding, and chance. A bias is said to be a 

deviation of results from the norm, this may occur either due to systematic error in the research 

methodology or in selection of study participants.   

 

The main features in RCT designs include: random allocation of treatments, double blinding and 

the fact that participant outcomes are analysed within the study group; regardless of the 

outcomes. Usually, the analysis focuses on the differences between predetermined outcomes 

between intervention groups. Although RCTS are powerful tools in various assessments, their 

wider use is limited by its ethical and practical concerns particularly in biomedical research.  For 
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instance, an RCT may be ethically sound, but it may present challenges in recruitment of study 

participants; thereby rendering the design infeasible. 

 

Besides, RCT studies require preliminary findings which guide sample size calculation; meaning 

that the cost of conducting RCTs may be high compared to other designs. That notwithstanding, 

new health care interventions should be evaluated using RCTs because of its emphasis on 

scientific communication, methodological rigour and unbiased outcomes. These key attributes put 

RCT ahead of other designs in health research. 

 

However, prospective studies are prone to loss of participants to follow-up (Mann, 2003); this 

would seem especially applicable when patients have a long follow up period, as seen in this 

study. Confounding factors are also likely to affect outcomes (Mann, 2003); usually such factors 

are ƴƻǘ ǳƴŘŜǊ ƛƴǾŜǎǘƛƎŀǘƛƻƴ ƻǊ ǳƴŘŜǊ ǊŜǎŜŀǊŎƘŜǊΩǎ ŎƻƴǘǊƻƭΦ ¢ƘŜȅ ƛƴŎƭǳŘŜΥ ǎƪƛƭƭ ƭŜǾŜƭ ƻŦ ǘƘŜ ǎǳǊƎŜƻƴΣ 

technique of fistula repair, route of repair and fistula closure. A prospective randomised 

controlled study can eliminate the possibility of confounding variables (assignment of the type of 

exposure is by chance hence cofounding is equally present in both groups). However, this concept 

was difficult to apply in this study since all fistula women have the same desire; alleviating the 

pain and suffering takes precedence over confounders. This makes it difficult to execute 

randomised cohort studies to help establish causal effects, particularly in fistula patients. Ethically 

it would also be difficult to conduct an RCT; to allocate some women to repair and others not 

would cause significant distress to participants. Also, the researcher in this study was conducting 

the surgeries himself and documenting intra-operative and post-operative procedures. For these 

ǊŜŀǎƻƴǎΣ ǘƘƛǎ ǎƛƴƎƭŜ ǎǳǊƎŜƻƴΩǎ ŜȄǇŜǊƛŜƴŎŜ ǊŜƴŘŜǊŜŘ ǊŀƴŘƻƳƛǎed controlled design inappropriate in 

this particular study. 

 

 Qualitative Designs 3.4.8:

¢Ƙƛǎ ǎŜŎǘƛƻƴ ǇǊŜǎŜƴǘǎ ŀƴ ƻǾŜǊǾƛŜǿ ƻŦ ǉǳŀƭƛǘŀǘƛǾŜ ǊŜǎŜŀǊŎƘ ŀƴŘ ǇǊƻǾƛŘŜǎ ǘƘŜ ŎƻƴǘŜȄǘ ǘƻ ǘƘŜ ŀǳǘƘƻǊΩǎ 

decision to choose in-depth interviews informed by an interpretative hermeneutic 

phenomenological approach. 

 

Review of the literature by Creswell (2009) and Johnson and Onwuegbuzie (2004) demonstrates 

that qualitative research utilises: smaller number of respondents, induction, exploration, 

discovery, meaning, interpretation, words and themes, and reflexivity to answer the research 

question. Other researchers (e.g. Holloway, 2005) explain that qualitative research provides a 
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means of exploring the emotions, perceptions, views and experiences of a person experiencing a 

phenomenon. Ordinarily, this design is individual-centered and may provide an in-depth 

understanding of a behaviour that has not been experienced before. In a rejoinder, Ring et al. 

(2011) agrees that this investigative approach is best suited in healthcare settings, where patient-

centered care is of paramount importance. 

 

Authors point out the fact that qualitative methods can be as rigorous as quantitative methods 

(Creswell, 2009). Furthermore, within certain paradigms, such as pragmatism, there is an 

acknowledgment that complex phenomena, such as the lived experiences of women living with 

fistula, are unlikely to bring forth desired outcomes by using quantitative research alone (Thomas, 

2003).  

 

In choosing the method of data collection, the researcher considers the chosen approach to 

research design. Methods such as focus group discussions and in-depth interviews generate 

textual data as opposed to statistical data. Such data emanates from participant and the 

researcher interactions; which in most cases occurs at congruent levels. A review of literature by 

Avis (2005) indicates that during data collection, the researcher frequently reflects on their own 

ƛƴŦƭǳŜƴŎŜ ƻƴ Řŀǘŀ ŎƻƭƭŜŎǘƛƻƴ ǇǊƻŎŜǎǎΦ Lƴ ǉǳŀƭƛǘŀǘƛǾŜ ǊŜǎŜŀǊŎƘΣ ǘƘŜ ǊŜǎŜŀǊŎƘŜǊΩǎ ǇŜǊǎƻƴŀƭ ǊŜŦƭŜŎǘƛƻƴ ƛǎ 

known as reflexivity, a key concept in maintaining trustworthiness of data.  

 

It is a common practice in qualitative research to use purposive sampling (Patton, 2002). In 

keeping with the phenomenological approach chosen, purposive sampling was used to select 

those women who had experienced the phenomenon, i.e. had lived with a fistula and received a 

surgical repair.  

 

Due to its small sample size, often in a particular context, qualitative research is often not 

generalisable, nor is it meant to be. Despite this observation, Lincoln and Guba (2000) explain that 

the question of trustworthiness of the study can be achieved through rigour. Rigour is a key 

requirement in demonstrating the worthiness of any study. To achieve this criterion, a researcher 

must ensure application of the following concepts: credibility, transferability, dependability and 

confirmability of data collected. However, Van Manen (1990) argues that rigour is an empirical 

analytical term which does not fit an interpretive pathway as may apply in the context of lived 

experiences. In part, such writings provide a platform for reviewers who are critical of qualitative 

publications which cannot prove rigour.  
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Others suggest that use of a transparent, systematic process in data collection and analysis helps 

ensure rigour (Barbour, 2001). The debate on how rigour fits in qualitative data becomes complex 

when reports indicate that even though publications may include details such as audits and 

strategies for bias minimisation, rigour is not necessarily assured in qualitative research (Morse et 

al., 2002).  

 

It is argued that to ensure rigour researchers should incorporate strategies for bias minimisation 

into the entire research process, which includes: protocol development, data collection and data 

analysis stages. In this context, there must be consistency in the conduct of research, availability 

of visibly transparent systems, and a way of reporting limitations and reflexivity (Davies and Dodd 

2002). The transparent systems which include data interpretation processes and reporting of 

limitations have been associated with achievement of trustworthiness of data (Davies and Dodd 

2002). When findings are trustworthy, and demonstrate transferability, qualitative studies can be 

replicated in different settings. 

 

Although in the field of fistula surgery qualitative approaches have not been fully embraced, in 

other healthcare settings, qualitative research has gained prominence; as a step towards ensuring 

holistic approach to patient care. The common approaches applied to health research include; 

Ethnography, Grounded theory and Phenomenology. 

 

 Ethnography Methodology 3.4.9:

Ethnography is a qualitative methodology aimed at exploring cultural phenomena (Denzin, 2005). 

In practice, the resulting field of study reflects the knowledge and the system of meanings in the 

lives of a cultural group (Denzin, 2005). The design represents graphically and or in writing, the 

culture of a people selected for study. Others show that ethnography provides a framework for 

studying the meanings, patterns, and experiences of a defined cultural group (Polit and Beck 

2004).  

 

The typical ethnography is a holistic study, which includes a brief history, an analysis of the 

terrain, the climate, and the habitat. In all cases it should be reflexive, make substantial 

contributions toward the understanding of the social life of humans, have an aesthetic impact on 

the reader, and express a credible reality. Ethnography observes the world from the point of view 

of the participant, records all observed behaviour, and describes relations using concepts that 

http://en.wikipedia.org/wiki/People
http://en.wikipedia.org/wiki/Holistic
http://en.wikipedia.org/wiki/Physical_geography
http://en.wikipedia.org/wiki/Climate
http://en.wikipedia.org/wiki/Habitat


  

83 

 

avoid casual explanations(Brockopp and Hastings 2003 . Ethnography includes both 

anthropological and historical forms of inquiry (Brockopp and Hastings 2003). The commonly used 

approach is participant observation as part of the field research. This is whereby the researcher 

completely immerses herself or himself in the culture as an active participant while recording 

extensive field notes. The demanding nature of observing patient behaviour could not allow its 

application in the highly stigmatised world of fistula patients. This is because patients live and 

continue to live in secrecy; which disallows unbiased observed behaviour. 

 

 Grounded Theory Methodology 3.4.10:

Grounded theory was developed by sociologists Barney Glaser and Anselm Strauss in the late 

1960s (Strauss et al., 1987: Charmaz, 2006, Glaser, 1992). Defined as a set of procedures used to 

generate a theory, this methodology helps explain a process or substantive topic at a broader 

conceptual level. Researchers commonly use this approach when they desire to generate a theory 

or when they want to study a process, an action, or an interaction. Many researcher beginners 

use grounded theory because it offers a step-by-step and systematic procedure in the field of 

study; this allows a close interaction with data collection and analysis. This characteristic is made 

possible by the fact that data analysis in grounded theory designs optimise on constant 

comparative procedures; asking questions about their data, in a way that allows an increase in the 

levels of abstraction. It is during data analysis that a core category is identified (Strauss, 1987). 

Despite these good attributes, grounded theorists may encounter ethical challenges ranging from 

advancing the purpose of the study to effects of the power and authority issues during interview; 

observations that tend to discourage seasoned researchers in applying the design.  This 

methodology was not chosen because it fails to recognise the unique role of the researcher in the 

study and thus obscures the researcher's considerable contribution in data construction and 

interpretation (Bryant and Charmaz, 2007). 

 

 Phenomenology Methodology 3.4.11:

The definition of phenomenology has evolved over time, with the primary focus being the 

structures of individual experiences and consciousness. Phenomenology is seen as an umbrella 

term which encompasses both philosophical movement and a wide range of research approaches.  

A more simplistic definition of phenomenology is offered by Grbich (2007) who states that 

phenomenology is an approach used to understand the hidden meanings and the essences of an 

experience; the two dimensions are viewed together. These definitions of phenomenology have 
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the potential to penetrate deep to the human experience and trace the essence of a phenomenon 

as seen by individuals who experienced it. 

At inception, Husserl formulated his classical phenomenology first as a kind of "descriptive 

psychology" (sometimes referred to as Realist Phenomenology) and later as a transcendental and 

eidetic science of consciousness (Transcendental Phenomenology). In his "Ideas" of 1913, he 

established the key distinction between the act of consciousness ("noesis") and the phenomena 

at which it is directed (the "noemata"). In his later transcendental period, Husserl concentrated 

more on the ideal, essential structures of consciousness, and introduced the method of 

phenomenological reduction specifically to eliminate any hypothesis on the existence of external 

objects. Considering the number of emerging approaches and methods developed following this 

philosopher, Husserl has been referred to as the founder of the phenomenological movement 

(Koch, 1995). In 1927, Heidegger criticised and expanded Husserl's phenomenological enquiry 

όǇŀǊǘƛŎǳƭŀǊƭȅ ƛƴ Ƙƛǎ Ϧ.ŜƛƴƎ ŀƴŘ ¢ƛƳŜϦύ ǘƻ ŜƴŎƻƳǇŀǎǎ ƻǳǊ ǳƴŘŜǊǎǘŀƴŘƛƴƎ ŀƴŘ ŜȄǇŜǊƛŜƴŎŜ ƻŦ Ψ.ŜƛƴƎΩ 

itself, and developed his original theory of "Dasein" (the non-dualistic human being, engaged in 

the world). According to Heidegger, as cited by Koch (1995) philosophy is not at all a scientific 

discipline, but is more fundamental than science itself (which to him is just one way among many 

of knowing the world, with no specialised access to truth). Heidegger then took Phenomenology 

as a metaphysical ontology rather than as the foundational discipline that Husserl believed it to be 

(Koch, 1995). Husserl charged Heidegger with raising the question of ontology but failing to 

answer it, but Heidegger's development of Existential Phenomenology greatly influenced the 

subsequent French Existentialism movement (Koch, 1995). The phenomenological movement was 

initiated by Husserl (1859-1938) as a radically new way of doing philosophy. However, in later 

years, Heidegger (1889-1976), recast the phenomenological project, essentially moving away from 

a philosophical discipline whose initial focus was on consciousness and essence of phenomena 

towards elaborating existential and hermeneutic (interpretive) dimensions (Koch, 1995).  

Heidegger acknowledges that all understanding and interpretation is grounded in prior 

experiences, fore-sight, fore-conception and time (Heidegger, 1962). Alternatively, Van Manen 

(1990) considered phenomenology as the most appropriate methodology to explore the 

phenomena of pedagogical significance, a response to how an individual orients to lived 

experiences and tends to question the way a person experiences his/her  world. In this study the 

ǇƘŜƴƻƳŜƴƻƴ ƻŦ ƛƴǘŜǊŜǎǘ ōŜƛƴƎ άŜȄǇŜǊƛŜƴŎŜǎ ƻŦ ǿƻƳŜƴ ƭƛǾƛƴƎ ǿƛǘƘ ŦƛǎǘǳƭŀέΦ Lǘ ŦƻŎǳǎŜǎ ƻƴ 

individuals' meaning-making as the quintessential element of the human experience (Patton, 

2002). Phenomenological researchers agree that this design should be flexible, adapted to suit the 
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phenomena under study and that it is guided by common guidelines (Van Manen, 1990; Crotty, 

1996; Crotty, 1998). The agreement between the philosophers brings to light three fields of 

phenomenology: Realist, Constitutive, and Existential phenomenology (Crotty, 1998).  

 Realist Phenomenology  3.4.12:

Realist Phenomenology is Husserl's early formulation, which is based on the first edition of his 

"Logical Investigations". The aim was to analyse the intentional structures of mental acts as they 

are directed at both real and ideal objects. This perspective emphasises the search for the 

universal essences of various sorts of matters, including human behaviour/actions, motives, and 

selves. 

 Transcendental Phenomenology (or Constitutive Phenomenology):  3.4.13:

Husserl's later formulation, which followed his 1913 "Ideas", takes the intuitive experience of 

phenomena as its starting point, and tries to extract from it the generalised essential features of 

experiences and the essence of what we experience, setting aside questions of any relation to the 

natural world around us. This phenomenology extends Husserl's original scope to include 

philosophy of the natural sciences. In later years, this work was continued by Aron Gurwitsch 

(Gurwitsch, 1974) and Elisabeth Ströker (Ströker, 1987), who were devoted to reflections on 

phenomenological method, especially the method of transcendental phenomenological 

reduction. 

 Existential Phenomenology 3.4.14:

 Heidegger's expanded formulation, as expounded in his "Being and Time" of 1927, which takes a 

stand that the observer cannot separate himself from the world and so cannot have the detached 

viewpoint that Husserl focused on. It is therefore a combination of the phenomenological method 

with the importance of understanding man in his existential world. tǊƻŦŜǎǎƛƻƴŀƭǎΩ ǊŀƴƎƛƴƎ ŦǊƻƳ 

pedagogy and nursing to existential psychology have underpinned their work using all branches of 

phenomenology. The nature of this methodology is that it attempts to explicate the meaning of 

structures developed through the experience of the person being questioned. Phenomenology 

was chosen to underpin the current study because of its sensitivity to individual accounts, which 

provided rich data on an unexplored area of investigation.  

 

The unique feature of this paradigm is that it allows for exploration of a phenomenon with a 

ƘŜǘŜǊƻƎŜƴŜƻǳǎ ƎǊƻǳǇΣ ƛƴ ǘƘƛǎ ŎŀǎŜ ǿƻƳŜƴ ǿƛǘƘ ŦƛǎǘǳƭŀΦ  LǘΩǎ ŦƻǊ ǘƘƛǎ ǊŜŀǎƻƴ ǘƘŀǘ 9ǘƘƴƻƎǊŀǇƘȅ ŎƻǳƭŘ 

not have been a methodology of choice because, by design, it would require the researcher to 
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ǎǇŜƴŘ ŀ ƭƻǘ ƻŦ ǘƛƳŜ ƛƴ ǘƘŜ ǾƛƭƭŀƎŜǎ ŘƻŎǳƳŜƴǘƛƴƎ ǿƻƳŜƴΩǎ ŜȄǇŜǊƛŜƴŎŜǎΦ {ǳŎƘ ŀƴ ŀǇǇǊƻŀŎƘ ǿƻǳƭŘ 

have increased stigma and stress associated with fistula condition. On the other hand, grounded 

theory would have required the researcher to collect prior fistula information from family and 

community members/stakeholders. The knowledge gained could then be used to generate a 

theory/hypothesis. This approach could have contravened basic principles of biomedical research 

which requires that: researchers must uphold confidentiality and respect for persons in any study 

involving human subjects. 

 

Therefore, Heideggarian phenomenology was the most appropriate methodology, because it 

safeguarded their confidentiality, autonomy and justice, since all women had access to care 

ǿƛǘƘƻǳǘ ǇǊŜƧǳŘƛŎŜΦ .ŜƛƴƎ ŀ Ŧƛǎǘǳƭŀ ǎǳǊƎŜƻƴ ƳŜŀƴǘ ǘƘŀǘ ƛǘ ǿŀǎ ƴƻǘ ǇƻǎǎƛōƭŜ ǘƻ ΨōǊŀŎƪŜǘΩ ǇǊƛƻǊ 

experience, as such, information gathering occurred prospectively. This was important because 

the final product of a phenomenological inquiry is a description that presents the essence of the 

phenomenon. Findings derived from a prospective approach to data collection are important in 

helping a researcher gain better understanding of a phenomenon as seen through the eyes of 

those who have experienced it: in this case the fistula women hold the key to understanding the 

burden of living with the problem for many years.  

 

3.5: Principles of Ethiics in human research 

The health care of humans by their clinicians must always be of high quality and dispensed with 

concern for dignity and wellbeing of the patient. The same human values must guide the conduct 

of research on human research participants (Knudson, 2001). 

Normally, conducting biomedical research for the purpose of systematically collecting and 

analysing data from which generaliseable conclusions may be drawn that aid in improving the 

care of currently unknown beneficiaries in the future (Kapp, 2006).  

Consequently, the research must be designed and carried out in a meritorious and ethical way. It 

is because of these issues that The Belmont Report (Knudson, 2001) was released to act as a 

framework for Institutional Review Boards (IRBs) to use when reviewing research protocols. The 

following are the most salient ethical values implicated by the use of human participants in 

research: 

¶ Beneficence/ Non-maleficence ς Always do no harm. This principle guides the IRBS to 

always make sure that in reaching their decisions, they must be certain that harms have 

been minimised and benefits maximised in protocols under review. Furthermore, in case 
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of harm involved (which sometimes is inevitable in studies), the potential benefits must 

outweigh the potential harm. Hence, the protocols must be accompanied by scientific 

soundness and the importance of the work justified (Kapp, 2006; Knudson, 2001).The 

surgical option benefitted all qualifying participants especially to stop leakage of urine 

and restore continence. This was made clear in the protocol and to the patients as well. 

The study remained alert in case of the risk of psychological distress by putting in place a 

distress policy. 

¶ Justice- Underlying this principle is the concept of equal distribution of burden and 

benefits among all possible participants i.e. no exclusion on the basis of socioeconomic 

class, gender, race ethnicity or age. There are practical challenges in implementation of 

this principle like: the implication that the risks inherent in the research used to develop 

new therapeutic device/drugs and procedures should not be borne by the populations 

unlikely to be the beneficiaries of the applications of the research (Knudson, 2001).  In 

this study, all the patients who turned up and satisfied the criteria for admission were 

operated on regardless of whether they joined the study or not.  

¶ Fidelity and Trust- maintain confidentiality within the investigator/ participant 

relationship. Confidentiality was maintained throughout the data collection and data 

handling. Furthermore, the data was kept under lock and key in the surgeonΩǎ ƻŦŦƛŎŜΦ ¢Ƙƛǎ 

study utilised a research assistant whose experience was useful in building trust. 

¶ Personal dignity- Can be incorporated into the principle of justice. The interviews were 

conducted in a secure quiet room behind a closed door. 

¶ Autonomy or Respect for persons- This pertains to the ability of the potential participant 

to make an informed, voluntary, competent decision making as to whether they wish to 

join the research study and the privacy of personal information (Kapp, 2006; Knudson, 

2001).In this principle lies the ability to make the choice for participants with diminished 

autonomy( by reason of disease state, mental illness/retardation, children,  the frail 

elderly etc. ) must be afforded additional protection. The investigator must make it clear 

that no information concerned with the making a considered judgement about 

participation is withheld. The provision of participant Information sheets and allowing for 

a question and answer session before signing the consent form enabled autonomy within 

this study. Additionally, for participants under 18 years, parental consent to participate 

was obtained. For those unable to write, a thumb print was used instead. 
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Research must be reviewed and approved initially by an institutional review Board (IRB) 

recognised by the federal office of human research protector (kapp, 2006). The research activity 

becomes then the subject of IRB oversight and at least annual re-approval thereafter. 

 The approval or renewal approval of the protocol, the IRB must determine that the following 

requirements are made: 

¶ Physical and psychological risks to the participants are minimised 

¶ Physical and psychological risks to the participants are reasonable in relation to the 

anticipated benefits to these participants and to the general knowledge that may 

reasonably be expected to result; Selection of participants is equitable and Informed 

consent will be obtained, including at least the following items being communicated to 

the potential participant or their authorised surrogate (Kapp, 2006): 

1. Purposes of the research, its expected duration, and the nature of any 

interventions/ experiments 

2. Anticipated risks or benefits of participation and the reasonable alternatives to 

participation in research protocol 

3. Confidentiality provisions relating to the research records 

4. Any compensation and/or treatment available for research related injuries 

5. The right to not participate and to discontinue participation at any time without 

penalty 

6. Informed consent will be documented appropriately 

All these were clearly defined and followed as per protocol. For the study, the consenting was 

done by a research assistant to separate the surgeon from coercion of the patients and 

participants which would build their confidence and trust. 

It is always important to know, as a researcher, that private lawsuits may be brought  by a 

particular participant against the researchers and protocol sponsors for breach of the common 

law for standards of care( medical malpractice) in the conduct of research involving harming that 

participant (Kapp , 2006). 

 The Belmont Report, however, did not develop a hierarchy among the principles which 

sometimes leaves the IRBS with the challenge of juggling the competing and overlapping interests 

of each principle. Also, that efforts must be made by IRBS to disseminate, sensitise and educate 

investigators about their concerns relating to the study design, recruitment methodologies, 

coercion (either overt or subtle), setting for the consent process, the maintenance of privacy and 
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confidentiality of private information, and the reporting of adverse events and problems 

associated with identifying the inevitable study drifts that occur over time (Knudson, 2001). 

 

3.6: Conclusion 

This chapter has presented the paradigms underpinning this research. It has discussed the 

methodological decisions, including the rationale for using mixed methods. The chapter presents 

justification for the chosen methods of a cohort study and phenomenological inquiry, providing 

an argument for their complementarity.  

In the next chapter, the author presents, in greater detail, materials and methods applied in the 

two components of study. 
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Chapter 4: MATERIALS AND METHODS 

4.1: Introduction 

This chapter provides a description of material and methods used to collect study information. 

The data were collected from five East African Countries using observation, physical examination 

and interview.  The study design was set within a pragmatic paradigm which used quantitative 

approach in a 5-stage study, complemented by an in-depth qualitative study. Each of these stages 

is presented in chronological order in section 4.1. 

 

Part two of the chapter gives a description of study sites, sample size, sampling, recruitment 

procedures, data collection and management for the quantitative component of the study. The 

tool used to collect the quantitative data is in Appendix 4.4.  Part three of the chapter focuses on 

the qualitative component, which documents the lived experiences of women living with fistula 

condition. Interviews were conducted at two time points, before and after surgery. A semi-

structured tool was utilised to guide the interviews (Appendix 4.5). This method was considered 

appropriate to the exploratory nature of the qualitative component of study as presented in 

Section 4.4 of the chapter. 

 

4.2: Part One: Quantitative component of the study 

 Design 4.2.1:

Regional training centres offering regular fistula services were selected for the study. A multi-

country setting in East Africa was used because of already established fistula networks (Appendix 

4.1, Study Map) each country had trained fistula teams, whose role was to provide fistula care in a 

specialised unit.  

 

 The Multi -country Sites 4.2.2:

The Seven countries included in the study were Kenya, Uganda, Rwanda, DRC Congo, Southern 

Sudan, Malawi and Somalia.  Countries such as Kenya, Uganda, Rwanda, Malawi and DRC Congo 

had trained fistula teams whose role was to organise and provide fistula care in their countries, 

specialised units or fistula outreach camps. Fistula teams comprised of surgeons, nurses, 

counsellors, anaesthetists, physiotherapists, records clerks, nutritionists and administrators. 

However, each site presented unique work-related challenges and geographical locations. In some 

cases such as DRC Congo and Malawi, women travelled to neighbouring countries to access fistula 

care such as Uganda. Countries such as Somalia referred patients to the referral fistula centres in 

Kenya. However, Rwanda, Southern Sudan, Uganda and Kenya provided services within their 
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borders. Detailed description of the five sites included in the study is as follows, three of which 

were in Kenya 

 

Site 1: Kenyatta National Hospital, Kenya 

Kenya is a country in Africa and a founding member of the East African Community (EAC). 

Kenyatta National Hospital is the oldest hospital in Kenya, founded in 1901. The hospital is located 

in the capital city, Nairobi, within Nairobi County. The city lies on the Nairobi River in the south of 

the nation and has an elevation of 1795m above sea-level. The last official population was taken 

in 2009 and at that time was 3,138,369 in the city, this number has since grown to approximately 

3.5 million. Nairobi is one of the fastest growing cities in Africa, quickly becoming the second 

largest city of the African Great Lakes. The city is growing at a rate of over 4% annually, primarily 

because of the high birth rates and immigrants that come to Nairobi searching for employment 

opportunities. The administrative area of Nairobi is 696 km2 (269 square miles). In 2017, Fraym 

Urban Markets Index ranked African cities in terms of economic activity, consumer size and 

connectivity, Nairobi was ranked number ten, after Cairo (Egypt), Johannesburg (South Africa), 

Lagos (Nigeria), Luanda (Angola) and Democratic Republic of Congo's Kinshasha.   

YŜƴȅŀǘǘŀ IƻǎǇƛǘŀƭΣ ōŜƛƴƎ ǘƘŜ ŎƻǳƴǘǊȅΩǎ Ŧƛǎǘǳƭŀ ǘǊŀƛƴƛƴƎ ŎŜƴǘǊŜΣ ǊŜŎŜƛǾŜǎ ŀƴŘ ƳŀƴŀƎŜǎ ǇŀǘƛŜƴǘǎ ƻƴ ŀ 

daily basis.  The hospital has a 2000 bed capacity and a busy 24-hour outpatient department. A 

designated centre, clinic 66, receives and admits fistula patients as they arrive. At times, due to 

limited theatre space, patients have to wait for a few days before surgery. Each year, about 500 

fistula patients are seen on routine fistula service. Another 1000 are seen during the annual fistula 

camps, giving a total of 1,500 fistula patients at Kenyatta Hospital yearly. The distinct difference 

between fistula and other hospital based services is that fistula patients receive care at no cost. 

All other services such as oncology, medical, surgical and paediatric care are provided at a cost to 

the patient.  

Site 2: Kisii Level 6 Teaching and Referral Hospital, Kenya, 

Kisii County is located south Western Kenya with an area of 1,317.4 km2 and a population 

of 1,152,282 (Male ς 48 %, Female ς 52%). Population Density is at 874.7 people per km2, with an 

annual growth rate of 2.75% (2009) (KDHS, 2014). Kisii (Level 6) General Hospital is the largest 

government owned health facility in the County, with a 250 bed capacity. It is the most equipped 

health facility within the county. It offers a wide range of services such as surgery, reproductive 

health, maternity, paediatrics and other medical care services. The hospital provides care for over 

20,000 women per year. The surrounding area is mainly urban and includes some peri-urban and 

https://en.wikipedia.org/wiki/East_African_Community
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rural areas where agriculture thrives. In this facility, fistula services are offered on a regular basis 

with over 100 operations annually. This site was also chosen for the qualitative data collection 

because of its unique location, accessibility and ease follow up. 

 

Site 3: Coast General Hospital, Kenya 

Coast General Hospital is located in Mombasa County. Mombasa County covers an area of 229.7 

km2 excluding 65 km2 of water mass. The county is situated in the South Eastern part of Coast 

region. It borders Kilifi County to the North, Kwale County to the South West and the Indian 

Ocean to the East. According to the 2009 Census Report, Mombasa county population stood at 

939,370 and was projected to increase to 1,041,928 by end of 2012. Tourism is the main 

attraction in this country, but most indigenous people are poor peasant farmers. 

 

Coast General Hospital is a government owned hospital, with a bed capacity of 499. The hospital 

provides care for approximately 4000 women per year, mostly from the local population. The 

surrounding area is mainly urban and includes some peri urban and rural areas. Fistula services 

are offered on a regular basis: about 120 fistula operations are performed each year.   

 

Site 4: Wau, Southern Sudan 

{ƻǳǘƘŜǊƴ {ǳŘŀƴ ǿŀǎ ǘƘŜ ǿƻǊƭŘΩǎ ȅƻǳƴƎŜǎǘ ƴŀǘƛƻƴ ŀt the time of writing this thesis. In 2008, Wau 

was the third-largest city in South Sudan, by population, behind Juba, the capital in Upper Nile 

State. The city of Wau is the headquarters of Wau County, in which it lies. It also serves as the 

capital of Western Bahrel Ghazal State, one of the ten states which constitute the Republic of 

South Sudan. The city is a culturally, ethnically and linguistically diverse. Its residents include: 

peoples of Fertit, Dinka,    Luo and Arab ethnicity. In 2011, the city's population was estimated at 

about 151,320. 

  

Wau is the latest addition to the fistula circuits in the East Africa. It is mainly served by the Africa 

Medical Research Foundation (AMREF) outreach programme, within which fistula care is housed. 

Through this programme, about 100 fistula patients have their fistulas repaired annually.  

 

Site 5: Kagando Hospital, Uganda 

Kagando Hospital is located in Uganda, it serves a population of 300,000 and measures 

241,038km2. Kagando Hospital was started in 1965 by Africa Inland Missionary named Carl Baker.  

From its humble beginnings as a leprosarium housed in asbestos bus-like huts, Kagando has 
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grown to a current 250 bed hospital referral hospital. The hospital supports free fistula services, 

with 130 patients receiving fistula care each year. Some of the patients seen at this facility come 

from DRC Congo and Rwanda (see Appendix 4.1, study Map).  

 

 Quantitative Component of Study 4.2.3:

A prospective, multi-stage cohort study was conducted to assess factors that affect the success of 

fistula surgery and duration of urine leakage. Data were collected from women attending for 

fistula surgery from five East African countries. The study employed a multistage design.  

 

  Study Population  4.2.4:

A study population is defined as a sum total of every potential participant who meets the 

inclusion criteria for a given study (Creswell, 2018). In the current study, patients presenting with 

Obstetric Fistula at various fistula centres formed the total study population. Apart from a fistula 

diagnosis, patients were required to show willingness and consent to participate in the study. 

Unwilling and non-consenting patients were not eligible for study. The cause of fistula and the 

duration of leakage were not an entry restriction. In this component, all patients with a history of 

urine and or stool leakage formed the study population.  

 

  Sampling Method 4.2.5:

More often, researchers sample study participants because of logistical and time limitations. The 

process by which a researcher selects participants for study is referred to as sampling. Therefore a 

sample is described as a subset of the population under study (Kerlinger, 1986). Others suggest 

that a selected sample size should be as representative of the total population as possible (Burns 

and Grove, 2005). A representative sample is essential in aiding the researcher to avoid type I and 

type II errors. Type I error may occur where the researcher rejects a true null hypothesis with a 

verdict that there is no difference between the groups. In a type II error the researcher 

erroneously fails to reject the null hypothesis, when in actual fact there are observable 

differences between the groups. In such events, study outcomes may fail to provide validity and 

reliability of data. To avoid such pitfalls, larger sample sizes are preferred because they reduce the 

chances of sampling error.  

 

A multi-stage sampling method was employed in this study. This method presents a high level of 

flexibility and is effective in instances where primary data collection occurs from diverse 
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geographical regions, as was the case in our study. However, the method does not yield 100% 

representation of study population and has a high level of subjectivity. It is acknowledged that 

multi-stage sampling is not as effective as true random sampling; but it addresses some 

disadvantages that are associated with random sampling such as high costs and shorter duration. 

However, other robust experimental designs may opt for random sampling since such studies are 

conducted under controlled conditions. 

 

Random sampling has been described as a probability sampling strategy that is pure and very 

straightforward. The approach gives each study participant a specific (but not necessarily equal) 

chance to participate. Its main advantage is that it removes bias from the selection procedure 

(Gravetter and Forzano, 2011). 

 

The descriptive nature of this mixed-method study allowed for adaptation of a consecutive 

sampling method. This non-probability sampling technique may be considered as the best of all 

non-probability samples (Kendal, 2003). In this sampling approach, every person who meets the 

inclusion criteria is eligible for study. It gives room for the researcher to recruit until his/her 

sample size has been achieved or until the period elapses, because it includes all women 

presenting with urine/stool leakage at the fistula centres. This approach reduces any potential 

selection bias due to researchers selecting participants they prefer for a study. Such a scenario 

tends to reflect the true picture of the targeted study population (Kendal, 2003). However, given 

that consecutive sampling relies on those women who access care,   it may have variations in who 

is seen at the clinic at different times of the year, e.g. women may find it more difficult to travel to 

a fistula centre during rainy season or during harvesting period. Such self-selection may skew the 

data unless large sample sizes are achieved. 

 

  Sample Size Calculation for Quantitative Component 4.2.6:

Since the prevalence of VVF in East Africa is unknown, the investigator used a consecutive 

sampling method, whereby 1,224 fistula patients were recruited over a three-year period. There 

were no dropouts: hence 1,224 patients provided data for analysis. Assuming a surgery success 

rate of 80%, this sample allows at most 12 explanatory variables to be included in a logistic 

regression model for reliable estimation (Peduzzi et al., 1996).  For a higher success rate, fewer 

explanatory variables would be able to be used, so only the most clinically relevant (and timely) 

variables were used in the in estimating sample size. A sample size of 1224 also allowed an exact 
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95% CI for a success rate of 80% to be estimated to a precision of at most ±2.4% (Denscombe, 

2008).  

 

  Participant Recruitment Approaches  4.2.7:

Community mobilisation followed patient recruitment, poor road network especially in rural areas 

was a challenge (Appendix 4.2). Radio, electronic and print media were used in raising fistula 

awareness in communities. Other strategies such as song, dance and drama about fistula 

problems were used to mobilise communities and destigmatise the women. Individuals with 

problems of urine leakage following child birth or related surgeries were invited to visit the fistula 

centres at no cost to the women or their families. Patient recruitment was conducted in two 

ways.   

 

After admission, patients were recruited at all five sites for the quantitative component of study, 

followed by qualitative interviews in three selected sites in Kenya. Data collection for this 

component of the study ran from February 13th 2013 to March 20th 2016. Pertinent ethical 

considerations including consent processes for the both quantitative and qualitative components 

of study are described in detail in Section 4.11. The recruitment process for qualitative 

component of study is also presented in Section 4.10.   

 

In general recruitment was a challenging task especially in sites where the surgeon visited at 

regular intervals; patient numbers were overwhelming. As this workload was affecting ward 

occupancy and patient satisfaction, the researcher renegotiated with hospital management teams 

and sponsors to open up more treatment centres. In Kenya, this request was approved and new 

centres such as Embu and Kilifi were opened to help decongest Kenyatta and Coast general 

hospitals (see Appendix 4.2:  A Picture of a rural  fistula site in Kenya). This allowed the researcher 

to decongest the wards, recruit, screen and operate patients based on the laid down eligibility 

criteria. 

 

  Eligibility Criteria  4.2.8:

The eligibility criteria were determined according to criteria used in previous work on predictors 

of fistula surgery, with the desire to help the women achieve full continence, (Kayondo, 2011: 

Hategekimana, 2005: Goh et al., 2008). The first contact with the patient occurred at the 

registration desk which was strategically placed at the main entrance to the clinic. Using an 
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eligibility checklist, fistula teams screened all patients presenting with a history of urine/stool 

leakage.  

 

  Inclusion Criteria  4.2.9:

Women presenting with a diagnosis of obstetric fistula at selected fistula centres in East Africa 

were eligible for study. Willing and consenting women were enrolled for study. 

 

  Exclusion Criteria 4.2.10:

Women were excluded during the screening stage if they had fibroids, cancer of the reproductive 

system or uterine prolapse.  Uterine prolapse occurs when pelvic floor muscles/ligaments stretch 

and weaken causing providing inadequate support for the uterus. The uterus then slips down and 

protrudes out of the vagina. Those with fistula diagnosis but were non-consenting were also 

excluded from the study. 

 

  Consenting Procedures 4.2.11:

The process of obtaining consent begins with provision of study related information which 

includes: risks, benefits, roles and responsibilities. Participants also must have time for question 

and answer session, only after their questions are answered to their satisfaction can they sign the 

consent form. Signing the consent form is a sign that the process was voluntary and it is based on 

information provided to the participant (Appendix 4.3: Appendix 4.3a). Obtaining informed 

consent from participants for study prior to conducting the research ensures independency in 

decision-making, ensuring that individuals have no obligation to participate and do so at their own 

frŜŜ ǿƛƭƭ όwƻōƛƴǎƻƴΣ нлммύΦ .ȅ ǊŜǎǇŜŎǘƛƴƎ ǿƻƳŜƴΩǎ ŀǳǘƻƴƻƳȅΣ ǘƘŜ ǊŜǎŜŀǊŎƘŜǊ Ƴŀȅ ōŜ ŎƻƴǎƛŘŜǊŜŘ 

compliant with ethical principles that govern biomedical research (Kass et al., 2007).  

 

Women who participated in the qualitative component gave consent at two time points: for the 

quantitative component of study, consent was obtained only once i.e. at the time of enrolment 

for study. The consent was to cover the entire study period. The signed consent forms were kept 

ǳƴŘŜǊ ƭƻŎƪ ŀƴŘ ƪŜȅ ƛƴ ǘƘŜ ǊŜǎŜŀǊŎƘŜǊΩǎ ƻŦŦƛŎŜΦ 

 

 Quantitative Tools and Methods 4.2.12:

An instrument was developed based on literature and study objectives. The tool was pilot tested 

at a different site to establish its validity and reliability in data collection. The outcome of the pilot 
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indicated that the initial tool was too long and contained non-fistula specific information such as 

family planning and cervical cancer screening. Appropriate revisions were made before the tool 

could be used. Therefore, the new tool was based on past research in terms of how and what was 

important in measuring successful outcomes of fistula surgery. The instrument was also kept 

brief, so just a three page questionnaire was produced. This is the tool that was used to collect 

information from all fistula patients (Appendix 4.5). It is presumed that the design of the tool 

improved the response rate by being presented in parts and each part not too time-consuming to 

complete. The practicalities of the data collection were built into the running of the fistula service 

itself, whereby some data was collected by the fistula team/nurse/medical officer as part of the 

ƘƻǎǇƛǘŀƭ ǇǊƻŎŜŘǳǊŜΦ ¢Ƙƛǎ ƛƴŎƭǳŘŜŘ Řŀǘŀ ƻƴ ŀ ǇŀǊǘƛŎƛǇŀƴǘΩǎ: date of birth, residence, marital status, 

dates of referral if they were from another facility and details of next of kin. At this point, data on 

voluntary counselling and testing were collected from routine HIV testing, a common practice for 

Ƴƻǎǘ ǇŀǘƛŜƴǘǎ ǳƴŘŜǊƎƻƛƴƎ ǎǳǊƎŜǊȅΦ CǊƻƳ ǘƘŜ ǊŜǎŜŀǊŎƘŜǊΩǎ ǾƛŜǿǇƻƛƴǘΣ ǘƘƛǎ ǿŀǎ ŀ ǾŜǊȅ ǇǊŀŎǘƛŎŀƭ ǿŀȅ 

of collecting data on other factors that may affect fistula outcomes outside fistula characteristics. 

 

  Data Collection Procedures 4.2.13:

Data collection occurred in five stages. Each stage has been described in a chronological order 

starting with stage one to stage five as presented from Section 4.3.12 to 4.4. Figure 4.1 illustrates 

the flow of quantitative and qualitative study procedures starting from admission till discharge. 
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Figure  4.1: Study flow diagram showing step-by-step procedures  

 

 Stage 1. Recruitment and Initial Data Collection 4.2.14:

The main objective in this stage in the quantitative component was to profile patients who 

presented with a fistula and establish predictors of successfulness of fistula surgery in East Africa. 

At the facility level, patients presenting with urine or stool leakage or both were informed about 

the study and invited to participate in the study. Consecutive sampling was employed in this 
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