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ABSTRACT
BackgroundA vesico vagindistula (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. Prolongetldar 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 stigmaised and depressedObjective: The main objectives of the study were to establish
predictors of fistula healing and to gain understanding of the -fiestd 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 udBl SPSS and analysed using
descriptive and inferential statisticsufposefulsampling was used to select partidi y 1 8 Q@ F 2 |
depth interviews. Irdepth guide used to guide interviews. All interviews were recorded and
transcribed per verbatim. @&nalysisvas done in thematic themes.

Results:A total of 1224 women with a confirmed diagnosis of fistula were recruitedt a three

year period, in East Africén all of the countries, literacy levels were lo@verall, 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 athavere from Kenya. Most women were
unemployed varying from 92.1% for DR Congo and 76.1% for Southern Sudan 76.1%, to 13.5% fo
Rwanda and 13.2% for Uganddne mean fistula size was 2.15 cm in diameter, with most fistulas
measuring 12 cm from the exteral urethral orifice (EUO) or urethral meatus. At the time of
joining the study, 2.4% of women had undergone a previous surgery to repair the fistoth

lived with urine leakagdor up to twelve monthsVaginal stenosis/scarring were very common
(72.4%).There were few combined fistulas (VVF/RVF) (3.0%.mean success rate of surgery

was 94.1%.Sixteen women were interviewed for the qualitative component of study. Two main
GKSYSa NBLINBaSydAy3a GKS g2YSyQa 22 demigdgsadion. SY S
22YSy FStlG SdzZLJK2NARO F2ftft26Ay3 FAalddZ I NBLI A
0KS -WARKOE S O2YLRYySYyiQ RSY2yaidNlGSR GKFG GK
leaves scars that are not easily healed, even wisnla repair is successful.

ConclusionCA aldzZf I &AdzNASNE Ff2yS Aa y24 FRSldza aS
FAalbdzA I Ay ¢62YSyQa tA@Sa Aa FStd FIN oSe&z2yR
need for researchers to condugisychological 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: BACKGROUNDNFORMATION

1.1: Introduction

The thesis presentsa mixedmethods study designwhich investigatespredictors of successful
surgeryand exploration of lived experiencesof women with fistula in EastAfrica. Chapterone,
comprisesof a discussioron backgroundinformation pertinent to the study. The chapterdraws
the readerto the context of the investigationinto predictorsof fistula surgeryand aims of the
study. ChapterTwo focuseson a structured literature review where relevantand contemporary
issueson fistula surgeryhave been discussedThisincludespredictorsof surgicaloutcomesand
lived experiencesof women with fistula. Furthermore, fistula classificationtools have also been

discussedn the chapter.

In ChapterThree,the author discusseshe philosophicalstanceunderpinningthe mixed-method
study designand overall methodologicalissues.Therationale for choosingPhenomenologyver
Grounded Theory or Ethnographyhas been discussed Ethicalissuesthat guided the research
have been describedin the chapter. Chapter Four is a detailed description of materials and
methodsapplicablein the study. Chapters presentquantitativefindingsrelatingto predictorsof

successflnessof surgeryand duration of leakagein this group of fistula patients. In chapter6,

the author presentsqualitative findingswhich relate to lived experiencesof women with fistula
before and after surgery. Chapter seven captures the synthesisof both quantitative and
qualitative componentswhich bringsto light the complementarityof the studyfindings:how and
whenthe mixinghappened.In Chapter eight, sections8.0to 8.6, the author presentsquantitative
and qualitative discussionsSections8.7 -8.9 of the chapter describesthe originality of the

researchand strengthsand limitations of the design.Recommendationgor future researchand
policy, aswell astransferabilityof the data are highlightedin section8.7- 8.10. Finally the author

narrateshispersonalreflectionsin this doctoralstudy.

1.2: Definition and Scope

A fistula is defined as an abnormal communicationbetween two epithelial surfaces.In vesico
vaginalfistula (VVF)the abnormalcommunicationoccursbetween the urinary systemand the
reproductivesystemof a woman. Themostcommoncauseof VVHs prolongedlabourandtrauma
that mayoccurduring childbirth, abdominal/pelvicsurgeriesmalignanciesandrape. Thecardinal
sign of VVFis continuousurine leakagewith offensive odor, left unattended the fistula may
complicatefrom a minute tissueinjury with minimal tissuelossto a cloaca,i.e. an empty pelvis

with extensiveintravaginal neurologicand systemiclesions.Whenthe abnormalcommunication
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is between the vaginaand the rectum, the fistula is referred to as a recto-vaginalfistula (RVF).
Rectovaginafistulasappearto be significantlylesscommonthan VVF Patientswith the problem
of RVHeak stool becausethe normal controlling mechanismis altered/destroyed.At times, the
patient may presentwith both VVFand RVFjn which casethe patient leaksboth stool and urine.
Left unattended,fistula patients are neglected,depressedor ostracsed from their community.

Suchsituationsrob the fistula patient of their livelihoodandhumandignity.

1.3: The History of Vesico Vaginal Fistula

VVFis as old as womankind. The oldest evidenceof VVFwas reported around 2050 BCin the
remainsof QueenHenhenit,the wife of Egypt'sruler (Zacharin2000. TheQueen'smummywas
originallysentto the Metropolitan Museumof Art in 1909,only to be returned to Cairoin 1923
where an extensiveanatomicalreview found a defectin the bladdercommunicatingdirectly with
the vagina.Duringthe 11™ century, a Persianphysician Avicenna observedthat VVFis common
wherewomenare marriedtoo young,andin patientswho haveweakbladdersHe suggestedhat
a physicianattending a fistula patient should instruct the patient on methods of pregnancy
prevention.However,he reported that VVFis an incurable conditionandthat the patient will live
with until death (Zacharin2000). In 1663,a DutchphysicianHendrikVanRoonhuysegavea clear
descriptionof the vesicovaginalfistula and proposeda method of repair. Lateron, in 1838, Dr.
JohnPeter Mettauer of Virginiareported that he had successfullicloseda vesicevaginalfistula
with wire sutures.Iln 1845,Dr. Simscompletelyclosedthe enormousfistula of a 17 yearold slave
who had beenin labour for three daysand had beenoperatedon 30 times. Simsreported the
detailed surgicalprinciplesusedto closevesicavaginalfistulas,principlesthat continueto guide

fistulasurgeonsaroundthe world today.

1.4: Epidemiology of Vesico Vaginal Fistula and Recto Vadtisilla

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 oftele lauad 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-Sabaran Africa and Asia. For instance, in
Jordan Amr(1998) explains that poor referral systems in that country contribotéstula

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 deliwer

The low incidenceof VVFin developedcountrieshas been attributed to accessibleemergency
obstetric care and other maternal health services Surveillanceeports alsoshowthat eachyear
about 210 million women get pregnant, of these 500,000 die from pregnancy related
complicationsand childbirth. In thosewho havechildbirth complications about two million suffer
from VVF (Browning, 2004). The larger burden of these complicationsand deaths occur in

developingcountries(Ahmadet al., 2017).

At present, availablepublished papershave two major shortcomingsin VVF.First, there is an
overall paucity of reliable data on VVFespeciallyin EastAfrica. Secondly,almost all reported
studieshavebeendonein hospitalswherefistularepairis carriedout. Suchtrends are subjectto
considerableselection bias and cannot provide reliable estimates of the true incidence of

preference.Perhapsthis isthe mostusefulcomparativehealth statisticparticularlyin Africa.

1.4.1: TheBurdenof VesicoVaginalFistua in EastAfrica

Although, the prevalenceof VVFin Kenyais not known, estimatesshow that 1000 new cases
occuryearly,out of which only 7.5%get treated (UNFPA2003). VVFstill afflicts the young,the
poorly educated and unemployed, primigravidasin the country (Khisaet al., 2011). This
observationis replicatedacrossEastAfrica (Browning 2008). In these countries,fistula repairs
have been scaledup, which is a great undertaking. However,the ultimate goal should be to
eliminate fistulas in the region. Researchersn neighbouringcountries, such as Malawi, have
presented a view which implies that VVF prevalenceis lowest in that country (Rijkenand
Chilopora2007). This observationis made amidst National level commitment in developinga
fistula centre, a government commitment which tends to contradict reports by Rijkenand

Chilopora(2007).

1.5: Predisposing Factors

Studiesfrom Africa(Khisaet al., 2011)indicatethat VVFsaffect youngrural and poor women.In
this study, the meanageof patientswith VVFwas 22.4 years(range9-45 years) 42%were less
than 20 years,and 65%were lessthan 25 yearsof age. The samestudy alsoreports that fistula
formationis more likelyto follow afirst labourand often thesepatientsmayhavebeenvictimsof

forced marriages. Similar findings have been documented in Ghanawhere 53% of the VVF
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patientswere under the age of 25 and nearly 43%of patients were primigravidas(Dansoet al.,
2007).

Accessto antenatal and emergency obstetric care is a major contributing factor to VVF
occurrenceln their study,Wall et al. (2006) showedthat fistula patientshad little or no accesdo
prenatal care, and that even patients who had attended antenatal screeningstill delivered at
home attended by family membersor traditional midwives. The few, who sought skilled birth
attendancefrom trained midwivesor medicaldoctors,cameto health facility late in labour, long
after seriouscomplicationshad alreadyoccurred(Wall et al., 2006). In suchinstancesthe health
careprovideris helpless he or shecannotreverseseriouscomplicationssuchasintrauterine fetal
death or ruptured uterus or VVF.In this regard, health care providerscan only take necessary

stepsin savingthe livesof the mother where possibleand help preventfurther disablity.

Thaddeusand Maine (1994 describedthree classicalstagesof delay that may lead to fistula
formation. All three stagesinteract to produce maternal death and seriousmaternal morbidity.

The first stageinvolvesindividual factors whereby the woman delaysto take decisionto seek
care. The seconddelayis associatedwith transportationwhich hindersfaster arrival at a health
carefacility. Lastly,evenwhen the woman arrivesat the facility, there may be delayin receiving

adequatecareat that fadlity (Thaddeusand Maine, 1994).

1.6: Mechanism of Fistula Formation

The commonestcauseof VVFin Africais prolonged obstructed labour (Orach,2000). During
prolongedlabour due to feto -maternal disproportionduring the courseof birth, the presenting
part of the foetal heador any other presentingpart constantlyputs pressureon the soft tissues
aroundthe vaginaandthe bladderor rectum. Asaresult, the foetal headbecomedrappedin the
pelvis suchthat it cannot passthrough, trappingthe ¢ 2 Y | gof? issuesbetween two bony
plates. Unrelievedthis causesschamicnecrosisof the affectedtissueswhicheventuallyslough
off leavinga hole through which urine leakswithin 3-5 days.Theextent of injury hasbeenlinked
to the duration of labour. Thefeto-maternaldisproportionthat causesobstructedlabourmaybe
due to a small pelvis particularly in young, teenageprimigravidaswho have become pregnant
before they have reachedtheir full adult pelvic growth. Other causesmay be due to reduced
pelvic proportionsdue to diseaseor injury or an abnormalfoetal presentation suchastransverse
lie, shoulderor breech presentation. Studiesshow that this kind of feto-pelvic disproportion

occursin 0.5%to 6.5%of deliveries(Arrowsmithet al., 1996).

20



Vesico vaginal fistula can occur following hysterectomy or caesareansection or during
inappropriateuse of vacuumextractionand forcepsdelivery.in 2004,} b Ct Ca@@aigrio End
Fistulaconducteda needsassessmenin 20 countries They found that caesarearsectionasa life
savingmeasurerange from 0.1%to 3% (Velezet al., 2007); this is well below the absolute
minimum rate of 5% recommendedby World Health Organization(WHO)to meet maternal
health needs.Reportsfrom Nigeriahaveshownthat there is a substantialdifferencein caesarean
rates between urban and rural areas(Gunnet al., 2017) Themajority of womenin Africalive in
rural areasand therefore havelessaccesdo caesareardeliverythan womenwho live in urban
areas (Buekenset al., 2003). This is because specialsed health care providers are more
concentratedin urban areasand that many rural health facilities do not havethe infrastructure

necessaryor performingcaesarearsections.

Fistulascanalsobe causedby accidents sexualabuseand rape. Evidencefrom the Democratic
Republicof Congo,SierraLeone,Sudan,and Somaliaindicate that violenceagainstwomen s a
causeof fistulasin these countries(Gohet al., 2005). Thoughthe actualprevalences not known,
sexualabusehasbeen associatedwith fistulasin war torn countries.For instance,studiesshow
that 17 of the 100femalevictimsof sexualviolencedevelopeda fistulaasa result of their injuries
(Kalume2004 ACQUIRErojectand EngenderHealth2005). Stillin Ethiopia Muleta et al. (2007)
reported 91 casesof fistulasthat occurredfollowing sexualviolence.Thisproblem knowsno age
limits as demonstratedby Nduati and Muita (1992 who report two casesof fistula among21

sexualabusedchildren in Kenya.Observationssuch as this demonstratethe discrepanciesn

prevalenceandthe needfor detailedstudiesin thesesettings.

Fistulaformation hasalsobeenassociatedwith traditional cutting, practicesbased on erroneous
assumptionsof diseaseaetiology or other cultural values. For instance,in northern Nigeriaa
harmful practicecalledgishiricutting accountsfor between2-13%of Vesicovagindistulas.Gishiri
is the Hausaword for & & | It alsdréfers to a diseasestate in the Hausaethno-medicalsystem.
Thereisabeliefthat if amother takestoo muchsalt, sugaror similarsubstancesespeciallyduring
pregnancy,it will result in the narrowing and an encrustedvaginaor that the vaginamay be
cowered with a flimsy membranethat will prevent the child from being born. Hence,during
obstructedlabouratraditional healer(barber,midwife) makesa seriesof gishiricutsin the vagina
to & NB f thiS @édSréction; often causingdirect traumato the urethra or bladder, leadingto

fistulaformation (Wallet al., 2004). In this study, Wall et al (2004) identified 21 (2.3%)out of 932
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(100%)casesof fistula that might be causedby this practice. Higherrates have been reported
amongchildrenwith fistulas where gishiricutting was carried out in 12 (15%)of the 80 (100%)
childrenwith fistulas(Tahzib,1983.

Themostappropriateexplanationasto how FGMpredisposedo fistula, would be directinjury to
the genitourinarysystemat the time of the procedure,asalreadynoted, or scarringat the vaginal
outlet that leadsto prolongedlabour. Sincemost casesof obstructedlabour occurhigher up in
the pelvisthan at the outlet, it seemsunlikelythat femalegenitalcutting by itself is the solecause
of the obstructionthat leadsto a fistula. Regardles®f the causeof the fistula, the conditionis

debilitatingand no womanin the world shouldsufferfor bringingforth new life.

1.7: Presenting Symptoms

Thecardinalsignof VVFis continuousurine and/or faecalleakagewith offensiveodour. In a few
cases,especiallywhere the fistula is small or involving the ureters, leakageof urine may be
intermittent. Specificallyin ureteric fistula, leakageof urine will alsobe accompaniedoy normal
micturition. Other commonsymptomsinclude:foot drop (asa result of sciaticnerveinjury), urine
dermatitis of the genital area (excoriations) pressuresoresand secondaryamenorrheadue to
severebloodloss. In earlierreports Khisaet al. (2011)describedhow womenwith this condition
are faced with multiple challengeswhich include: living with socialstigma, loss of income and

variouspsychologicatlistressrelatedillnesses.

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 studynigai development and comparison of
prognostic scoring systems for surgical closure of genitourinary fistula was described by
Frajzyngieret al. (2013) with a purpose to test the diagnostic performances five existing
classification systems developég Lawson, Tafesse, Goh and Waaldijk. Results from their study
showed that Goh and Tafe€&lassifications to have the highest predictive accuracy, at 0.63.

The study concluded that further evaluation of the validity and reliability of existing atasisifi
systems to predict closure is warranted. Howevbe WHO recommends only twohe Waaldijk
(1995) and Gol?004) classification systems.
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1.8.1: D 2 Kcfassificationsystem

D2KQa I LILIINE I OKsAyAY &l KISG Csystddnyicrvrediidi® Kubjeztive variations

and assess possible lotgym 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 forthlE SR NBFSNBYy OS F2NJ ISy A (2 dzNKky | NE
'y 2NBOG LI f legth 6f dzigihadalloKaSsessment of the relative size and position of the
UaddzZ I FyR Aa Ffaz2z | Naal FFOG2N F2NJ athes & S|
length of the sphincter mechanism is a risk factor for pelvic organ dysfunction and incontinence.
The sphincter mechanisms for both genitminary and genitd y 2 NS OGF £ U& G dzf I S
Y2ZNB G(GKIYy oodp OY FTNRY (KS alsH®durdd® tehthmBiyidtBe L2 A
maximum anteregposterior and transverse dimensions. It also has implications on anatomical

Ot 2adzNBxX (Aa&adzS RSUOAG IyR dzasS 2F 3INY T4 GAraa

¢tKS ySg Ot aaaUullr A2y e iRth @ir RnGia typasS gepeidindzNi tifiek NB
RAalGlI yOS 27F K Stulifiom the éxterGar&iBal nedtus.(TKeSe fdur types are
further subOf  aaAUSR o6& (GKS aAil S 2F GKS 0addzZ = S
special consideratiy a ® ¢&LJS mY 5AadFf SR3IS 2F UadGdzZ I+ B
5AalGltf SRI® opT OYa FdRIY BE&@i SNY I dz2NA Yy NBE YSI {c
Hop OY FTNRBY SEGSNYLFt dzNRARyY |l NEBE Y Sioihdzdernd @rindy n Y
meatus (a) Size < 1.5 cm, in the largest diameter (b) Siz8 &rb, in the largest diameter (c) Size

> 3 cm, in the largest diameter:

I b2yS 2NJ 2yfté& YAfR UONRBAAA OF NRBdzyR Uaf
6 cm, normatapacity.

i, a2RSNY UGS 2N aSOSNB UONRaA& olF NBRdzyR

(@]

vaginal length and/or capacity.
Iil. Speciakonsiderations e.g. posadiation, ureteric involvement, circumferential
Uaddz ' T LINBOA2dza NBLI A NIt IC2ANI RGTATIA 2¢O ¢

HOA UadlGdzZ+ GKS dzZNBGSNAO 2NARUOS Oty
NBEO2YYSYRSR GKIG dzZNBGSNRO 2NRAUOSa oS
gKAf &l GKS g2YlLy 6AGK | ¢&L)S ol AAr C

postoperative urinary incontinence and requires follewp (Goh 2004).
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1.8.2: WaaldijkclassificationSystem:

In his classificationNaaldijk(1995) based his work on the quantitative and qualitative amount of
tissue loss of the continenedosing mechanism of the bladder/urethra. These were measured
according to anatomic/physiologic location of the fistula as shown in Table 1.1. The clagaificati
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 (23 cm), large (4 cm) or extensive (> 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 methdak 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. InTable 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/continencemechanism(Intact

continenceclosingmechanismi.e. the fistulais>5 cmfrom the externalurethral orifice).

Type Il Here the fistula involves the closing/continence mechanism.
(Closing mechanism is compromised i.e. the fistula is < 5 cm from the external u|
orifice).

Type Il A: The fistula is without (sub) total urethra involvement (mimavolvement of continence

closing mechanism).
a) Without circumferential defect (minor involvement of continence mechanism).
b) With circumferential defect (moderatgmajor involvement of the continenc
mechanism).

Type |l B: This fistula is with (sub) total urethra involvement, moderate to major involvemel

the continenceclosing mechanism).

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

b) With circumferential defect (extensive involvementtbé mechanism).

Type lll 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 tyipeough to 11Bb, 11Bb being the

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

Figure 1.1: Diagrammatic illustration of Fistula classification

Y. BEAN

Not involoving the
closing mechanism
lllustrations provided by courtesyof Dr. Waaldijk

Type ll:In this type the fistula involves the closing/continence Mechanism. Type Il is
further subdivided into A and B

Typell Aa: Thefistuladoesnot involve(sub)total urethra, it iswithout circumferential

defect

| TYPEIlAa |

3

|1| |

Figwe 60-c  Uretrovesicovaginal fstula Figwro 60  Urethrovesicovaginal fistula

[l Involing the closing Mechanism
A MNot involving (sub) total urethra
a: without circumferential defect

Type IIAb The fistula has a circumferential defect
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@ ¢

Involing the closing Mechanism
Not involving (sub) total urethra
b: with circumferential defect

Typell B: Thistype Involves(sub)total urethra. Thistype is alsosubdividednto two parts

a,andb. Typell Ba Thefistulapresentswithout circumferentialdefect

TYPEII B a

Typell Bb:The fistula presents with circumferential defect

TYPE LB

11: Involing the closing Mechanism
B: involving (sub)total urethra
h: with circumferential defect
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Typelll: MiscellaneousFistulas

Miscellaneousdistulasincludeuretericand other exceptionafistula.

Circumferential defect refers to fistulas which involve a destruction of the bladder netlonly

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 betes adherent to the periosteum of the back

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

with good skills and experience. It is important to note that closing the fistula and restoration of
continence, he main objectives of surgery, becomes increasingly more difficult with the severity
of tissue damage. Complexity of the repair and prognosis worsens from type la 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
& W20a0NHzOGSR | 02 dzNat al.yl@azNBe infDy Yahd oite ExtedsiveNNP ¢
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 @hpc 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 patiology.

1.9.1: ConservativeManagement

Conservative management refers to nmvasive 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 foation. 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

27



obstructed lalour may leak urine and or stool due to a fistula or stress or overit@antinence
(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 f6rwleeks 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 cathieftion with Foley catheter size
16¢18 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 dgrithe 46 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 catlsateyn and plenty of fluid intake (Waaldijk,
1995. These patients should be adsisto 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 vagindlygiene 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 successfulramdnts the woman from

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

1.9.2: SurgicaRepairs

JamedMarion Simsreported the first documentedprocedurefor fistularepairin 1849,asquoted
by Elkins(1997). Duringthis period in time, very rudimentary procedureswere used. Sincethen,
surgicalprocedureshaveevolvedtremendously In the past,surgicalrepair of any obstetricfistula
before 3 months was discouragedor fear of recurrenceand inadequatehealing. However,the
principle of delayedrepairis no longertenable. Thetiming of fistula repair is now dictated by the
nature of the local tissuesaround the fistula site. Surgicalrepair may commenceif no vaginal
infection is presentand if the inflammatay processat the fistula site hasresolvedas described

above

Thereare someinstancesvhen surgeryis contraindicated Forinstance the presenceof an active

vaginalinfection or persistentinflammatory processat the fistula site is a contraindicaton to
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surgicalrepair. Theobjectiveof surgeryis principallydual: closethe fistula and makethe woman

continentof urine/stool (Waaldijk,1995).

Historically,the transvaginalapproachto surgery has been contraindicatedfor supratrigonal
fistulas. However, this is no longer an absolute contraindication:to use a trans-abdominal or
transvaginalapproachis now dictated by the surgeon'sexperienceand preference.Thepractice
today requiresthat prior to surgery:comprehensivepre-operativeand nursingcareis carriedout
to ensurethe patient is ready for intraoperative as well as post-operative care. Section1.7.3

describeghe pre-operativecare.

1.9.3: Preoperative Care

During the pre-operative period, the patient receivesbasicinformation regardingfistula. This
focuseson informed consentdiscussionsand the need for perinealhygieneand a high protein
diet. Most importantly, patients are encouragedo maintain high fluid intake of 5 litres per day.
This helps improve visualgation of the ureters during surgery and facilitates emptying of the
bladder after surgery.Constantflushingof the bladderis usefulin prevention of infection and
catheterblockagepostoperatively.Minimum laboratorytestsare done, includingurinalysisanda
full haemogram becausethesetests are cheapyet usefulin patient evaluation.Broadspectrum
intravenous antibiotics are not administeredroutinely since the fistula is causedby pressure
necrosisand not infection. Oncethe patient hashad her questionsanswered consentis obtained

andthe patientisreadyfor surgery.

1.9.4: Intra-OperativeCare

The surgeonmay choosethe vaginalor trans-abdominalroute after examinationof the fistula
under anaesthesia.The choice of surgicaltechnique and site is dependenton the & dzZNA S 2 y Q

experienceandfistulacharacteristics.

1.9.5: PostOperativeCare

Postoperative recoveryvarieswith the extent of the repair and individual characteristicsMost
surgeonsagreethat the bladder shouldbe continuouslyand completelydrainedfor at least 10
dayspostoperatively,and up to 2 to 3 weeksin extensivefistula (Waaldjk, 2004). A suprapubic
bladderdrainis preferred,which, if appropriatelypositioned,reducesbladderspasmsand patient

discomfort, subsequentlypreventing premature catheter removal. However, locally, a trans-
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urethral catheteris utilised. Thisis easierto insert and managepost-operativelythan suprapubic
catheter. The patients are also advisednot to resume sexualactivity for 3 to 4 months, as

abstinenceallowstissuessufficienttime to heal (Kellyand Kwast 1993a).

1.9.6: PostoperativeComplicatons

The commonest complication associatedwith fistula repair is catheter blockage.When this
occurs,the catheteris flushedand the patient is encouragedo drink plenty of oral fluids. Also,
fistulamayrecur/doesnot close:this is the most fearedcomgication. If the fistuladoesnot close,
a three month waiting period is advised. Thisperiod allowsfor tissuehealingbefore the second
repair canbe attempted. Persistenturinaryleak canalsooccurafter repair dueto stressor urge
incontinence. A secondary repair may help treat or improve continence especiallyin stress

incontinence.

1.10: Predictors of Fistula Healing

Currentpracticelacksa standardsed definition of succesdollowing VVFrepair; the reporting of

surgicaloutcomesvariesfrom studyto study. Most researchershowever,report assuccessthe

surgicalclosureof the fistula at the time of hospitaldischargewithout further evaluationof the

effect of the procedureon continenceor LJI (i A Sugsagentquality of life. Reportsfrom the

KenyaMinistry of Health (KenyaMoH, 2004),showthat there is paucity of data on predictorsof

successn fistula repair. However,severalfactors are known to affect succesf fistula repairs,
they include:generalhealth statusof the patient, fistulatype, fistulalocation,haemogranresults,
intraoperativecomplications post-operativecareand history of previousfistula repairs(Kayondo

etal., 2011).

In addition, major classificationdave poorer healingrate. In part, this explainswhy failuresare
attributed to extensiveand multiple fistulasincludinga combinationof VVFand RVFIn Malawi,a
study by Rijkenand Chilapora(2007) reported that patients with OFonly had a higher chanceof
healingon first attempt (94.1%)comparedto thosewith a combinationof VVFandRVH78.8%.).
Suchobservationindicatesthat patientswith dual fistulasare lesslikely to healat first attempt.
Mostimportantly, thesewomenfacethe greatestburdenof livingwith both VVFand RVFbecause
they leak both urine and stool in a continent where the condition is highly stigmatised. Other
studieshave shown 86.7%succesgate was achievedwhere the fistula was singleand had not

previouslybeenoperatedon (Guptaet al., 2012).
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Theoccurrenceof scarringtissueis a keyfactor in predictingfistula healing(Kayondogt al., 2011,
Baroneet al., 2012. Scarringcan occur as a result of infection especiallywhere there is a
combinationof VVFand RVFIt is therefore recommendedhat successfulistula closuresrequire

anaccurateandtimely repairusingprocedureshat exploitbasicsurgicalprinciples.

1.11: HIV Infection and Fistula Occurrence

The burden of HIVin Africa has been well documented.Although HIV prevalencehas declined
over the last eight yearsby 17%,the fact remainsthat women, especiallyin Africa, continueto
acquirethe infection at a higherrate than men (UNAIDS2009).Also,women get infected at an
earlier age; more often they acquireHIVinfection from older men. Forinstance,In 2016 alone,
new infections among young women (aged;25 years) were 44% higher than they were among
men in the same age groufNAIDS2016). Thismay imply that someof thesewomen get HIV
during their first pregnancy,the very pregnancythat givesthem a fistula. Once the fistula
develops and the woman tests positive she bears all the blame. Such women live a very
traumatised life; rarely doesthe family carefor them. DataregardingHIVseropositivityand VVHs
limited,; it is for this reasonthat this study was designedto establishthe effectsit may have on

fistulaprognosis/healing.

1.12: Prevention ofVesico Vaginal Fistula

The primary strategy in fistula prevention is the empowerment of the girl child and the
abandonmentof cultural practicesthat violate the rights of women. Althoughresearchhas not
demonstrated the direct link between FGM and fistula formation, this cultural practice is
detrimental to the health of the girl child becauseas soon asthe younggirl getsthe cut, sheis
seenasan adult readyto be married off to an older manwho canafford to paythe pride price.
Thisis becauseFGMis a rite of passagen communitieswhere it is practiced.Someof thesegirls
areasyoungasten yearsold and haveno ideaof or accesgo family planning(Khisagt al., 2012).
Sooneror later the girl gets pregnantbefore the pelvisis fully developedto accommodatethe
passageof the foetus during labour. Thisgroup of girlsis reported to be at highestrisk for VVF

formation (MaheuGirouxet al., 2016).

Education has been linked to economic power, which inversely boosts demisiking power for
the woman at the household level. Studies in Africa baddeus and Main@994) andWallet 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

31



and use the information in deciding when to seek medical assistance. Famnéasia 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 c¢igad, 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.

Thepoor heah infrastructurein Africais an impedimentin fistula prevention. Forinstance,the
distancefrom the villagesto the health facility is on average50-100 km (Thaddeusand Maine,
1994) The geographicakerrain and poor road network makesit impaossiblefor the woman to
reachthe facilitiesin times of emergenciesA woman canlabour for dayswithout relief and the
presentingpart of the foetal headcausegpressurenecrosissubsequentlythe infant diesand she
develops a fistula. In addition, labour manggement in these settings lack rigorous use of
supportivetechnologiessuchas the partograph. Althoughthe partographis knownto be very
usefulin identification of problemsarisingduring labour, it is rarely used for variousreasons

includingstaff shortages(Lavendeet al., 2007).

Evidencdrom literature advisesthat, in the caseof obstructedlabour, the skilledbirth attendant
shouldensurecontinuousurinary drainagefor 7-10 days irrespectiveof mode of delivery.Where
caesareansection or hysterectomy is indicated, proper surgical technique must be used to
preventsurgicalrelated fistulasthat seemto be prevalentin thesesettings.Unfortunately,many
Africancountries,includingthosein EastAfrica,arein political turmoil and civil strife. Thisimpact
negativelyon ¢ 2 Y S Ke@lh becauseof the traumaassociatedvith sexualassault. Thewomen
livingin war torn countriesare not only raped,they acquiresexuallytransmittedinfectionsaswell
asfistula. In these settingsabortion is criminalisedand the family planningservicesare out of
reach for most women, makingthem carry unwanted pregnancieswith virtually none or little

psychosociadnd/or economicsupport.

Africa needsa shift in policy formulation and increasedhealth budges to facilitate accessto
health care acrossthe lifespan.Thisway, childhooddiseasesand malnutrition canbe addressed
early enoughbefore the girl child gets stunted with a contractedpelvis,whichis likely to leadto
obstructedlabour. Thissituation will predisposethe womanto fistula formation and subsequent

psychosociatlisorders.

32



1.13: Study Rationale

Vesico Vaginal Fistulais a poor ¢ 2 Y | ¥dddition affecting mainly young women in rural
settings. Moreover, the lived experiencesof women who attend a fistula serviceare not well
documented.Thisstudy was designedto singleout factorsthat predict fistula healingor failure,
duration of urine leakingasa health seekingindicatorandto explorehow womenexperiencdife,
before and after surgery. The study aimsto establishsociatscientificand physicalfactors that
would predict surgicalclosure of the fistula. The outcomeswill help improve clinical care and
outcomesfor fistula patients,includingpreventioneventuallyculminatinginto regtoration of the

dignity of manyafflicted 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 witsicovaginalfistula before and after

fistula surgery?

1.15: Study Aims and Objectives
Toestablishfactorsthat predict successfulistulaclosure,duration of urine leakageand

documentlived experienceof womenwith fistulabefore andafter fistulasurgery.

1.15.1: SpecificObjectives

1. Todescribedemographicharacteristicof obstetricfistula patientsin EastAfrica

2. Todescribethe pre- andintra-operativefistula characteristicof obstetricwomenin
EastAfrica.

3. Todescribepredictorsof successfulistula closureamongobstetricfistulawomen.

4. Todescribepredictorsof duration of urine leakageamongfistula patientsundergoing
surgeryat selectedfistula centresin EastAfrica.

5. Tounderstandthe lived experiene of women living with obstetric fistula women

before andafter fistulasurgery.
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1.16: Study Benefits
A fistula robs a woman of her dignity. In many instances,a womanwith a fistula is stigmatsed,
ostracsed and maybedivorced.VVFis commonplacen countrieswith poor accesgo maternal

health servicegarticularlyin Africa.

In recenttimes, country programstargeting fistula care have been launchedbut the number of
patients awaiting surgeryis remairs very large. It is the 21* centuryyet new fistulascontinueto
occurwith no signsof a decline,a developmentthat is undesiredin any community.Furthermore,
it is unclearasto how many patients have receivedcare and how many have healed. Without
evidencebasedguidelinesfistula teamscontinueto operate on patients usingnon-standardsed
approachesbecausethere is a limited data to suggestthe most appropriate approachwhen

handlingdifferent fistulatypes.

Now, there is an opportunity to devel@ training curriculumsand guidelinesthat encompassiew
study findingswhich offer predictorsin fistula healingin a cohort of patients. Thisdata answers
clinically important questionsthat, there are other factors to considerin relation to fistula
classificationsand healing.Predictorsof fistula healinghavenot beenaccuratelyreported in East

Africaandthere hasbeenno attempt to considerhow HIVsero- positivity affectsfistulahealing.

In respondingto these issues,this prospectivecohort study conduced a primary analysisto
identify relationshipsbetween demographics HIV sero status, fistula size, fistula location and
duration of leakage.Study findings addressknowledge gaps and will help revise the training
curriculumfor both on the job trainees post graduatesand undergraduatesn all medical/other
health carecourses Exploringthe experience®f womenpre and postsurgerywill enablegreater
understandingpf psychasocialissueswvhichmayhelp to inform strategiesto improvethe support

andcaregivento women.

1.17: Conclusion

Theburden of fistula is commonin most communitiesin EastAfrica. Most fistulasin the region
are obstetric in origin and mostly affect young women. The author intends to utilise a mixed
method designin addresing predictors of successfufistula surgeryin the region and gaining

understandingof the lived experience®f women.
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Chapter 2: LITERATUREEVIEW

2.1: Introduction

The chapter presentsfindings from a review of studiesthat evaluated predictors of obstetric
fistulaclosure duration of urine leakageand lived experienceof womenwith the condition. It is
presentedin three parts. Section2.2 providesa discussionof the two main types of literature
reviews,followed by a descriptionof the searchstrategyand appraisabrocessesSectiors 2.3 and
2.4 present a structured searchand review of quantitative literature, which addressthe first
researchquestion: predictors of obstetric fistula closure.Sectiors 2.5 and 2.6 presenta search
and narrative review which addressthe secondresearchquestion the lived experiencesof

womenwith the condition.Section2.7is a summaryof the chapter.

The background purposeof the review,characteristicof the articles appraisalof the quality and
conclusionsof the reviewsare all included. The chapter situatesthe study within the context of

this specialisedield of fistula surgery providinga clearjustificationfor the doctoralstudy.

2.2: Types of Literature Reviews

Thissectionprovidesa discussiorof the typesof literature reviewswhichhavebeenconsideredn

this study. Thereare two typesof literature reviewsusedin this chapter, strucdured and narrative
reviews. Eachreview is precededby an explanationof the searchstrategyand critical appraisal

processused.

A literature reviewis definedasa ¢ a & a i ®»pliciti dndr&produciblemethod for identifying,
evaluating,and synthesisingthe existing body of completed and recorded work produced by
researchers,scholars,and LINJ O ( A {Fini2 2085N[#8)¢ Robson (2015) agreeswith Fink's
definition; he reports that systematicliterature reviewsfocuson a researchtopic, following a
processof identifyingand analysingdocumentsof what is alreadyknown and written down. This
seemsto differ with the commonnotion anduseof theword W& & & (i Sivhetdrh @@e a G SY | {
NB @ ATReasefdr,in this chapter systematicliterature review is describedin sucha way that it

reflectsthe structuredand practicalapproachto the literature searchprocess.
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2.2.1: Narrative Reviews

A narrativereview summarisegprimary evidencewhich is commonlyprovidedby leadingexperts
in the subjectmatter (Greenhalgh2005). Theexperttendsto discussa topic or clinicalcondition
basedon his/her viewsor experiencesln many casesthe narrative reviewsare lessstructured
than systematicreviews this subjectivity contributes to their susceptibilityto bias. However,
narrative reviewscanbe advantageousfor examplewhen broadly discussinga topic and getting
the history and developmentof a disease(Cook,1997). Narrative reviewshelp form a basisfor

future researchandtheir flexibility makesthem attractiveto manyresearchers.

2.2.2: SystematicReviews

Evidencendicatesthat systematiaeviewsare rankedhighestin the hierarchyof evidence(Clarke
and Stewart1994 Nationallnstitute for Healthand CareExcellence2005).Therigorousmethods
used in appraisingthe literature contribute to the highranking of systematicreviews this is
becausesystematiaeviewmethodscanbe appliedto other studydesignsandremainexpligt and
reproducible (Triccoet al., 2011). In this type of review, the reviewer develops pre-defined
eligibility criteria and a specificresearchquestionto answer.Thereview is well structured and
planned to respond to the specific research question it uses a systematic and explicit
methodologyto identify, select,and critically evaluateresultsof the studiesto be includedin the
literature review. This structured processhelps minimise biases,thereby producing valid and

reliablesearchoutcomes(Higginsand Green,2011).

2.2.3: StructuredReviews

A structured literature review is a processthat critically analysesand evaluates available
information on the subject matter. The outcomesare presentedin an organisedway, clearly
addressinga well-articulated researchquestion or seriesof questions. Unlike the traditional
narrative reviews,structuredreviewsavoid extremesof subjectiveversusobjectiveviews.It uses
explicit methodsin literature searchingwith a clear, structured, replicablestrategy. Becauseof
this, structured reviews are consideredmore credible since they are less biased than expert
opinions. Structuredreviewsare more flexible and more pragmaticthan systematicreviewsbut

still follow a systematicapproach.

2.2.4: Literature Researh Questions

Thereare two mainliterature reviewquestionsin this study:
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a) Quantitative review question (Questionl)

Thisreviewaddressedhe researchquestion:&What are the predictorsof successfuistula closure
in obstetric fistula women attending servicesin East AfricaZ Studiesin this review section
included quantitative, empirical, randomised/nonrandomised experimental and observational

studydesigns.

b) Qualitative review guestion(Question2)
Thesecondpart of the review exploredresponsedo the researchquestiontitied: dWhat are the
livedexperiencesf womenliving with fistula in EastAfricaZ Qualitativeempiricalstudiessuchas

thoseinformed by groundedtheory, phenomenologyand ethnographywere includedfor review.

2.2.5: Literature Reviev Choice

A structured system of reviewing literature was used to answer researchquestion one. This
approachwasthoughtto be more pragmaticand more in keepingwith the mixedstudy methods.
Themainaim of the structuredreviewwasto exploreknowledgesourcesto either discovergaps,
or guide the decisiormakingprocessof obstetric fistula care in clinical practice. Hence,critical
appraisalof the available evidencewas of paramount importance. The systematicapproach

enabksthe readerto follow the whole process.

The narrative synthesiswas utilised in the qualitative literature review to allow flexibility in the
approachto answerthe specific question. Importantly, the qualitative researchfocused on
gaining an understandingof lived experiencesof women living with obstetric fistula. This
approachenabledthe researcherto be selective,includingonly those articlesthat were most
relevantto the areaof investigation Assuch,the narrativeapproachenabledthe searchto evolve

accordingo researchinterestsandinitial articlesread.
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2.3: Literature Searchor Predictors of Successful Fistula Closure
Thissectionpresentsa synthesisof quantitative literature on predictorsof successfutlosureof

obstetricfistula.

2.3.1: SearchStrategy

Thisstructuredreview utilised a systematicapproachto searchingthe literature and a narrative
presentationof the results. Thistype of review permits replicationof the samequestionwith the
potential for transparency.Thisensuresa comprehensivesearch for existingprimary articles of
the review questionand reducesthe susceptibilityof reviewersto subjectivelyselectthe primary

studiesasindicatedby Liberatiet al. (2009 andHigginsand Green(2011).

Thecredibility of the literature searchis foundedon a soundprocessof article retrieval at a given

point in time (Cooper,1998).Assuch,the articlesretrieved must rely on effective searchterms

for the title and abstractaswell asthe clarity of context/subjectmatter. However,it is important

to recognisethat the assignmentof databaseindexingterms is dependentuponthe A Yy RS E S NI
interpretation of the paper, at times this may affect the outcomesof a literature search(Evans,

2002). To minimise retrieval challenges,it is advisablefor researchersto develop a focused
researchquestionwith appropriate and identifiable resourcesto search.With this in mind, the
searchstrategyfor this first reviewwas guidedby the needto identify existingevidencerelating

to fistulasurgeryoutcomes.

2.3.2: SearchHements

To identify relevant studiesfor review, a choice of appropriate searchterms is critical. Search
terms are usually derived from the main conceptsin a review question. The PICOframework,
originally designedto allow physiciansto accessevidencebased knowledge to guide their
practice,hasbeenextendedto formulatingreview questionsfor acessingevidencein other fields
(Huanget al., 2006). However, PICOhas increasinglybeen recognised as limited in retrieving
studiesfrom databasedor reviewquestionsthat are basedon socioculturaphenomenaor havea
wide perspective(Cookeet al., 2012). For example,in someresearch,especiallypasedon the
socialsciencesvherethe subjectis contextualisedthe definition of termsis subjectiveand based
on context. Thiswasevidentwhen searchinghe literature for lived experiencef womenwith

obstetricfistula
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Before searchingthe databases,additional words/synonymsfrom the review question were
obtainedthrough scopingand mappingout of the key conceptsusingthe Meshtool in Medline,

andsuggestedermsin both Embaseand CINAHL.

2.3.3: DataSourcesfor the Review

The databasesvere searchedusingthe following keywords:VesicovaginaFistula(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
suggestingnsteadthe useof "treatment outcomes".TheBooleanoperatorsW h an@W¥! bve®@
appliedas shownin Table2.1. Eachkeywordwas utilised to searchfor the literature in all four

databasesi.e. Medline, EmbaseCinahland PsycINFO.

Also,the referencelists and bibliographiesof includedarticleswere manuallysearched All likely
conformingstudieswere savedand then exportedinto EndNote after thoroughly scanningthe
databasesIn EndNote the duplicateswere screenedout leavingonly singlestudies.Thesewere
thoroughly screened,sorted, and those that did not meet the inclusioncriteria by titles were

removed

Table 2.1: Keywords used in theliterature

#1 VesicovagindFistula/

#2 VesicovagindFistula/

#3 UrinaryBladderFistula/

#4 UrinaryFistula/

#5 VaginalFistula/

#6 RectovaginaFistula/

#7 Obstetricfistula.

#8 Obstetricfistula/

#9 Femalegenitalfistula.mp
#10Femalegenitalfistula/

#11 Urogenitalfistula.
#12Urogenitalfistula/
#13Vaginaffistula/
#14ExperimentallreatmentOutcomes/
#15Treatmentoutcomes
#16lor2or3ord4or5or6or7or8or9orlOorlloril2ori3
#17140r 15

#1816and17
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2.3.4: Inclusionand ExclusionQriteria

Thecriterion appliedfor exclusionandinclusionof the articlesin the reviewwere: the population
under the study, the phenomenonunder study and the type of researchdesignin favour of
identification of appropriate data to adequatelyexplainthe phenomenon(Denzinand Lincoln,
2005 Silverman2010).

Other criteria were: geographicallocation, year of publication and languageof publication as
explainedby BettanySaltikov(2012). Women with obstetric fistula are a specificgroup and
studieshad to be restricted by gender (only women)} men with fistula were excludel. It was
necessanto includewomen of all agesas someacquiredfistula when they were too youngfor
the review to be meaningful,and findings were understoodin the context of this group. The
studies explored were also restricted by the aetiology of the fistula (obstetric in origin) and

settings,hencethe higherconcentrationof Africanstudies.

The study criteria allowed all researchdesignsso that relevant data were not missed.It also
coveredthe yearsfrom 1970to July2017,the period where much publicationon the topic has

happened. Table2.2 presentsa summaryof the exclusion/inclusioncriteria.

Table 2.2: Inclusion/exclusion criteria

Inclusioncriteria
Predictorsof fistulasurgeryrelated studies
Articlesrelatingto anyhealthcaresetting
Studiespublishedin English
Primaryor secondaryesearcharticles

Exclusiorcriteria:
Articlesnot written in English
Poorquality of the articles
Casestudies
Caseseries
Opinionpiecesand Articlesnot relatedto femalegenitalfistula
Cancerndradiationrelatedfistula
Fistulagn males
Fistulagn/ N2 KligeQsior ulcerativecolitis
Infantfistulas

The selectedarticles were savedand then exportedinto an Endnotelibrary. Selectedarticles
were manually assessedor relevanceto the key researchquestion, i.e. predictors of fistula

closure.Tobe eligiblefor full review, the paperneededto addresdfistulaoutcomesor predictors,

41



either as a primary or secondarypaper. Articlesidentified included searchterms in the title or
abstract. It wasintended that this would highlight any articleswhere the aim or findingswere
significantlyrelated to the researchquestion. A difficulty in usingvaginalwound healingas a
searchterm is that it highlightsa significantnumber of articleswhere the term is usedin wound
healingnot specificto obstetricfistula healing.Hence full papersearchesvere not carriedout in
connectionwith thetermsW ¥ A K 8§ Hztahdf? A NS R NH@idchudidhaddrexclusiorcriteriafor

studieswere developedfrom the keywordsin the reviewquestion.

The review excludedMesh headingsunrelated to female genital fistula such as infant fistula,
fistuladueto radiotherapy renal diseasesand cancerrelatedfistula studies.All articlesidentified
were reviewedfor relevance Relewant articleswere then selected downloadedand scrutinisedto

ensurethat they were answeringthe researchquestionof the study.

2.3.5: Assessmenof Quality

The quality of the articleswas evaluatedusingthe Hawkertool (Hawkeret al., 2002. Thetool
assessefactorsin a study, asshownin Table2.3, and scoreseachfactor as shownin Appendix
2.2. Theminimum scoreof 9 meansinferior quality and a maximumof 36 a good study. Thetool
wasselectedbecauseit is comprehensivebut easyto understandand canbe appliedto different
study designs.It allowsthe reviewerto assigna value to variousmethodologicalelementslike

abstract,methods,samplingandanalysisto showthe rigour of the study.
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Table2.3 Hawker s Tool for Quality Appraisal

Researchenndtitle: Date:

AreasAppraised VeryPoor | Comment
Good | Fair Poor

1. Abstractandtitle

2. Introductionand Aims

3. Method anddata

4. Sampling

5. Dataanalysis

6. Ethicsandbias

7. Findings/results

8. Transferability/generalizability
9. Implicationsandusefulness
Total

2.3.6: SearchFindings

Theinitial literature searchwas conductedin the year 2013 and revealedeight relevantarticles
Thesearchwasupdatedin July2017whichrevealedadditionalliterature. Thesearchof literature
in July 2017 produced 446 articles after removing 98 duplicates. Further screeningof the 446
articleswas done usingtitles and abstracts,which led to the exclusionof 414 articleswhich did
not meet the inclusioncriteria. A thoroughrepeatscreeningof the abstractswasperformed, this
time with anindependentassessarwhichyielded32 articles Out of these,nine were eliminated
at this stage either becausethe fistula occurred following radiotherapy or a malignancy
complication,it occurredin different settingsor it wasassociatedvith Crohn'sdisease Thetotal

numberthat met the inclusioncriteriacamedownto 23 articles
Thefull text of the 23 articles meeting the inclusioncriteria was requested. The articleswere

mainly Africanstudieswith a concentrationin Westand EastAfrica. Articlesnot written in English

were excluded.
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CINAHL (n=35)
Embasdn=240)
Medline (n=235)
PsycINFO(n=16)

(n=8) No. of additionalrecords
identifiedthroughother
sources

I |
L

(n=446)numberof papersafter
duplicateremoved

‘ A totalof (n=414)papers
wereexcludedontitlesand
(n=446)numberof papersscreene abstracts
for title andabstractgor relevanc

l (n=9) numberof full textarticles
excludedwith reasons:
SN 1. Nonobstetric etiology

(n=32)Studieswereconsideredor
the quantitativequestion

2. Not related to research question.

‘ 3. Non-English

: . 4, Casestudy/seri
(n=23) Studieswereincludedfor asestudylseries

the quantitativequestion 5. Article not accessible

Figure 2.1: Flow Diagram of Quantitative Review Process

Appendix2.1 Presentsa summary of steps followed in identification, review and scoring of
existing quantitative literature about predictors of successfufistula surgery.Eachscore of an
elementon the tool representsthe quality of articlesreviewedregardingthe particularelement.
Thetotal scoresrepresentthe quality of the studies.The 23 includedarticleswere synthesised
and appraisedfor quality usingl | ¢ { ®olXTable2.3.). The highestscorewas 35 and lowest
were 18. However, there was little variation between articles demonstrating a degree of

consistencyn the quality of the studiesselected.

The narrative synthesisof the extractedresults utilised the thematic synthesisapproach,which
has been effectively used to combine and discussevidencegeneratedfrom diverse research

designs(Thomasand Harden,2008). Eachpaper had the characteristicsof the paper and key
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findings relevant to the review question extracted and entered into a table. Appendix 2.2
illustratesthe characteristicof the articlesincludedand dataextracted. All of the keyideasfrom
the articleswere pooled, labelledand refined into similarideasiteratively until the final themes
emerged.Thesethemesform the topics of the discussioransweringthe review questian. The

synthesisedindingsare presentedin part two of this chapter.

2.4: Literature Review for Predictors of Successful Fistula Closure

2.4.1: Introduction

Thissectionpresentsa review of the relevantquantitativeliterature. Thefirst part (Section.3.2
2.3.5)focuseson the synthesisof primary articlesrelatingto predictorsof fistula healing/closure
and related clinical information, while the second part (Section 2.3.6) presents published
systematicreviews on the subject. Sectim 2.3.7 summarisesthe findings and Section2.3.8

describeghe gapsidentified, while Section2.3.9presentsconclusions.

2.4.2: Predictorsof SuccessfuFistulaSurgery

In the literature, various factors affecting fistula healing after surgeryhave been discissed,as
summarisedin Appendix2.1. In Uganda,Kayondoet al. (2011) conducteda prospectivestudy
looking at somefactorsthat influence surgicaloutcomesof VVF.The aimsof this study were to
determinethe outcome of surgicalrepair of VVFand establishthe factorsthat predict resultsof
surgicalrepair of VVFin Mbarara, a regional referral hospital. For unknown reasons,patients
presentingwith fistulasof lessthan two monthswere excludedfrom the study,eventhoughmost
patients indicated that they had given birth through caesarearsection 46 (59.7%)with a 90%
perinatalmortality. Thismay meanthat patientshad beendischargedrom the hospitalafter the
fistuladevelopedfollowingthe caesarearsection.Outof 77 patientswho hadfistularepaired,the
majority (n=55, 79.7%) gained continence. However, among patients presenting with both

Vesicovagindistulaandrecto-vaginalffistula, 3 (60%)had unsuccessfuistulaeclosure.

Reportsfrom Ugandaalsoindicate that major classificationdiave poorer healingrates (Kayondo
et al,, 2011). In part, this explainswhy failures are attributed to extensiveand multiple fistulas
includinga combinationof VVFand RVFThereportsindicat that the presenceof scarringtissue
and circumferentialdefect are key factors in predictingfistula healing. Scarringcan occur as a

resultof infection, especiallywherethere isa combinationof VVFand RVFThesamestudyshows
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that patientswho had largefistulaswere more likely to have unsuccessfulepair than those with
smallfistulae,with anoddsratio of 6.0,95%CI1.46to 24.63(Kayondcet al., 2011).

Themajor limitations cited in the study were: a smallnumber of cases(77 participants),limited
suppliesand equipment aswell as challengesn individual surgeoncompetenciesA conclusion
that circumferential fistulae, marked vaginal scarringand patients with previous unsuccessful
fistularepair are more likely to yield negativesurgicaloutcomeshasbeenmade (Kayondcet al.,
2011).

Othersdefine predictorsof fistula outcomesin terms of fistula sizeand pathology(Hategekimana
2005). A questionnairewas usedfor data collectionin this prospectivehospitatbasedstudy. A
total of 112 patients were recruited over a five-year period (1997 to 2001) in Kigali,Rwanda.
Postoperativelypatientswere reviewedat months 1 and 6, a time when surgicaloutcomeswere
assessedSymptomaticinfection associatedwith C 2 f $athetér was observedin this cohort.
During the immediate postoperative period, 13 (11.6%)fistulas recurred. Further, the study
indicatesthat fistula diameter, bladder neck involvementand vaginalfibrosis are predictors of
fistulafailure. Thisobservationis in agreementwith their descriptionof patient profileswhereit is
saidthat 64%o0f the patientspresentedwith more complexfistulas,this maybe associatedvith a
breakdownin health systemsfollowing the 1994 genocide.The researchershave presenteda
backgroundto the subject matter and described materials and methods. However, data
managementprocessesfailed to pinpoint the factors that predict fistula successHence,the
paper does not provide a conclusivestatement on factors that affect fistula outcomesin this

setting.

In a similar study, Gohet al. (2008) conducteda prospectivestudy among987 women with the
aim of assessingredictorsof failure of fistula closureand postfistula urinary incontinence.The
assessmentfor fistula closure and residual urinary incontinence was performed before the
patients were dischargedThe majority (n=960)had successfutlosureand 229 reported urinary
incontinenceafter surgery. The highest number of urinary incontinencewas reported among
women whose fistulas were located closestto the external urinary meatus. Similarly, patients
with significantvaginalscarringwere more likely to report fistula closureand incontinence;an

observationsharedby Kayondcet al. (2011).
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Atthe sametime, researcherdookedat predictorsof fistula outcomesthree monthsafter surgery
was conducted(Baroneet al. 2013). Countriesincludedin the study were: BangladeshNiger,
Nigeria, Guineaand Uganda.The study focusedon fistula closure and residualincontinencein
womenwith a closedfistula. Patientand fistula characteristiceand context of repair were saidto
be potential predictorsin the study. A total of 1,274 women were recruited for study over a
three-year period. The results indicated that severevaginalscarring(adjustedRR1.56, 95%CI
1.20-2.04), partial urethral involvement (adjusted RR 1.36, 95% CIl 1.11-1.66) and complete
urethral destruction or circumferential defect (adjusted RR1.72, 95% CI 1.33-2.23) predicted
failed fistula closure. Furthermore, severe vaginal scarring, partial urethral involvement, and
completeurethral destructionor circumferenial defect (adjustedRR2.06,95%CI11.51-2.81)and
previous repairs were significantly associatedwith residual incontinence. The researchers
concludedthat fistula closureis related to preoperative bladder size, previous repair, vaginal

scarringand urethral involvement.

At the JimmaUniversityin Ethiopia,168 womenwere recruited in a crosssectioral study (Soriet
al., 2016). Thesurveyrecordeda succesgate of 93.4%,but it failed to evaluatethe risk factors
associatedvith failure to closethe fistula. Thestudy had minimaldetailsin the data analysisand

the resultsare unadjusted.Therewasno new knowledgepresentedin this paper.

In a cohort study, Delamouet al. (2016) looked at factors associatedwith failure of obstetric
fistularepairin 754womenin Guinearetrospectivelyandfound that presenceof urethraldamage
and a history of vaginalbirth in the previouspregnancypredicted failure. However,the study
cautionedsurgeonsto exercisediligencein repair wheneverthey are faced with patients with
both factors.Also,the studyproposeda mixedmethod designto assessurther insightsinto these
factors. Althoughthe study gaveelaboratedetailsin the background,t had minimal details on
dataanalysisThesamplesizewasadequateto measureeffect sizeandto validatetheir results.In
the similar settings,a retrospective study conductedby Lopossoet al. (2016)failed to identify
urethral damageand previousvaginaldeliveriesasrisk factorsfor failedfistula closure.Thisstudy
concludedthat a history of previousrepair, the presenceof multiple repairs,the severityof the

fistula, surgS 2 yegbarienceandduration of the fistulawere reasongor failedrepair.
In aretrospectivecohort study of 640women, Javedstudiedthe factorsto determinerecurrence

of fistula after VVFrepair (Javedet al., 2015). The study describedfactorsfor VVFrecurrenceas

the presenceof multiple fistulas pre-operative bladder size,secondaryrepairs and duration of
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fistula. The study reported no ethical clearanceand appearedmuch like an audit of the hospital
procedures. The researchersmade proposalsfor a prospectivestudy and standardisationof
terminologiesin fistula for purposesof comparisonof resultsand to determine the prognostic
factors.Alsonoted were non-prognosticfactorslike age,parity, and aetiology,route of repairand
location of the fistula, which partially contradictsD S R 2013 ¥observationson the choice of
techniquefor VVFepair.

Studiesby Loposscet al. (2016)were determinedto evaluatefactorsto predict recurrenceand
successfulreatment following surgicakepair of VVF Thisretrospectivecohort studyin DRCongo
with a sampleof 166 women, went on to showthat fibrosisand fistula locationwasa significant
predictor of successand that the use of Martius flap and fistula size cannot significantlypredict
successor recurrenceof fistula after repair. Themethod utilised in the classificatiorof fistulais
not entirely true, becauseunlike Waaldijk classificationof VVFlooks at anatomic/physiologic
factors and fistula sizesto assesgprognosis.Theseviews are different from those describedby

Loposseet al. (2015), which essentialljcompromisesomparability.

Arecentcohort studyin Malawi comprehensivelynvestigatedfactorsto identify patientsat risk
of urinary incontinenceafter surgery(Bengtsonret al., 2016) The study had a samplesizeof 401
womenand prospectivelylookedat sociodemographidata, fistula factors,body massindex,and
fistula classificationBengtsonet al. (2016)further describeda risk scoringtechniquethat would
identify women at risk of urinary incontinencefollowing repair. The study, conductedbetween
2011 and 2014, used logistic regressionto develop a risk score to identify women with the
likelihoodof residualurinaryincontinencedefinedasgrade2-5 within 120daysof VVHirst fistula
repair. Thestudybasedthe scoreon preoperativeclinicaland demographiacharacteristicsuchas
age, the number of yearswith fistula, humanimmunodeficiencyvirus status, body massindex,
previoussurgeryat an outsidefacility, revisedGohclassificationVVFsize,circumferentialfistula,
vaginalscarringbladdersize,andurethral length (Bengtsoret al., 2016) At eachcut-off point, the
study assessedhe sensitivity,specificity,and positive and negativepredictive valuesof the risk
score. A risk score of 20 or higher had an associatedincreasedthe likelihood of residual
incontinencewith satisfactorysensitivityand specificity. The scorehad an excellentsensitivityof
82%and specificityof 63%.Thenegativepredictivevalue was91%.It recommendedvalidationin
the future with different populatiors and data setsto promote its application.Thisrisk scoreis a

new outcome. However, the centre run by expert surgeonsonly, would compromise its
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generalgability. If validated,it could be applied by surgeonsto know which clientswith VVFto

refer to expertsurgeons.

2.4.3: Thedrcumferential Hstula

The circumferentialfistula is a more difficult fistula to closeasit requires anastomosisof the
bladder to the urethra. In Ethiopia, researchersin a prospective study set out to use a
classificatiorsystemin predictingsurgicalfistula closureandresidualincontinence.Theirfindings
indicatethat circumferentialfistulae had a risk for surgicalfailure and residualincontinencewas
reported even after fistula closured(Goh et al., 2008). One retrospectivecohort study in Sub
SaharanAfrica by Wright (2015 set out to quantify circumferential urethral fistula and their
prognosisln a sampleof 106 women, the study reported a 25%successate of continenceafter
repair. Thispaperalsonotesthat useof buccalmucosaflap to augmentrepair of circumferentid

fistulawasadvantageoudn improvingurine continenceand shouldbe used

Onthe sameissueof flaps, Wahabet al. (2016) looked at the omental flap interpositionin the
repair of VVF Althoughthe study noted animprovementin the applicationof the flap, the result

waslimited by the smallsamplesize(n=28),hencewould not serveto affect practice.

2.4.4: Modelsof Treatment

On models of care, TaylorSmith et al. (2013) describeda comprehensivemodel involving
psychologicakupport, conservativeand surgicalmanagement postoperativecare and follow-up
of 458 women in Burundi. Althoughit servedas a benchmarkingexercisefor the country and
proposeduse of telephonetechnologyto aid recruitment of patients,the study noted challenges
in early casefinding and recruitment, capacitybuilding of VVFsurgicalrepair and assessinghe
psychologicaimpact of the model. The results of this paper encouragefistula units to offer

comprehensivesareto fistula patients.

2.4.5: Mode of Repair Techniques

The choice of appropriate surgicaltechnique for benign primary VVFremaineda question for
many surgeons.The idea prompted Gediket al. (2015)to study 53 women retrospectivelyto
evaluateand advisesurgeonson appropriatenessThe study was not appropriatelydesignedto

answer effectivenessof one method over another, and the samplewas limited to give a good
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effect size.A randomisedclinicaltrial or an adequatelydesignedobservationalstudy would help

answerthe question.

Other studies that looked at new technologiesin the managementof VVF concentratedon
minimally invasivelaparoscopicand robotic techniqueson iatrogenic VVF(Tengardjajaet al.,
2013 Wanget al., 2012: Moseset al., 2017). Unfortunately, the studieswere in different settings
where obstetric fistula is rare. Obstetricfistula occursin poor settingsin rural Africaand South
EastAsiawhere these techniquesapplicabilityis limited owing to poor hospital infrastructure.
Furthermore,the time taken for training and the expensesnvolvedwould deplete resourcesfor
many ordinary surgeonsand institutions in the low-resourcesettings.Needlesgo say,that the
most appropriatetechnologieswvould be thosethat are safe,easyto learn, easilyapplicablewith

excellentresultsandat minimumcost.

2.4.6: SystematicReviews

Thefirst time the literature was searchedwasin 2013. Theliterature searchfound a paucity of
systematicreview articles The narrative review by Creangeet al. (2007) broadly looked at VVF
andits managemenin general.Thepaperdid not presenta focusedreview question.However,a
broad objective was designedto review the existingclinical and epidemiologicaknowledgeon
VVFs.Also, the paper sought to identify issuesthat require immediate attention from both
cliniciansand policy makersincludingfactorsthat determine surgicaloutcomes.Thisobjectiveis
quite elaborateand doesnot considerkey itemsthat makea focusedreview. Atargetedreview
helpsthe researchetto captureall studiesof interest, thereby maximsing benefitsto the clinician
and patient. For example,a good review must indicate the participants, the intervention(s),

specificoutcomes,comparatorsand study design,itemsobviouslylackingin this review paper.

Duringthe initial search,the secord systematicreview identified was by Frajzyngieet al. (2012)
who describesa systematicoverviewof primary studieswith a clear,focusedreview questionon
a specificproblem, i.e. the review is well structuredwith explicit eligibility criteria. A total of 20
articleswere reviewed the resultsshowthat scaring and urethral involvementwas associated
with poor prognosis. The report concluded that a unified, standardisedevidencebase for
informingclinicalpracticeis lacking.Out of the 20 articlesreviewed,none qualifiedfor inclusionin
the current review; either only abstractswere availableor researchersdid not analysesurgical

outcomesor the articlesdiscussedncontinenceaspost-operativecomplications.
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Althoughthe reviewedarticlesby Frajzyngieet al. (2012 were mainly observationalstudiesand
not randomisedcontrolledtrials (RCTs)they did help answerthe review questionand formed a
basisfor future research.The questionhasaddressedhe populations,interventions,outcomes

andstudydesignwhichareimportantindicatorsfor a goodreview.

In recent years, more evidence has emerged Literature searchedby July 2017 yielded four
secondaryrecords:two systematicreviews (BodnerAdler et al., 2017 Cowgillet al., 2015 and
two narrativereviews(Mellanoet al., 2014 Mosesetal., 2017.lna S f f Inafratidedeview,the
study describedthe literature on the epidemiologyof VVF,presentationand diagnosisof VVF
patient, fistula classificationsystemsavailable, fistula managementand postoperative care.
Thoughthe narrativestylereviewlimited the applicabilityof the results,neverthelesst bringsout
current issuesin VVF.Unfortunately, the review did not discussany factorsto predict surgical
closure of VVF. The other narrative reviews (Moses et al., 2017) were on state-of-the-art
treatment of VVF.The review examinedthe literature on managementof VVF,specificallythe
mode and technique of VVFrepair. Also, the study attempted to make a comparisonof trans-
abdominallaparoscopi@and robotic techniques.Therewasno evaluationof predictorsof success
with the researchetkeento promote laparoscopic/robotidechniques.Converselythe systematic
review by BodnerAdleret al. (2017)lookedat the sametechniquesof repair and effectivenesof
operative techniquesor conservativemanagement. Thisreview consideredrandomisedclinical
trials and additionally conducteda meta-analysis.The study concludedthat there was no clear
favourite regardingdiseasemanagementand surgicalapproachand that the vaginalroute of
repair remainedthe path of choicein the repair of VVF.The study was however, limited to
gynaecologicailatrogenicVVF. In 2015, Cowgillet al. (2015)set out to seard for literature on
populationbasedobstetricfistulaincidence prevalenceandrate of stillbirths amongOFpatients.
Thissystematiaeviewsearchedvidely andfound that the incidencevariedconsiderabl\between
Africaand Asiawith rangesof 0-4.09%per 1000deliverieswhile the prevalencerangedbetween
0-81.0per 1000deliveries.However,the study noted that the prevalencewasprone to bias.The

stillbirth rate associatedvith OFin the studywas32.3%.

2.4.7: Summaryof Literature Review

Articlesreviewedidentified the following negativepredictivevalues:a history of previousrepairs,
presenceof scarringtissuesand sizeof the fistula. Largerfistulaswith bladderneckinvolvement
were mentioned more commonlyas havinga negativehealingpredictive indicator. Somefistulas

occur during caesareansection particularly when the surgeonis less experienced.Articles
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presentedby Frajzyngieeet al. (2013 and Baroneet al. (2012) alsoreported predictorsof fistula
healingto be scarringtissue,circumferentialdefectsand previousrepairs.Theseare goodreports
but most studieswere mainlyquantitativein nature and did not addresssocioculturaffactorsthat
may predict successof fistula closure. The context in which researchersdesignedshortterm
follow up periodsin most reviewedstudiesmay have beenfeasible/practicalat the time in the

thesesettings.However longerassessmenperiodsmayyield unexpectedriticaloutcomes.

Some studies describe the context in developing countries where other factors predispose
womento fistula, they include: poverty, long distancesto health facilities, poor referral systems
and poor road networks. These make patient follow-up a daunting task. Such scenariois
compoundedby the scarcity of specialked fistula centresin EastAfrica. Studiesutilising the
abdominalroute of fistularepair were associatedvith longerhospitalstay, thesewere saidto be
more likely to fail than those optimising on the vaginal route. Most researchershave not

describeda detailedview of factorsthat are associatedvith their conclusions.

2.4.8. Gapsldentified

Thereis lackof robust designsin understandinghe fistula burdenin developingcountries.Most

articleswere descriptivedesignssinglesite and smallsamplesizeto measurepredictivevalues.n

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

healing,especiallyin EastAfrica.

In all of the reviews, there was no evidence of mixed method studies relating to fistula
chaacteristics,duration of leakageand g 2 Y S v€d&xperiencesn multiple settings.Although
articles by Kayondoet al. (2011) and Frajzyngieret al. (2013), describedassessmenbf fistula
surgery and outcomesin some African countries, cultural labour practicesand demographic
characteristicgpeculiarto Kenyawere not captured. Also, in documentingpredictors of fistula
healing,researcherglid not highlightthe contribution of inexperiencedsurgeonsin fistula care
andtheir contributionto fistulaoutcomes.

Neverthelessthere were assumptionsdrawn regardingthe presenceof infection and antibiotic

use, but none of these studiesattempted to measureHIV seropositivityand its associationto

successfusurgery.Thesereviewsclearlypoint to multiple grey areasthat link existingindividual
or fistulacharacteristicand surgicalsuccess.

In addressinghese gaps,the current multi-site and mixed method study in EastAfricansettings
was designedto explore clinical and social factors that may predict fistula healing in these

settings.Thefirst questionaimedat establishingoredictorsof successfusurgicalffistula closureby
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a single surgeon. The social context, duration of leakageand labour practiceshas also been
studiedto unearthuntold predictors of surgicalsuccessn the cohort. In chapterfive, the findings

are describedwith due diligenceand statisticalprecisionuniqueto this study.

2.4.9: Conclusion

Thereis a paucity of evidencerelatedto fistula surgeryand outcomes,especiallyin Kenya.There
is a glaring lack of researchrelating to predictors of fistula surgeryand lived experiencesof
women living with fistula. Giventhe lackof evidencein this areaof 4 2 Y S ¥fe@lth, this study
exploredthe predictorsof successfusurgeryand determinantsof duration of leakage.{ dzNAH S 2 y Q
choiceof classificatiorstyle, route of repairand duration of leakagewasalsoconsideredn detail.

Thestudyalsoexploredthe effectsof pre and postoperativecareon fistulaoutcomes.

2.5: Literature Searchfor Lived Experiences of Women Living with Fistula
2.5.1: Introduction

Thissectionpresentsa synthesisof qualitative literature on womenliving with fistula before and
after surgery.Althoughwomen living with fistula may have lived with the condition for many
years literature searchoutcomeswere muchlesscomparedto the epidemiologyof the condition,
especial in Africa(Popeand Bangser2011).In part, low evidencein qualitative work may be a
reflectionof & dzNH $&njhd, Wherebymore emphasiss laid on fistula closingtechniquesthan

documentingthe socialand psychologicahspectsf the condition.

In recent times, evidencerelating to ¢ 2 Y S y¥expérienceswith fistula has emerged. This
qualitative synthesigoresentsresearchfindingsemanatingfrom either purely qualitative or mixed
methodsdesigns.Thedesiredinformation hasbeenpresentedin a narrative form startingwith a
descriptionof the searchprocess,scoringof articlesand a summaryof articles as providedin
Appendix2.3. Sections3.2 to 3.5 provide the synthesisof the reviewed articles Section2.5
presens the synthesisof the articles and the table in Appendix2.4 presentsscoresof articles

reviewedusingHawkegtool.

2.5.2: DataSourcedor the Review

The literature searchaimed to include all qualitative work publishedto date. Although the
qualitativeresearchaimedto explorethe lived experienceof womenlivingwith fistula, the search

term Wt ASZESIES NAAR yidD ©eddmeaningfulstudies. Therefore, qualitative searchterms
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were searchedand utilised in Medline and Embasedatabases Similarly,the Booleanoperators
W! band¥ h weie applied,combiningthese searchwords VaginalFistula,RectovaginaFistula,
Obstetricfistula, & Adgpth" or "face-to-face"or interview or discussionA summaryof the process
is shown in Table 2.4. Also, the reference lists and bibliographies of includeswere manually
searched. All likely conforming studies were saved and then exported into Endnote after

thoroughly scanningthe databases.Duplicateswere screenedout leaving only single studies.
Thesewere thoroughlyscreenedsorted,andthose that did not meetthe inclusioncriteria by title

wereremoved

Table 2.4. Keywords used in the qualitative literaturesearch

Qualitative Literature SearchStrategy

1 Vesicovagindistula/
#2 Vesicovagindristula/
#3 UrinaryBladderFistula/
#4 UrinaryFistula/
#5 VaginalFistula/
#6 RectovaginaFistula/
#7 Obstetricfistula.mp.
#8 Obstetricfistula/
#9 Femalegenitalfistula.
#10Femalegenitalfistula/
#11Urogenitalfistula.
#12Urogenitalfistula/
# 13.Vagindistula
#l41lor2or3ord4or5or6or7or8or9orlOorllori2ori3
#15 ("semkistructured” 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®r questionnaire*)
#16 (focusgroup* or gqualitative or ethnography*or fieldwork or "field work"
or "keyinformant"). #17interviewsastopic/
#18focusgroups/
#19narration/
#20qualitativeresearch/
#21150R16 OR17 OR18 OR19 OR20
#2214 AND21

2.5.3: Inclusionand ExclusiorCriteria

To be eligible for review, articles needed to be either qualitative or mixed methods. The
population was women living with fistula before or after surgicalrepair. Articles that were
associatedwith experiencesof women living with fistula were included for review since they

focusedon the samephenomenaBernard,1994:DenzinandLincoln,2005: Silverman2010).
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2.5.4: Assessmenbf Quality

Asfor the quantitative review in Section2.3.5, the quality of the qualitative articlesextractedin

this reviewwasevaluatedusingthe Hawkertool (Hawkeret al., 2002).

2.5.5: SearchFindings

The searchfound 530 articles after removing duplicates; 330 duplicateswere removed. The
remaining200 articleswere screenedbasedon titles and abstracts;this yielded 50 articles. The
remaining 50 were further scrutinisedand 29 rejected. A total of 21 articles met the review

criteriaaspresentedin Section2.3.3(Figure 2.2).

(n=3)No. of additional

Embasgn=406) recordsidentified through

Medline (n=121) other sources

1‘ 14

Atotal of (n=330)papers

(530=)numberof papersafter

duplicateremoved were excludedon titles and

!

(n=200)numberof papers

(n=150)

_ Numberof full text articles
screenedor title andabstracts —

excludedwith reasons:
for relevance

1. Non- Obstetric fistula experiences.
l 2. Not related to research question.
n= udieswere considere
for the qualitativequestion

(n=29)

‘ 1. Non-EnglishCase
z nzﬂ ;gtualeSNere |nc|uaea study/series

ﬁ
Forthe qualitativequestion 2. Article not accessible

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
2.6.1: Introduction

In keepingwith the researchquestion,a narrative synthesisof identified qualitative articleswas
preferred asit allowed in-depth understandingof g 2 Y | {iveddexperience.Although articles
reviewed were from diverse settings, their findings generated similar themes and subthemes
relatingto ¢ 2 Y S ¢¥xQaiiencesFor these reasons,they were reviewed under broad themes
each of which consistsof subthemeswhich are discussedin context. Section2.5.2 discusses
negativesocialeffects, Section2.5.3 untoward culture, Section2.5.4 physicaltrauma and issues
with sequela,Section2.5.5socialeconomicimplications,Section2.5.6fear and rejection, Section
2.5.7 divorcefollowing fistula and Section2.5.8the psychosociakffects of the fistula. Following
successfufistula surgery,Section2.5.9discusseshe improvementin quality of life while Section
2.5.10looksat socialreintegrationand the regainingof selfesteem.Section2.5.11describeshe

gapsidentified.

Theparadigmof understandings 2 Y S gkpesiencesvith and perceptionsof their recoverymust
accountfor aspectsof well-beingbeyondjust surgery(Donnellyet al., 2015. At the onsetof this
study, the few availablestudies strengthenedthe fact that rehabilitation and reintegration for
thesewomenwith fistulawere necessaryo helpwomenregaintheir pre-fistula status(Popeand
Bangser2011).In Ethiopia,Muleta et al. (2004) had describeddepressionand persistenthealth
issuesaffectingthe women after repair. The need for understarding isolation and reintegration

washbuildingup, formingthe rationalefor the synthesis.

2.6.2: NegativeSocial Hfects

Assoonasfistula developed,the narrativesfollowed almostthe samedescription mostwomen
either selfisolated themselvesor society rejected them (Mohammadet al., 2007 Browning
2008 Muleta et al., 2008 Popeand Bangser,2011).In essencethe drivers of socialisolation
emanatedfrom the onsetof uncontrollableurine and/or faecalincontinence which occurredas
soon as fistula developed.Coupledwith the characteristicfoul urine smellthat follows, women
becamevulnerableand isolated (Muleta et al., 2008 Browninget al., 2008 Popeand Bangser,
2011). Becauseof the vulnerability and isolation, 4 2 Y S ye&@#@omic power was severely

depleted.

56



2.6.3; Untoward Qulture

Most communitiesin Africa believe in the natural labour process,suchthat when obstructed
labour occurs, people quickly blame the women for adultery, invoking the help from spirits/
soothsayerdefore labouringwomenget transferredto hospital (Mwini-Nyaledzigbor2013).The
Ghanaian cultural beliefs reported by Mwini-Nyaledzigbor, (2013, are shared with most
countriesin Africa,suchthat assoonasfistula developswomenare devaluedand often divorced
Soonafter the divorce, men remarry quickly, denyingwomen their family inheritance,suchas
subsistencdarmingand family land (Browning,200& Mohammadet al., 2007: Popeand Bangser,
2011).Thesereports highlightthe culture andgenderdisparitiesthat seemto justify the painthat
women haveto endurein country specificcultural contexts.However,Mohammadet al. (2007)
does not underscorecountry specificcontexts, hence, findings are not generalsed. Although
Pope and Bangser(2011) recruited women only in Tanzania,they provide good lessons

forreintegratingthe womenbackto society.

2.6.4: Physicallraumaand Sequelalssues

Thephysicaltraumathat follows fistula developmentare devastating they include:uncontrolled
urine leakage genital sores/rashedrom irritating urine, abdominalpainsdue to recurrent UTls,
irregular menstrual cycle and foot drop. The symptomsalone cannot allow women to interact
with socidy becausethe awful smell and lack of sanitary pads alter their physicalwell-being,
negatingtheir very humanexistence(Muleta et al., 2008 Khisaet al., 2011). Thesestudieswere
designedo providea descriptiveperspectiveof women'slived experienesbut they failed to link
each symptom with the degree of trauma. Such information would have been useful in

developingholisticstrategiesaimedat restoringg 2 Y S ke@ith(Mohammadet al., 2007).

2.6.5: SocialEconomidmplication

Theimplicationsof livingwith fistulaare that womanmay not havea sourceof income,sincethey
canno longerwork evenin their K dza 6 Hayni® (e patriarchalnature of most Africanfamilies
does not encouragemarried women to have investments.In part, this explainsthe financial
challengeghat follow ¢ 2 Y S yulRerability.In the studiesreviewed,economicand employment
challengeswvere noted: financialhardshipwas presentbefore fistula developed but exaggerated
by the condition (PopeandBangser2011 Muleta et al., 2008: Browninget al., 2008 Khisaet al.,

2011)Theseobservationstend to explainwhy suicidaltendenciesand depressionwill remain a
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common feature in this group of patients for a long time, unless their physical and

socioeconomigssuesare attendedin a holisticway (Mohammadet al., 2007).

2.6.6: FearandRejection

The selfisolation brought about by physical trauma and sequelaeleads to fear of social
interactions (Baragaineet al., 2015. Subsequentlywomen were stigmatsed by the same
communitywhere they were born and bred. ThisUgandanstudy highlightsthe fact that women
use both problem and emotionfocused coping mechanismsto minimise their senseof fear,
rejectionandisolation.In this hospitalbasedstudy, Baragane et al. (2015 missedan opportunity
to conducta mixed method study, where community perspectiveswould have been explored.
Thesesituationsmake women to be abandonedby family, relativesand friends (Yeakeyet al.,
2011). This social isolation predisposed women to depressiveillnesses including suicidal
tendenciesbecausethey were scornedby membersof their nuclearfamilieswhere they should
havefelt safeand secure(Browninget al., 2008) Therejection and fear denied womenaccesgo
employment.Without moneyor reliablefamily support,decisionmakingpower getseroded. This
partly explainswhy women lived with the conditionfor manyyears,eventhough fistula services
are freely availablein their countries,asreported by Velezet al. (2007). Theadvantages that this
studywasconductedin a multi-site setting bringingon board diverseissuesaffectingwomenand
multiple options for interventions (Velez et al., 2007). However the study tools were not
standardsed for all siteshence,analysingargeamountsof datatogether presentsa challengein

the reliability andtransferabilityof findings.

Thefear and rejection necessitateca communitybasedprogrammein Nigeriaby Mohammadet
al. (2007). Thisproject focusedon improvingthe social,economic,and health status of women.
This project provided more than surgicalrepair and rehabilitationt they incorporated skills for
helping fistula women improve their physicaland economic well-being. In the process of
implementingthis project, Mohammadet al. (2007) helpedraise awarenesson generalhealth,
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 systemswith the

community.
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2.6.7: DivorceAssociatedwith Hstula

Regardlesof 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 divorcedas a direct result of havingdevelopedthe fistula. Countriesin Africa continue to
documentsimilarfindingswith minimalsignsof arbitration. Forinstance,in Ethiopia,Muleta et al.
(2007)reported multiple health and socialproblemsof womenwith fistula. In this study, 69.2%of
fistula victimswere divorced,44.2%were separatedfrom other family membersand only 19.2%
were membersof a local community association.Thesewomen had been forced out of their
homes, ostracsed by family and friends and even stigmatisedby health workers. With such
experiences,it is not surprisingthat surgerytends to reduce the prevalenceof psychosocial
pathologies(Popeet al, 2011). Thisappliedmainlyto situationswherethe womanhadto wait for

alongerperiodbeforefistulasurgery.e.g.in Kenyaasreported by Khisaet al. (2011).

For these reasons,the care and support fistula patients require to rebuild their lives goesfar
beyondthe initial medicalinterventions similar suggestionavere made by other researchersn
the region(Mohammad,2007:Yeakeyet al., 2009:Khisaet al., 2016).

2.6.8: PsychosociaHfects of Fistula

Women with obstetric fistula are faced with many challenges of havingto deal with smelly,
continuousurine leakage,stigma, loss of income and stressrelated illnesses(Gupta, 2012). A
crosssectionalstudytitled W5 S LINJBrdoaghvéménwith obstetricfistulain Kenya’had shown
that stressand depression were common in women with fistula (Khisaet al., 2011). These
findings shed somelight onto the psychologicakffects of fistula in the country. Thisstudy was
undertaken at one time point, i.e. during a fistula camp where patients are treated and
dischargedwithout longterm follow up plans.Thestudyalsofailedto asses®ther clinicalfactors

suchasduration of leakageandits effectson women'spsychosocialvell-being.

Other regional study findings indicate that in the majority of these women, the precedent
pregnancyended up in a stillbirth, which endangerstheir social value and marital harmony
putting them at risk of stress,depressionlow selfesteem,low quality of life and hopelessness
(Browninget al., 2007: Popeet al., 2011)althoughthese studiesagreethat womenwith fistula
alsoexperiencestillbirths, none of these studiesclearlydemonstratedthe link betweenhavinga
fistula, a stillbirth andits effectson g 2 Y S gsgrhosocialvell-being. Popeet al. (2011) explored

these issuesusing only qualitative methods, which may have failed to capture depression
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precipitatingfactors suchas a combinationof vesicovaginalfistula and recto vaginalfistula. By
failing to capture precipitating factors, researcherstend to augmentthe secrecythat inhibits

women'swell-being asreported by Lavenderet al. (2016).

WestAfricanstudiesalsoreport the psychologicagffectsof livingwith fistula. In Niger,Alio et al.
(2011) explored the psychesocialimpact of vesicevaginalfistula (VVF)on women in Niamey
between 2008 and 2009. In this period, 21 women were studied during their postoperative
period. Thesewomen had two entry criteria: they had a previoushistory of repair (1-3) and all
had given birth to stillborn infants. The outcomes indicate that many women in the study
reported psychological consequenceswhich included depression, feelings of shame and
loneliness.Almost half of the 21 women lost their socialnetworks due to the fistula problem.
Women also narrated experiencesof rejection by spouse,family and society. Others were
isolation or divorced by their partners Alio et al. (2011). Theseexperiencesnade women feel
devaluedasa woman, leadingto suicidaltendencies.Interestingly,in this paperit wasreported
that societyblamedthe women sayingthat the fistula conditionwasa ¢ 2 Y S ¢wd Zault, but
the researcherdid not seekthe views of the community. Another major issuein this study is
found in their contradictory conclusionsthey attribute fistula developmentto lack of accesgo
maternal health serviceswhich in their view is not related to endemicpoverty in that country,

contraryto other regionalreports(Mohammad,2009; Khisaet al., 2011).

Experiencefrom 40 women in Malawi follow the samescenarioas women in the Kenyaand
Nigerstudies.Intheir research,Yeake)et al. (2009 interviewed45 womenwith fistulain Malawi.
Theinterviewswere conductedin home settingssimilarto work done in WestPokotby Khisaand
Nyamongo(2012). Thesereports document challengesfaced by women following corrective
surgeryand discussesheir needswithin the broadercontextof g 2 Y S kie@ith. Thetwo studies
report long-term emotional, psychologicalsocialand economicchallengesunfortunately, these
issueshavereceivedlessattention, particularlyin Africa(Yeakeyet al. 2009 Khisaand Nyamongo
2012). The study recommendationstargeted community outreach programmesto include a
broaderrangeof outcomesof womenlivingwith fistulaandnot merelyfistulaclosure. Theychose
to work in an arid region where other extraneousvariablessuch as nomadic lifestyle, water
scarcityandilliteracy amongthe endogenougeopleare a big problem, but the studywent silent

on thesepertinentissuegKhisaand Nyamongo2012).
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In neighbouringEthiopia,similar findings have been reported by Browninget al. (2007).In this
study, 51 women with fistulasin the north of Ethiopiawere screenedfor mental health issues
before and after surgery.Browningnoted that before surgeryall women had signsof mental
dysfunction, but two weeks after fistula surgery only 36% still had signs of mental distress.
Althoughsomewomen continuedto exhibit signsand symptomsof mental ilinessdespite having
gainedcontinence,the study did not seemto follow up the women for more than two weeks.
Longterm follow up would have reported other community/family issuesthat negate/facilitate
the psychosocialvell-being of these women. In addition, it would be expectedthat the study
would further explore the experiencesof women for a longer period, especiallythose whose
sympiboms persisted insteadthe researcheramissedthe opportunity becausethe study design

hadno provisionsto do so.

Other observations by Turanet al. (2014), describethe impact of group psychologicatherapy
(GPTpn the mental health of obstetricfistula patients. Thefindingswere encouragingwhereby
the severityof mentalillnesssignificantlyreducedafter surgery. Theproportion of womenwith a
depressionscoreof 4 andabovereducedby halfi.e. from 71.7%to 43.4%,andwomenwith score
of lessthan 4 increasedrom 28.3to 56.6 percent(Turanet al., 2014) Alsq after surgery suicidal
ideation reducedas follows: severe(from 15.0to 0%), moderate (from 16.7 to 5.0%)and mild
(from 25.0to 21.7%).In the samegroup of women, there was an increaseof suicidalideation
(from 43.3 to 73.3%). Women who reported low selfesteem before group psychotherapy
reported an improvement from 65.0%to 18.3% after therapy: the women also reported a
reductionin suicidalideation. In part, this may be an indication of positive psychosociathanges
that follow successfufistula surgerywhere group therapy is implementedas part of fistula care.
Suchreports are upheld even though the inclusioncriterion was not uniform becausewomen
were interviewed before surgerywhile other wasinterviewedafter surgery,bringingto light the
limitations in the reliability of findings. It is important to note that not all women in this study
regainedtheir pre-fistulaperiod, whichmayimply that there are other pending/unresolvedssues
beside psychotherapyyet they did not form an objective for study. The unresolved/unexplored
issueshave a significantcontribution in the quality of life for women even after fistula heals
(Mohammad,2007).

Thepsychosocia¢ffectsof womenliving with fistula transcendculture and geographicabarriers.

In most cases,women share similar experiencesastargeted interventionsseemto be slow or

elusive this raisesthe needfor legislationand community engagemenin in Africa. Despitethe

61



methodological challengesin reviewed narratives, observationsin this section highlight the
importanceof mainstreamingnental health carewithin fistula programs assuggestedy others
(Browninget al., 2007, Turanet al., 2014).

2.6.9: Quality of Life Following SuccessfuFistulaSurgery

The quality of life in a cohort of Nigerianwomen shows remarkableoutcomesafter surgery.
Quality of life was assessedusing the WHO Quality of Life tool (WHOQOL)(World Health
Forum,1996). Beforesurgery only 20%of womenfelt satisfiedwith the quality of their life; this
increasedo 90%after surgery(Umoiyohoet al., 2011). However,the studydoesnot presentthe
characteristicsof the 20% of women who felt satisfied with their pre-fistula life even before

surgerywasdone.

Similarfindingswere reported in Ethiopiawhere surgeryimprovedquality of life amongwomen
with fistula. Othersobservedthat successfukurgeriesimprove the quality of life and facilitate
socialreintegrationto levelscomparableto the pre-fistula period (Nielsenet al., 2009. Thesemay
imply that successfuburgeryis directly associatedwith significantreduction on stressrelated
illnessesjnverselyimprovingthe qualityof ¢ 2 Y S §é&saAlthoughthis wascommendablework,
the study fails to describethe variablesand methodsusedin the assessmenof the pre-fistula
period, makingit difficult for the readerto visualisethe pre and postoperativecharacteristicsin
an attempt to better understandlived experiencedefore fistula occurred,the current study was
designedin sucha way that women had an opportunity to describetheir pre-fistula and post-

operativeexperiences.

2.6.10: SocialReintegration and Regaining<elf-esteem

After successfusurgery,it is conceivableghat womenwould be reintegratedinto societywithout
any problems.Surprisinglytheir full reintegrationwasnot guaranteedinstead,it wasdependent
on their physicaland economicstatus exhibitedin the pre-fistula period (Mehmoodet al., 2009
Donnellyet al., 2015. In a Tanzaniarstudy, the ability for women to return to work and have
family supportwasof paramountimportancein their recoveryprocesgPopeand Bangser2011).
Thesethree studies (Mehmood et al., 2009 Pope and Bangser,2011; Donnellyet al., 2015

demonstratea growingneedfor understandinghe needsof this groupof women.

In their mixed method study, Mselle et al. (2012)exploreds 2 Y S ¢x@eitationsworries, 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 componentof the study; out of these, only eight (5%)
participatedin the qualitative componentwhich was done after surgeryand at one time point.
The findings indicate that women were concernedabout where they could live, being un-
accepted by their husbandsand in-laws. Although many women in the quantitative study
expectedto go home and staywith their husband,more than half 51.3%(78/151)felt that their
husbandwould not acceptthem regardlessof their being fully recovered.Reasondor the fear
were not fully explored,presentingan opportunity for further research.More than half 9/16 of
the womenwishedto live with their parentsbecausethey felt that they would be acceptedby
their families,but reasondor this preferencewere not extensivelyexplored.Allwomenhoped to
havechildrenin the future, althoughsomeexpressedear of inability to havechildrenlater onin
life. Despitethese fears,women expressechope in regainingtheir full pre-fistula economicand

socialstatus

In 2003, UNFPAand Engenderhealth describedthe minimum componentsfor rehabilitation and
reintegration programmes.They include: counselling,education, life skills training and support
servicegboth financiallyand socially)for restorationof dignity in thesewomen.It isin this regard
that studiesin Ethiopiawere initiated to help health care providersand communitiesunderstand
challengesvomen endure evenafter fistula is successfullglosed.Thecountry reports showthat
socialreintegrationin Ethiopiais slow; it istakenfor grarted, yet womenurgentlyneedassistance
in participating in simple social activities such as travelling by bus and reconnecting with
community and friends (Browninget al., 2008. Although the reasonsfor laxity in instituting
reintegrationprogramsare not documented the study by Browninget al. (2008)wasamongthe

first evidencein the regionaddressindssuesaffectingwomenwith fistula.

A systematic literature review of 10 qualitative studies relating to rehabilitation and lived
experiencesof women with fistula in sub-SaharanAfrica (Lombardet al., 2015, demonstrated
that women focusedtheir discussion®n the importanceof their socid functions/roles.Women
reported that fulfilment of socialroleswastheir mostimportant rehabilitatingfactor, followed by
counsellingand health education. Becausethe review was restricted to only African studies,
experiencesrom Asiaand other regions were omitted, leavingout crucialinformation that could

inform future programmes.

In recentyears,there hasbeenincreasedfocusandinterestin reintegrationof fistula patientsin

East Africa and indeed in sub-SaharanAfrica as evidencedby the number of studies being
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publishedon this subject(Donnellyet al., 2015 Wilsonet al., 2015 Khisaet al., 2016: Lavenderet
al., 2016 Watt et al., 2015 Mselleet al., 2016 Baragaineet al., 2015).In Tanzaniathe available
latest literature points towards quantification of the psychologicakequelaof fistula women,
especiallyafter repair (Popeand Bangser2015 Wilsonet al., 2015 Siddle,2017).In the same
year, Wilson et al. (2015) compared the psychosocialeffects of fistula with gynaecological
conditions aswould be expected,the findings show higher traumatic eventsin fistula patients
than the comparisongroup, raising designissuesin this study. The individualisticapproachin
addressingpsychosocialssuesin women with fistula is wanting. Building a block of regional
researchteams with both surgeonsand socialscientistswould unravelthe psychosocialssues
affecting the women because each team would bring on board their unigue professional

knowledgeandskills.

Giventhat all the studiesreported in the regionwere observationalby design,it wasfelt that a
randomisedtrial could yield other important factorsin the care of the women with fistula. This
observation prompted a short trial run on a Cognitive BehaviouralTechnologymodel (CBT),
successful in managementof other chronic diseaseswith a view to incorporatingit into the
standardroutine managementof the fistula patients (Watt et al., 2014). Theresearcherdurther
suggestedthat a randomsed clinical trial will be useful to evaluate the efficacy of this

interventiontechnologybeforeits applicationin practice(Watt et al., 2015).

In Ethiopiathere havebeensuggestionso createa continuumof carefrom the time of discharge
coupledwith regular community visits over a period, to understandand aid rehabilitation and
reintegration of these women (Donnelly et al.,, 2016. The quest to have this has been
necessitatedby the fact that the women continue to suffer psychologicaltrauma way after
surgery(Donnellyet al., 2015 Khisaet al., 2017 Wilsonet al., 2016 Popeet al., 2011). Other
studiesin West Africa agree that reintegration and rehabilitation of these women is essential

(EngenderHealtiReports 2003 Mwini-Nyaledzigboet al., 2012).
Thecomplexitiessurroundingmobilisation of fistula, its treatment and socialreintegrationof the

women demanded a more comprehensive pragmatic approach to resolve these issues

(Mohammad et al., 2009 Popeet al, 2011).
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2.6.11: Gapsldentified

It was clearfrom the literature reviewedthat the uni-dimensionalfindingsof individual studies
may not be adequate to inform strategiesfor predicting successfulfistula healing. Findings
regardingpredictorsof fistula healinghavebeenreported basedon clinicaljudgementalone;the
role of African culture in fistula healingor its influencein the quality of livesfor these women
remains unexplored. The role of behavioural and motivational theories in helping women
achievesself-esteem and selfworth has also not been studied. In addressingthese issues,a

researchmethodthat would help validateor corroborate studyfindingswasdesired.

In this regard, a mixedmethod approachto the current research was preferred because
integratingquantitative and qualitative approachesvould bridgethese gapsand provide a better
understandingof the predictorsof fistula healingaswell asthe lived experienceof the affected
women. Mixing the methods was chosento understand predictors of surgicalfistula closure
(social demographic,fistula characteristics,and childbirth characteristics)together with the

complenentaryissuesof lived experienceamongfistulawomen.

2.7: Summary

Most of the papers reviewed described descriptive studies carried out in single settings.
Predictorsof successfulnessf fistula surgerywere primarily basedonly on clinical features,
without any longterm follow-up. This meant that potentially meaningful outcomes, such as
psychologicaimpact, were not adequatelyexplored. Developmentabnd environmentaltheories
relating to fistula healing and community reintegration were also not applied in the papers
reviewed. By using single methodologicalapproaches,cultural practicesthat facilitate/hinder
fistula or healingwere not revealed.Thus,evidenceon rehabilitation after obstetricfistula repair
is lacking.A holistic approachto researchingthe care of women pre and post fistula repair is

essentialf meaningfulstrategiesare to be developed.
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Chapter 3: ResearchMethodology
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 paetigm 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 regardingeéhmethods chosen and how they have been combined. These
descriptions lay the foundation for the next chapter, where research methods are described in

detail.

PartOne Theoretical Framework

3.2: Overviewof Theoretical Framework

In designing a research pro@sone 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 tafydent

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 understastyithe, predict

or control an educational or psychological phenomenon or to empower individuals in such
context (Mertens, 2005). Mertens (2005) emplsasi that the exact nature of research is
AYyTtdzSYOSR o6& (KS NBaSlk NDOK $alpasadigindesn2d\il sedtiah |
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 praate 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 livediexperof 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, qtigéty. 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

t N} RAIYa FNB RSTAYSR Fa | wWiz22:n§ cobeepsf GO A
LINPLR2aAGAZYA GKIG 2NASYd GKAYlAy3a FyR NBaS
philosophical intent or motivation for undertaking a study (Cohen and Manion, 1994). The main
paradigms that are traditionally opposed are postpositivigositivism  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 advocatesaoh eparadigm 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, postmodsrpoststructuralist, critical researchers and
many more nuanced positions within these broad frameworks (Hughes andoSka2007
Teddlie and Tashakkori, 2003).

According toCreswel(2003), several developments in recent years have causedexamination

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 utilisetoday (Lincolrand Guba, 2000Tashakkori 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 antbposal writing involves much more than just philosophical
assumptions. Philosophical ideas must be combined with broad approaches to research strategies
and implemented by specific proceduresMethodology is commonly defined as an overall
approach to resarch and is linked to a paradigm or theoretical frameworletids 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 éfeofen

research: paradigm, methodology and methods.
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3.3.1: PragmaticParadigm

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 reseprestion
WOSY (NIt Qs RIGEFE O2ttSOGA2Y YR lylrfteara YSiar
into the question without philosophical loyalty to any specific paradigashakkori and Teddlie,
2003) Pragmatism, as a paradigm, relates diye¢d 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 oparadigms of requiring particular research methods, while excluding others.
The pragmatic paradigm prevents constraints on intellectual curiosity and creativity and
fAYAGEFOGA2ya 2y GKS Wa20A2t23A0Ft AYIl Dangingd A 2y
paradigms and research discussing the advantages and disadvantages of quantitative versus

qualitative research.

3.3.2: Postpositivism/Positivism

t2aA0AQ0AaY Aad fa2 NBFSNNBR (2 Fa WaOASYGATA
quartitative research. It is based on the rationalistic, empiricist philosophy that originated with
Francis Bacor(Mertens, 2005 LJPT 0 ® LG WNBFESOdGa | RSUSNYAY
LINEOFof& RSGSN¥AYS STTSOGA 2 Nhepoiehg st@leddby 6 / N
Positivists reflect a need to examine causes that influence outcomes. These issues are examinec
in experiments. This paradigm was dominant from 1950s to-18itDs and held the view that
0NHzS aOASYUATAO |y 2 értatoRInSddRicn, thie bosesvRtioris/freclol ddeNS
AYyGSNBaGasz @ ftdzSasz Ldz2N1}R2aSa yR LlA@OK2ft 23A0!l

Positiviss believe that serious scientific inquiry should not search for ultimate causes derived
from outside or sme 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 methodsathabbjective

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 toonsider 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 e 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 constitugpotheses 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 ind/zidual starts with a theory, collects data that either supports or refutes the

theory and then makes necessary revisions before additional test are conducted.

Ly O2y NI ad G2 (aom aravitlds @ delinition oh mgtpSditinsén 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
goud Y& y20i 0SS (GKS WiNMziK F2N I y20KSNR® ¢KAA
inductive and exploratory with findings that incorporate qualitative inquiry; this contradicts
definition of Mertens (2005). This research methodologycismmonly aligned with quantitative

methods of data collection but does acknowledge the benefits of qualitative research.

t2adlLl2ariAgracaz tA1S LRaAGAGAaAGA AY G2 GS.
notion of absolute truth of knowledge (Phillips and Burbules, 2000), recognising that we cannot

be absolutely sure of claims of knowledge when studyingoteaviour and actions of humans.

3.3.3: Thelnterpretivist/Constructivist Paradigm

¢CKAA& FLIINRFOK S@2ft 3SR FNBY (GKS dzyRSNLIAYY Ay 3
YR 2AfKStfY 5AtiKS&@Qa FyR 20KSNJ DSNYIgflaledk A £ 2
hermeneutics (Mertens,2005). ¢ KSANJ AyidSydAizy gla (G2 dzyRSN
SELISNASYOSQ 06/ 2KSYy YR alyAzys wmdbddno &daA3aSai
2005).

Researchers aligned to this paradigm place value ar@ redzL)2 y (G KS WLI NI A OA
(Creswell2003). Generally, they do not start with a theory; rather they generate or inductively
develop a theory or pattern of meanings throughout the research process (Cre2@@H,p.9).

They utilise qualitative aa collection methods and analysis, or mixed methods approach, where

69



quantitative data is utied to support or expand upon qualitative data and effectively deepen the
description. Constructivists believe meanings are varied and multiple and hence cheanot
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 oenled to allowparticipants 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
2LISNI 0SS Ay |(CredwSINBROD.YBiag tHisApar&digm, 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 abou
iKS ¢g2NIR®P ¢KAA GDASg KFa y2id 0SSy ¢gAldK2dzi ON
NEFfAGASAQ AG Aa o0SGGSNI G2 &l & Y dz260x Ribson, LIS N.
2011), hence they should be considered as subjecteaities. 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 mgé&tbds research have
become alternative compromises of these two opposing paradigms; views thastared by
writers like Howg1988 andHolmes(1994). According to Creswell (2003), pragmatism provides a

basis forthe 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, anddw@sethat best
meet their needs and purposes.

¢) 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
gualitative data to prowe the best understanding of the research problem.

e) ¢KSe 221 |G WgKI (i Therk i5 Reed& Estalfish @ purpdsB 1StheND |
WYAEAY3IQ Ay GKS FANRG LX I OSo

70



f) Finally, they agree that research always occurs in social, political and other coifieists.
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 datactmlleand 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 strengthat include:

1) Numeric data which is precise

i) One can study large numbers

i) Involves testing & validating theories and hypothesis

Iv) Elimination of confounding variable to show cause & effect

V) Enable quantitative predictions

vi) Research findings independentreksearcher

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 reflecterstanding and

experience.

The strengths of the interpretative approach include the ideatRdt G A& ol &SR 2V
categories of meanings; therefore is important in studying phenomena in depth. Also, the
researcher can identify contextual dmrs 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 isdifto 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 comrasioners 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 Knig2006, p.5).
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Table 3.1: Paradigms: Language Commonly Associatewith Major Research Paradigm

Positivist/Postpositivist Interpretivist/ Transformative Pragmatism
Constructivist
Experimental Naturalistic Critical theory Consequences
Quasiexperimental Phenomenological Neo-Marxist of actions
Correlation Hermeneutic Feminist Problem
Reductionism Interpretivist Critical Race centred
Theory verification Ethnographic Theory Pluralistic
Causal Multiple participant Freirean Realworld
Comparative meanings Participatory practice
Determination Social and historical | Emancipatory oriented
Normative construction Advocacy Mixed methods
Theory generation Grand Narrative
Symbolic interaction | Empowerment
Issue oriented
Changeoriented
Interventionist
Queer theory
Race specific
Political
Adapted from Mertens, p7, (2005) an@reswell(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 collectiotools 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. Pragrtia paradigms, however, may employ quantitative and/or qualitative
approaches with methods being matched to the specific questions and purpose of the research.
Here, toolscan be drawn fromboth positivist and interpretivist paradigms. It may be possible
then, for a researcher to utilise any and all paradigms as described in the following s€ctiem.

the need to be questiofiocussed, 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, ingsticular, but not exclusively to mixed method researEkilzer 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 istoses

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 technigques and/or quatitie and qualitative approaches

to researchmethodologies (Denscombe, 200Bashakkori 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 thedus should layResearchers like Howddshakkori and

¢ SRRfAST HnnoO LINBASYGSR | WO2YLI GAOATAGE GfF
methods are compatible. However, it should be noted that the exact definition of mixed methods
isstt f WSt dzZaAAPSQ O6Ddzol I Mphpnv d

Work byCreswell andPlanoClark(201l) RSaONA 6 SR GKS YAESR YSiKz2
gl & 2F R2 A @tHer iNdngsBy FRilkeKZD) add that mixed methods is a practical
approach that draws on both the strerigt of both qualitative and quantitative methods to

answer fully the research questions. Similar arguments were discussed by Mboge).

Creswell and Plano Clark (2011) recommended a definition of mixed methods research that
combines methods, philosophyand research design, orientation with the following core
characteristics:

a) Collects and analyses persuasively and rigorously both qualitative and quantitative data
(based on research guestion).

b) Mixes (or integrates or links) the two forms of data concotlg 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 emggsi

d) Uses these procedures in a single study anirdtiple 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.

tKS O2yOSLIi 2FUXBSUR2RESVYaANERYRUBS SYIyl GSR ¢
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 resilt of the underlying phenomenon (Grafton, 2011freilzer(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 enrichewlerstanding. This is
supported by Brymar2007) who stated that researchers continue to describe quantitative and

qualitative elements independently of each other.

3.4.1; Rationalefor Useof Mixed Methods

Use of mixed methods adds time, complexity of datheotion, analysis and writing, and requires
knowledge of more than one method of resear&rdnsteinand Kovacs 2013). However, mixed
methods are useful when either quantitative or qualitative methods alone are inadequate for the
complexity of the resea@h 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 mixingnethods has been well outlinedPadgett(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, enhancemellustration and clarification of results of
one method with another (Greene, 1998).
3. Expansionbroader theoretical understanding can come from juxtaposing these two
perspectives pexpand the breadth and rangd research by using different methods

for different inquiry component (Greene, 1998)

In the same yeaiGreene(1998) adeéd 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 parades 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

I LILINB F OK LIS NE G2 0SS loKj&tive dob theiprofoked fesedrdh.l K
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Complementarity uses the results from the qualitative component to illustrate and enhance the
guantitative results. For example, this study conducteedepth interviews among fistula
patients. The interviews focusesh the lived experiences of fistula patients. This approach may

highlight the difficulties of living with the fistula problem in low social economic settings.

3.4.2: WhenandHowto Mix

According to Padgetf2008), when and how to mix should be considered a®m@tinuum and
weight should be assigned depending on which method is dominant, as follows:

i) Sequentialstudies indicating which method is dominant (in capitals); QUAL to quan, qual

to QUAN, QUAN to qual Quan to QUAL

i) Sequentialbut of equal dominance; QUAb QUAN, QUAN to QUAL

i) / 2y OdzNNB y §; QRANF gidren, QU ANSHRy@l

iv) / 2y OdzNNB Yy (i  WRUALF QUANY 0 SIANI 6§ SRQ
When utilising the mixed methods approach, a researcher needs to consider key factors such as
paradigms, time ordering and where mixing was atijuto 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, 20B®bson, 2011). This includes:

a) Sequential explanatory; involvesllection 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 addkection 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 gatie 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) Sealential 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 seqtial 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 expernces of these women. Unfortunately very few qualitative studies

have been conducted in this field, as described in the literature review section in chapter two.

3.4.3; CohortStudies

Cohort studies are best used to determine incidence and natural history afiditon. 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, aogp 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
develm 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. &mege 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 cohorsifollowed 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
potentlr f OF dzaSa o06S¥F2NB 2dzi02YS Kl a 200dz2NNBRZ

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 variakiles ardase
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 prospectivehods are inefficient (Mann, 200FEuser, 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 inaobagt.c
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 associatietswden 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 inclusior
criteria and less exclusion criteria cpared to an RCT, often making the results more

generalsable 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 ireitoadf any particular
outcome; this is important when it comes to studying rare conditions. Prospective studies are
prone to loss of participants to followp. Confounding factors are factors likely to affect outcome
which are not under investigation oputrol, 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 riskofacespecially in retrospective
designs. Biases can occur in any study. Selection bias may occur at the Kenyatta site: as it is .
teaching and referral hospital, this hospital is more likely to receive cases that have been repaired
many times before and & failed (referral bias). Selection bias may also be introduced in a
cohort study by low response if this neasponse is selective i.e. different in those people that
have the exposure and an increased risk of developing the disease. Comparable kafs daan
introduced in cohort studies, usually not at inclusion but with 4daesfollow-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 diseas#us 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 this study, this selection bias was minimised by

the high percentage of participation and close follap.
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3.4.4: ProspectiveVersusRetrospectiveDesigns

These are two main types of cohort studies. Prospective designs are where exposure is assessel
at baseine 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,abearcher starts the

study at the time followup 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 amteanpt to avoid confusion in hierarchy of the designs
(prospective being higher than retrospective), any folow study has been considered
prospective by some epidemiologists (Vandenbroucke, 1991). However, it is stated that rather
than label a study aeetrospective 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, cowlunders, and endpoints. This is realised at the cost of an inevitable loss of
efficiency, for this design is both expensive and ttoasuming due to a usually long follaye
period (Euser, 2009). In contrast, retrospective designs are verydiffisient 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).

3.4.5: CrosssectionalStudyDesigns

In these designs, atheasurements 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 theobikietihany

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 ethicdlifficulties. 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.

3.4.6: Casecontrol Design

Casecontrol designs are usually retrospective. Participants with the outcome of interest are
matched with a control group who do ndétave (Mann, 2003). In rare conditions, & the most
feasible design. It is more cost efficient than cohort or cisEtional 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 apsence 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 casecontrol studies, when this is done properly, it helps misenconfounding
factors. It was not applicable to this study because the outcome was not known at the start of the

study.

3.4.7: RCTRandomisedControled Trials

The Randomised controlled trials (RC&ye 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 testedand 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 outcomepait this explains why
RCTs are currently the most rigorous study designs in determining -effesé relationships
between treatments and or outcomes. Oviame, health services research has been associated
with potential errors that are considered asab, confounding, and chance bfasis 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: randboeation of treatments, double blinding and

the fact that participant outcomes are anabd within the study group; regardless of the
outcomes. Usually, the analysis focuses on the differences between predetermined outcomes
between intervention groups. Ihough 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 recruitmentyof stud

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 healh 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 amone to loss of participants to followp (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
arey 20 dzy RSNJ Ay@SaidAaalrdAazy 2N dzzRSNJ NBaSI NOKS
technique of fistula repair, route of repair and fistula closure. A prospective randomised
controlled study can eliminate the possibility of confounding vdesal§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 predence 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 no
would cause significant distress to participants. Also, the researcher in this study was conducting
the surgeries himself and documenting intvperative and posbperative procedures. For these
NEBlaz2yar (KA& aAy3at S &dzNBef 2oyfitlied dddghlSapiirdprna® B NI

this particular study.

3.4.8: Qualitative Designs
¢CKAA aSOGA2Y LINBaSyida +y 20SNBASG 2F ljdzk £ AGE
decision to choose #idepth interviews informed by an interpretative hermeutic

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, widg and themes, and reflexivity to answer the research

question. Other researcherge.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 individueéntered and may provide an -gepth
understanding of a behaviour that has not been experienced before. In a rejoindereRahg
(2011) agrees that this investigative approach is best suited in healthcare setting® 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
acknowledgmenthat 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 considerschimsen approach to
research design. Methods such &scus group discussions and-dapth interviews generate
textual data as opposed to statistical data. Such data emanates from participant and the
researcher interactions; which in most cases occurs age@nt levels. A review of literature by

Avis (2005 indicates that during data collection, the researcher frequently reflects on their own
AYyFtdzSyOoS 2y RFEGF O2fftSOGA2y LINRPOS&aad Ly | dz

known as reflexivity, a key concept in maintaining trustworthfnetdata.

It is a common practice in qualitative research to use purposive sampling (Pafoég). In
keeping with the phenomenological approach chosen, purposive sampling was used to select
those women who had experienced the phenomenon, i.e. hadllivith a fistula and received a

surgical repair.

Due to its small sample size, often in a particular context, qualitative research is often not
generalgable, nor is it meant to be. Despite this observatibimcolnand Gubg2000) explain that

the queston 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, transfiitsth dependability and
confirmability of data collected. Howevevan 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 pid® 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 higeur fits in qualitative data becomes complex
when reports indicate that even though publications may include details such as audits and
strategies for bias minireation, rigour is not necessarily assured in qualitative research (Mgirse
al.,2002.

It is argued that to ensure rigour researchers should incorporate strategies for bias satdmi

into the entire research process, which includes: protocol development, data collection and data
analysis stages. In this context, there must be consistantlyei 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 a®ciated 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 qualitatieg@proaches 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, Groundettheory and Phenomenology.

3.4.9: EthnographyMethodology

Ethnography is a qualitative methodology aimed at exploring cultural phenomena (Denzin, 2005).
In practice, the resultinield of studyreflects the knowledge and the system of meanings in the
lives of a cultural group (Denzin, 2005). The design repreggatdically and or in writing, the
culture of apeopleselected for sady. 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 lolistic 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 credilrleality. Ethnography observes the world from the point of view

of the participant, records all observed behawipand describes relations using concepts that
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avoid casual explanatio(Brockopp and Hastings 2003 Ethnography includes both
anthropologicdand historical forms of inquiry (Brockopp and Hastings 2003)cdrhenonly 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 pamicivaile recording
extensive field notes. The demanding nature of observing patient behaviour could not allow its
application in the highly stigmatd world of fistula patients. This is because patients live and

continue to live in secrecy; which disallewnbiased observed behaviour.

3.4.10: GroundedTheory Methodology

Grounded theorywas developed by sociologists Barney Glaser and Anselm Strauss in the late
1960s (Strausst 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 generateya theor
or when they want to study a process, an action, or an interaction. Many researcher beginners
use grounded theory because it offers a stéy-step and systematic procedure in the field of
study; this allows a close interaction with data collection andlysis. This characteristic is made
possible by the fact that data analysis gnounded theory designs optiseé on constant
comparative procedures; asking questions about their data, in a way that allows an increase in the
levels of abstraction. It is dung 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 durimgiévie
observations that tend to discourage seasoned researchers in applying the design. This
methodology was not chosen becausésils to recogrse the unigue role of the researcher in the
study and thus obscures the researcher's considerable coniobuih data construction and

interpretation (Bryant and Charmaz, 2007).

3.4.11: PhenomenologyMethodology

The definition of phenomenology has evolved over time, with the primary focus belmg
structures of individual experiences and consciousnBé&nomenologys seen as an umbrella

term which encompasses both philosophical movement and a wide range of research approaches.
A more simplistic definitiorof phenomenology is offered bgrbich (2007) who states that
phenomenology is an approach used to understamel 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 whagerienced it.

At inception, Husserl formulated his classighlenomenology first as a kind of "descriptive
psychology" (sometimes referred to as Realist Phenomenology) and later as a transcendental and
eidetic science of consciousness (Transcendental é¢thenology). In his'ldeas” 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, esser@ 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, Heideggecriticised and expanded Husserl's phenomenological enquiry
OLI NIAOdzE  NY @ Ay KA& b.SAy3a FyR ¢AYShHho G2 S\
itself, and developed his original theory of "Dasein" (the Hdomalistic human being, engaged in

the world). According to Heideggens cited by Koch (199%hilosophy 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 speciadid access to truth). Heidegger théook Phenomenology

as a metaphysical ontology rather than as the foundational discigiateHusserl believed it to be
(Koch, 1995) Husserl charged Heidegger with raising the question of ontology but failing to
answer it, but Heidegger's development Bkistential Phenomenology greatly influenced the
subsequent French Existentialism movem@tbch, 1995)The phenomenological movement was
initiated by Husser(18591938) as a radically new way of doing philosophy. However, in later
years Heidegge(1889-1976) recast the phenomenological project, essentially moving away from

a philosophical discipline whose initial focugsmon consciousness and esseonfehenomena

towards elaborating existential and hermeneutic (interpretive) dimensigwsh, 1995)

Heidegger acknowledges that all understanding and interpretation is grounded in prior
experiences, forasight, foreconception and time (Heidegget962). Alternatively, Van Manen
(1990) considered phenomenology as the most appropriate methodology toorexphe
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 wottds Istudy the
LKSYy2YSy2y 2F AYyGiSNBald o6SAy3d BOELIEBNANSY OS &
individuals' meaningnaking 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 gutley common guidelines (Van Manen, 1990otty,
1996 Crotty, 1998). The agreement between the philosophers brings to light three fields of
phenomenologyRealist, Constitutive, and Existential phenomenol(ignptty, 1998)

3.4.12: RealistPhenomenology

Realist PhenomenologgHusserl's early formulation, which is based on the first edition of his
"Logical Investigations'The aim was tanalysethe intentional structuresof mental acts as they

are directed at botlrealandideal objects. This perspeceemphasses the search for the

universal essences of various sorts of matters, including human behaviour/actions, motives, and

selves.

3.4.13: TranscendentaPhenomenologyor Constitutive Phenomenology):

Husserl's later formulation, which followed his 1918eas’, takes theintuitive experienceof
phenomena as its starting point, and tries to extract from it the germydkessential feature®f
experiences and thessenceof what we experiencesetting asidequestions of any relation to the
natural world aound us. This phenomenologyxtends Husserl's original scope to include
philosophy of the natural sciences. In later years, this work was continued by Aron Gurwitsch
(Gurwitsch, 19%4) and Elisabeth StrokeS{roker 1987), who were devoted to reflectioren
phenomenological method, especially the method of transcendental phenomenological

reduction.

3.4.14: ExistentialPhenomenology

Heidegger's expanded formulation, as expounded ir'B&ng and Timebf 1927, which takes a
stand that the observecannot separatdnimself from the world and so cannot have tetached
viewpointthat Husserl focused on. It is therefore a combination of gthenomenological method

with the importance ofunderstandingman in his existential world. N2 FSaadA 2yl f 4 Q
pedagogyand nursingo existential psychology hawenderpinned their work using all branches of
phenomenology. The nature of this methodology is that it attentptexplicate the meaning of
structures developed through the experience of the person being questioned. Phenomenology
waschosen to underpin the current study because of its sensitivity to individual accounts, which

provided rich data on an unexplored aref investigation.

The unique feature of this paradigm is that it allows for exploration of a phenomenon with a
KSGSNRP3ISyS2dza 3INRAzZLIE Ay (KAa OFasS 62YSy GAGK

not have been a methodology of choice basa, by design, it would require the researcher to
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have increased stigma and stress associated with fistula condition. On the other hand, grounded
theory would haverequired 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 biomedicathesea
which requires that: researchers must uphold confidentiality and respect for persons in any study

involving human subjects.

Therefore, Heideggariaphenomenology was the mostparopriate methodology, becausi
safeguarded their confidentiality, automy and justice, since all women had access to care
GAGK2dzT LINB2dzZRAOS® . SAy3a | FAaddA |l adz2NAS2y
experience, as such, information gathering occurred prospectively. This was important because
the final productof 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 througlyéiseof

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 alwaysfihigh 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 ofesyatically 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 ¢gom@us 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 u&s implicated by the use of human participants in

research:

1 Beneficence/ NoAamaleficenceg 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 begiits 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 thenportance 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 renained alert in case of the risk of psychological distress by putting in place a
distress policy.

Justice Underlying this principle is theoncept ofequal distribution of burden and

benefits among all possible participants i.e. no exclusion on the bas&ioeconomic
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 r@bbrne 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 tteidy or not.

Fidelity and Trustmaintain 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 sufy@on 2 T FA OS ¢
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 personsThis 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 ofrpenal information (Kapp, 2008nudson,
2001).h 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 nadear

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 autondmy wi
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 humaesearch protector (kapp, 20R6T he research activity

becomes then the subject of IRB oversight and at least anntegdpeoval thereafter.

The approval or renewal approval of the protocol, the IRB must deterthiat the following

requirements are made:

1 Physical and psychological risks to the participants are minimised
1 Physical and psychological risks to the participants are reasonable in relation to the
anticipated benefits to these participants and to theneral 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 theiauthorised surrogatéKapp, 2008
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 provisiongelating 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 thesewere 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 importantd 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 hahaing t

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 mus¢ 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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confidentidity 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 phenomegiold 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: MATERIALANDMETHODS
4.1: Introduction
This chapter provides 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 qubvatita
approach in a Stage study, complemented by andepth qualitative studyEachof thesestages

is presentedin chronologicabrderin section4.1.

Part two of the chapter givesa description of study sites, samplesize, sampling,recruitment
procedures,data collectionand managementfor the quantitative componentof the study. The
tool usedto collectthe quantitative dataisin Appendix4.4. Partthree of the chapterfocuseson

the qualitative component,which documentsthe lived experience of women living with fistula

condition. Interviews were conducted at two time points, before and after surgery. A semk

structuredtool was utilisedto guidethe interviews (Appendix4.5). Thismethod was considered
appropriate to the exploratory nature of the qualitative component of study as presentedin

Sectiord.4 of the chapter.

4.2: PartOne:Quantitative componentof the study

4.2.1: Design

Regional training centres offering regular fistula services were selected for the study. A multi
country setting in EasAfrica was used because of already establidiiwdla networks (Appendix
4.1, Study Map) ach country had trained fistula teams, whose role was to provide fistula care in a

specialised unit.

4.2.2: TheMulti-country Sites

The Sevencountries included in the study were Kenya, Uganda, Rwanda, DRC Congo, Southern
Sudan Malawiand Somalia. Countries such as Kenya, Uganda, Rwsliadwiand DRC Congo

had trained fistula teams whose role was to organise and provide fistula care inctheitries,
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 wagtated challengs and geographical locations. In some
cases such as DRC Coagd Malawj 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, Rwaad 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

Kenyais a country in Africa an@ founding member of th&ast AfricanCommunity(EAC).
Kenyatta National Hospital is the oldest hospital in Kenya, founded in 1901. The hospital is located
in the capital city, Nairobiyithin Nairobi County. The city lies on tN&irobi River in the south of

the nation and has an elevation of 1795m abeealevel. The last official population was taken

in 2009 and at that time was 3,138,369 in the city, this number has since growiptoxapately

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 immigrarnthat come to Nairobi searching for employment
opportunities. The administrative area dfairobiis 696km? (269squaremiles).In 2017, Fraym
Urban Markets Index ranked African cities in terms of economic activity, consumer size and
connectivity, Nairobwas ranked number ten, after Cairo (Egypt), Johannesburg (South Africa),

Lagos (Nigeria), LuaadArgola) and Democratic Republic of Congo's Kinshasha.

YSyelrGial 12aLAirfX 0SAy3a GKS O2dzyGNBQa TFAaild
daily basis. The hospital has a 2000 bed capacity and a budsyu24utpatient 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 daysobesurgery. 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 anather 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 withaasa of 1,317.4km’ and a population

of 1,152,282 (Male 48 %, Female 52%). Population Density is&f4.7 people per ki with an

annual growth rate of 2.75% (2009) (KDHS, 2014). Kisii (Level 6) General Hospital is the larges
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 widange 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 soruebperiand
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rural areas whee 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.

Ste 3: Coast General Hospital, Kenya

Coast General Hospital is located in Mombasa Coltynbasa County covers an area of 229.7
km? excluding 65km? of water mass. The county is situated in the South Eastern part of Coast
region. It borders Kilifi Countio the North, Kwale County to the South West and the Indian
Ocean to the Easficcording 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 thiscountry, 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

{2dzi KSNY {dzRI'y ¢ & ( KtShe findedE wWRtD@ thiStidesin/ 18 20881 Wayi | { 7
was the thirdlargest city in South Sudan, by population, behlnfathe capital inUpper Nile

State. The city of Wau is the headquartersidiu County, in which it lies. It also serves as the
capital ofWestern Bahrel Ghazal State, one of the ten stathich constitute the Republic of
South Sudan. The city is a culturally, ethnically and linguistically diverse. Its residents include:
peoples ofFertit, Dinka, Luo and Arab ethnicity. In 2011, the citpspulation 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 thigorogramme, 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
241,038kmM. Kagando Hospital was started in 1965 by Afiiéand Missionary named Carl Baker.

From its humble beginnings as a leprosarium housed in asbesteBkbulsuts, Kagando has
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grown to a current 250 bed hospital referral hospital. The hospital supports free fistula services,
with 130 patients receivinfistula care each year. Some of the patients seen at this facility come
from DRC Congo and Rwandeg( Appendix 4.1study Map)

4.2.3: Quantitative Componentof Study

A prospective, multstage cohort study was conducted to assess factors that affecubeess of
fistula surgery and duration of urine leakage. Data were collected from women attending for

fistula surgery from five East African countri€he study employed a multistage design.

4.2.4: StudyPopulation

A study population is defined as a sum abbf every potential participant who meets the
inclusion criteria for a givestudy (Creswell2018) In the current study, patients presenting with
Obstetric Fistula at various fistula centres formed the total study population. Apart from a fistula
diagrosis, patients were required to show willingness and consent to participate in the study.
Unwilling and norconsenting patients were not eligible for study. The cause of fistula and the
duration of leakage were not an entry restriction. In this componattpatients with a history of

urine and or stool leakage formed the study population.

4.2.5: SamplingMethod

More often, researchers sample study participants because of logistical and time limitations. The
process by which a researcher selects participéotstudy 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 Grove2005). A representative sample is essential in aiding the researcher to avoid type | and
type Il errors. Type | error may occur where the researcher rejects a true null hypothesis with a
verdict that there is no difference between the groups. In a typesrtbr the researcher
erroneously fails to reject the null hypothesis, when in actual fact there are observable
differences betweentie groupsin such events, study outcomes may fail to provide validity and
reliability of data. To avoid such pitfalls, larggample sizes are preferred because they reduce the

chances of sampling error.

A multistage sampling method was employed in this study. This method presents a high level of

flexibility and is effective in instances where primary data collection octun® 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 mamd 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 comtibns.

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 rere® bias from the selection procedure

(Gravetter and Forzano, 2011).

The descriptive nature of this mixedethod study allowed for adaptation of a consecutive
sampling method. This neprobability 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, becHuincludes 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 afe targeted study population (Kendal, 200Blowever, given

that consecutive sampling relies on those women who access care, it may have vaiiabios

is seen at the clinic at different times of the year, e.g. women may find it more difficultvel tra

a fistula centre during rainy season or during harvesting period. Suekedettion may skew the

data unless large sample sizes are achieved.

4.2.6: SampleSizeCalculationfor Quantitative Component

Since the prevalence of VVF in East Africa is unkpdie investigator used a consecutive
sampling method, whereby 1,224 fistula patients were recruited over a theae period. There

were no dropouts: hence 1,224 patients provided data for analysis. Assuming a surgery Success
rate of 80%, this sample alks at most 12 explanatory variables to be included in a logistic
regression model for reliable estimation (Peduzizal., 1996). For a higher success rate, fewer
explanatory variables would be able to be used, so only the most clinically relevantirteig) t

variables were used in the in estimating sample size. A sample size of 1224 also allowed an exac
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95% CI for a success rate of 80% to be estimated to a precision of at most E2d86ambe,
2008).

4.2.7: ParticipantRecruitmentApproaches

Community mailisation followed patient recruitmentpoor road network especially in rural areas
was a challenge (Appendix 4.Radio, electronic and print media were used in raising fistula
awareness in communities. Other strategies such as song, dance and dramt febola
problens 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 recruitmens wanducted 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 Beuary 13' 2013 to March 28 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 siidy 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 satigfaon, 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(seeAppendix 4.2: A Picture of a rural fistula site in Kerpfais allowed the researcher

to decongest the wards, recruit, screen and operate patients based on the laid down eligibility

criteria.

4.2.8: Eligibility Criteria

The eligibility criteria were etermined according to criteria used in previous work on predictors
of fistula surgerywith the desire to help the women achieve full continen@iéayondo, 2011:
Hategekimana, 2005Goh et al., 2008) The first contact with the patient occurred at the

regstration desk which was strategically placed at the main entrance to the clinic. Using an

95



eligibility checkilist, fistula teams screened all patients presenting with a history of urine/stool

leakage.

4.2.9: InclusionCriteria

Women presenting with a diagnosié obstetric fistula at selected fistula centres East Africa

were eligible for study. Willing and consenting women were enrolled for study.

4.2.10: ExclusiorCriteria

Women were excluded during the screening stage if they had fibroids, cancer afrealuctive

system or uterine prolapse. Uterine prolapsecurs wherpelvicfloor muscles/ligaments stretch
and weaken causing providing inadequate support foruterus. Theuterusthen slips down and
protrudes out of thevagina Those with fistuladiagnosis but were nooonsenting were also

excluded from the study.

4.2.11: ConsentingProcedures

The process of obtaining consent begins with provision of study related information which
includes: risks, benefits, roles and responsibilities. Participantsnalsh 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 prticipant (Appendix 4:3Appendix 4.3a Obtaining informed
consent from participants for study prior to conducting the research ensures independency in
decisionmaking, ensuring that individuals have no obligation to participate and do so at their own
1SS gAff OW20AYaz2y> HAMMOD® . & NBaLISOGAYy3d 42Y

compliant with ethical principles that govern biomedical research (Kialk,2007).

Women who patrticipated in the qualitative component gave consent at two fimiats: for the
gquantitative 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
dzy RSNJ £ 201 FYyR 1S& Ay (GKS NBaSIkNOKSNDRDa 2FFAC

4.2.12: Quantitative Toolsand Methods

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 inital tool was too long and contained ndistula 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 domhahwas
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 (Appendix5}. It is presumed that the design of the tool
improved the response rate by being presented in parts and each part not toectmsuming to
complete. The practicalities of the data collection were built into the running of the fistula service
itself, wherebysome data was collected by the fistula team/nurse/medical officer as part of the
K2aLAGFf LINRPOSRAzZNB® ¢ KA adatk ¢f DithdresBidhceRarital statug,y |
dates of referral if they were from another facility and details of nebtin. At this point, data on
voluntary counselling and testing were collected from routine HIV testing, a common practice for
Y2ad LI GASyda dzyRSNH2AYy3 adz2NESNE® CNBY GKS N

of collecting data on other faots that may affect fistula outcomes outside fistula characteristics.

4.2.13: DataCollectionProcedures

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 8rcti3.12 to 4.4. Fige 4.1 illustrates

the flow of quantitative and qualitative study procedures starting from admission till discharge.
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Stage 1

Screening, Admission and
Consenting Procedures

Y

Component
twoQualitative

Data Collection

Component One

Quantitative Data

Collection
1stIn-depth
. Interviews 2" In-depth Interviews
Stage 2: Period just

) 6 Months After Surgery
Intra-operative

Care/ Surgical
Procedures& Data
Collection Data

Collection,
Transcription

Data

Data

Collection Transcription

1

Step 4:
Step 3: Stage 5: .

P _ Shortterm 9 Data Analysis

Immediate Postoperativ > Longterm | .
Pre 2 oare A e Postoperative Resu tsPre_sentatlon
Operative collection care & Data Quantative&
Care & Data y collection Qualitative Synthesi

collection (week 4 (Month Six) Report Writting

(0-7days)

Figure 4.1: Study flow diagram showing stepby-step procedures

4.2.14: Stagel. Recruitmentand Initial Data Collection

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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