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Abstract

There is an urgent need for additional HIV prevention optifimsvomen Evidence supporting
the benefit of microbicides in reducing the risk of vaginally acquired HIV acquibigisn
provided a major breakthrough Despite thewealth of evidence supporting microbicide
acceptability in Africathere are still gaps in our understding about how women will
incorporate microbicides into their everyday lives.

In this thesis | examine whether vagimaicrobicides are compatible with soetmltural norms
regarding sexuality andexual health in a predominantly rural area of KwaZ\étal, South
Africa Using qualitative and quantitative data collected as part of the MDP 301 clinical trial at
the Africa Centre, | adopt a mixed methods approach to evaluate microbicide acceptability
from a cultural perspective. | explore the compatibili§ microbicides with socigultural
norms that relate to intravaginal cleansing, intravaginal insertion, love medicines and sexual
communication.

| found that the desired effects of using intravaginal insertions to enhance sexual pleasure are
compatible wih the experiences of using microbicidetsiat contemporary sociaultural

norms relating to sexual communication in the context of the HIV epidemic are compatible

with the introduction of microbicidesthat women distanced u] &} ] ] ¢« (E}u Zo}A
medicines jn terms of separating microbicides from the supernatpeadd, finally,that post

coital intravaginal cleansing practices could undermamaicrobicidesroll out programmeif

we fail toaddress thesgractices

Overall | found thatmicrobicides are compatible with sociccultural norms relating to
intravaginal insertion and sexual communication, they may be less compatible with norms
relating to intravaginal cleansing and love medisin®hile incompatibilitywith sociocultural
norms raises chaéinges for intravaginal cleansing, the fact that love medicines are
incompatible with microbicides could be advantagedmstheir introduction. Ultimately these
findings have implications for future research and service delivery, as well as offerindsinsigh
into microbicides, sexuality and gender equality.
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1 Introduction

Summary

In this thesis | investigate the interface between microbicidexuality andsexual health in
KwaZuluNatal, South Africa. This chapter will serve as an introduction to these topics. | start
by mapping the epidemiology of tHéuman Immunodeficiency Virus (HIV) in South Africa from
the start of the epidemic to the present day. | canté by outlining the role that gender
inequality plays as aocial driverof the epidemic in KwaZuMatal. | also discuss female
sexuality in Soudt Africa and the extent to which positive images of sexuality have been
marginalised in HIV discourse. | proceed by describing the existing HIV prevention options
available in South Africa and discuss the limitations, for women, of prevention messages that
focus on abstinence, being faithful, condoms and circumcision. Next, | explain the potential
new HIV prevention technologies, including vaccines, -gu@osure prophylaxis and
microbicides. | argue that in preparation ftre implementation of microbicidesve need to
understand more about the ways in whisbciocultural norms might facilitate or impede the

use of new prevention technologies. Finally | summarise the main objectives of this thesis.

1.1 HIV in South Africa

1.1.1 Political context

South Africa was @lv to respond to HIV when it first emerged in the early 1880uring the
political instability of the late 198p and early 1996, both the ruling apartheid National Party

and the exiled African National Congress (ANC) promotednfioisnation and conspacy
theories about HIVand the acquired immunodeficiency syndrome (AlSusser, 2009 In

1990 when ANC leaders and other ampartheid activists released their first collective
statement onHIV and AIDS in Southern Africa, less than 1% of women attending antenatal
clinics were HIV positiv€DoH, 201D When the ANC were elected as tfiest democratic
government of South Africa in 1994, HIV prevalence among antenatal atieitdeeshad
increased eight fold. Despite this, implementation of the first National AIDS Strategy was
overshadowedby the demands of political transition to a moacial democracyWhen the
second democratically elected president of South Africa took post in 1999, HIV prevalence
among women attending antenatal clinics hdasento over 22%. The optimism generated by
the release of the first National Strategic Plariiii 8§} Tiifie ¢}}v Jee]% $ e "usZ
response to HIV was paralysed by AIDS denialis2©02, when the South African government
lost a yearlong fight in the High Court and Constitutional Court trying to defend their decision

not to provide atiretroviral (ARV)drugs to pregnant women, 27% of pregnant women in
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antenatal clinics were HIV positiv€Coovadia, 2000 By the time the South African
government finally started ralg out antiretroviral drugs in 2004, HIV prevalence in antenatal

clinics hadeached30%.

The period of AlD8enialismleft many South Africans confused about the cause of HIV, the
association between HIV and AIDS, and the safety of antiretroviral dRmjsins, 2006
Accurate information about HIV prevention and treatment was undermined by government
leaders who legitimized mythsuch ashe preventive benefit of showering after sex and the
treatment benefits of garlic, olive oil, lemon and beetr@btcGregor, 2009 Given this history,

it is perhapsno surprise that in 2009 South Africa had more gedjving with HIV than any
other country in the world. An estimated 5.6 million South Africans were HIV positive, which

was equivalent to 11% of the total populati@dNAIDS, 2030

1.1.2 HIV prevalence

The distribution of HIV in South Africa is by no means unifétatial classification in South
Africa is divided into 4 groups representing 11 official language groups; Black African,
Coloured, Indian or Asian, and Whiterasmus, 2008HIV affectBlackAfricans more than any
other racial groupri South Africa. The 2008 national survey of everyone aged 2 years old or
above reported 14% prevalence amoBgack Africans, compared to 1.7% among Coloured

women and men, and 0.3% each for White and Indian populat®hisana, 2009

Figurel-1: Map of South Africa showingllV prevalence ithe 9 provinesin 2008
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Similarly, HIV prevalence varies dramatically across the 9 provinces in Soutl{FAducal-1).
This thesis is based on researcbnductedin the province of KwaZuldatal, which has
reported the highest rates of HIV since sentinel surveillance commenced in 189de
national prevaénce among everyone over the age of 2 years olds afasost 11% in 2008,

prevalence in KwaZuldatal was atlmost16%(Shisana, 2009

HIV prevalence by district is only available for antenatal clinic attendéesZuluNatal
includes 11 districts(Figure 1-2). This thesis is based on research conducted in the
Umkhanyakude district of KwaZeNatal. In 2009 it reported the"Bhighest prevalence from

antenatal datain the KwaZultNatal provincg39.7%).

Figurel-2: HIV prevalence distribution among antenatal women by district in KwaZhilatal,
2009

The higler prevalence in antenatal clinics reflects the fact that the epidemic is at its peak in
women of reproductive ageAmong all15 to 49 year oldsouth Africans, the female to male
infection ratio wasapproximately 1.5%0 1 for women comparedo men in 2008(Shisana,
2009. In the Umkhanyakud®istrictjust over half of all 25 to 29 year old women were living
with HIV in 2004Welz, 2007. HIV prevalence appears to hasbilised sincéhen (Shisana,
2009 Rice, 200y However, thecombination of race, geographic location, sex and age,
continues toplace BlackAfrican women of reproductive age living in KwaZnatal atthe

highest risk of HIV in South Africa.
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1.1.3 HIV hddence

By 2005, the South African Department of Health had implemented a comprehensive HIV
prevention and treatment programme. Despite this, HIV incidence has only declined among
women aged 15 to 24ears old whichappears to corresponavith a significant increase in
condom use among this age gro(hisana, 2009In all other age groupkllV incidence has

remained stabl¢Rehle, 201D

Inthe Umkhanyakuddlistrict of KwaZultNatal between 2003 and 2007 HIV incidence among

15 to 49 year old women has been stabltearound 3.8 per 100 person yedBarnighausen,

20083 Barnighausen, 20Q®Barnighausen, 2008bSouth Africafailed to achieve & goalof

redudng the national HIV incidence rate by 50%m 2007 t02011 (NSP, 200/and on the

basis of the available evidence,is unlikely thatit will meet this same target by 016 (NSP,

2012. Barnighausen concluded his evaluation of HIV incidence in Umkhanyakustating

that: "A]3Z}us E v A U%Z ] }v ,/s % @E A v3]}vU |8 « ue pvoll
Jv EuE o ~}usz (€] ABamighaujens R0GHa

1.2 Social drivers oHIV infectionin KwaZuluNatal

dz & E E vP }( ]}o}P] o &E]A Ewsskid KV ]acqisition iA}u v[e
KwaZuluNatal such as the high prevalence other sexuallytransmitted infections(STIs)
Equallytz E E E VP }(*} ] o E]JA E* $Z 5]v E « A}u v[e sp-
Social drivers refer to individual, sociayltural, and structural level factors thatmpede an
Jv JA] p o[ ]odat€ths yiskg &f HIV acquisitiggNAIDS, 2007Auerbach(aids2013
social drivers working grou(2009:;2) explains3Z & *} ] o E]JA G+« E " Ju%o A
linear, and contextual, and they interact dynamically with biological, psggical, behavioral,

and other social factors X

Socialand culturalfactors that influence HIV transmission are rooted in the histgrigalitical

and economiaontext of South Africalhis context hasesulted in the construction odocio-

cultural normsthat place women in unequal relations men. The unequal position of women

in relationships, families, societies and public domsaireates and reinforces fundamental

vulnerabilities for womerin terms ofHI\V. The ways in which gendémequalitiesimpact on

the risk of HIV acquisition for women Zulu societyare multiple and complexSociacultural

norms not only define gender relations, but also expectations regarding relationship dynamics,

marriage, fertility, monogamy,couples reglency patterns and gender based violence

(Stockard, 2002 § v Jv ]JAJ] p o o Ao Pv E ]Jv <g 0]35C Juiefjeez « A}u

sex, to insist on mutual monogamy do negotiate condom useAt a ®cietal levelgender

inequality reinforces or even promotes higher risk behaviours such as multiple and concurrent
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sexual partners for men, sex without a condom, alcohol abuse by men and tolerance toward

violence against women

In this gender inequitableontext, poverty, migation, relationship structures angender
basedviolencepresent independent and overlapping challenges for women that increase their
vulnerability to HIVGender inequalities prevent many women from being able to implement

the behavoural changes necessary to reduceithesk of HIVacquisition Whilst it is important

to minimise the impact of thessociocultural E]JA &« }v A}u v[e 0]A U (uSpuE ,/:
options must offer women the potential to protect themselves from HI®rein the presence

of thesesociacultural realities

1.2.1 Poverty

Approximately half of rural households in the Umkhanyakude district of Kwdatkl are
defined as living below the poverty line (below $2 per person per (BigisSA, 20)0The
correlation between poverty and HIV is not clear qutthe Umkhanyakude districtn this
impoverishedenvironment (Case, 2004 risk factors for HIV prevalence and incidence have
been both negatively (Barnighausen, 20Q7Tanser, 200P and positively (Welz, 2007
associatedwith indicators of relativepoverty. However, pverty hasthe potential toincrease

A}u v[e Apov @ HiMihd&nhumber of way®overty increases the chans®f women
entering into transactional sexual relationshigisees, 200P Poverty further exacerbates
power inequalities in relationships anpv & « « A}lu v[e % v v C }v u v (}E
security (Weiser, 2007 Varga, 1997 Pivnick, 1998 This in turndecreases the chancef
mitigating ,/s E o § (@E]J]e+l ( 3}E+ C Ju]v]+Z]vP impleméhn} safefsex ]0]3C
practicesor dissolve relationships. Poverty indicators have been linked to lower condom use
(Tladi, 2008 lower rates of contraceptive us€Subramanian, 2008 and higher rates of
concurrent partnershipgMishra, 2009. Reducing poverty through microfinance initiatives has
been shown to reduce HIV related risk behaviours among wo(Kén, 2009. For women,

living in poverty exacerbates their unequal relationshigh men further hindering their ability

to mitigate the isk of HIV.

1.2.2 Migration

Almost a third of all household members spend the majority of their time away from the rural
householdin the Umkhanyakude distri¢gMuhwava, 200Y. Migrationis a welestablished risk

factor for HIV for both women and meLurie, 200$. Men who migrate for work arever

twice as likely to have HIV (34%) than men who do not migrate (\Ady, 200J. Women
whomigratearealsou}® o]l oC §} s % }e]8]1A ~08i9 W (Wl v AZ}
2007). t}u v][e }viu] %o V OV }v 8 ZpdrtEersu i often increased in
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relationshig with labour migrants, reducing thebrargaining power for safer sex options
(Hankins, 2006 Women with partners whanigrate arealso more likely to have additional

sexual partnergLurie, 20033 Women who migrate are more likely to enter into casual or
transactional relationship&ay, 2010 Being in a relationship with a migrant labeuror being

a migrant labourerpresents particularchallenges to structures and patterns of sexual

relationships whiclincrease theisk of exposure téilVfor women.

1.2.3 Relationship structures

Whilst norrmarital sex is frowned upon in Zulu culture, Zulu ttiadal authorities lend
legitimacy to normarital relationships, for example by defining familial responsibilities
relating to nonmarital childbirth(Berglund, 1976 KwaZuluNatal has unusually low rates of
marriage high rates of nomarital childbirth, low rates of cohabitation among couples and
high rates of multiple partnerships compared to the rest &fica (Bongaart, 2006McGrath,
20093 Camlin, 2004Hosegood, 2000

Marriage can have a protectiveffect for somewomen, by reducing the number of sexual
partners involved in the sexual networiBongaart, 2006 Tanser, 2009 Welz, 2007
Barnighausen, 2008aConversely marriage nancrease the risk of infection for other women,
by % @& A v3]vP Aluv (E}u JvP o 8} 38 ]v (E}u « U E pu ]V
sex, increasing sexual frequency, and decreasing condom (Gs&rk, 2004 Hearst, 2004

Green, 2003 Ahmed, 2001 Bessinger, 20Q3Maharaj, 2005aLurie, 2003b Ndinda, 2007

Maharaj, 2005h Camlin, 2008 In the province,unprotected sex among young unmarried
couples is common with theast majority of first births being out of marriage to young women

atanaverage age daf9 years oldMcGrath, 2009aCamlin, 200%

In Umkhanyakude, cohabitation is low among married and unmarried couples with a third of
men not permanently residing with their losigrm female partneHosegood, 2009 This sits
alongside the fact that approximately a quarter of men reportltiple or concurrent
partnerships(McGrath, 2009h Multiple and concurrent partnerships increatte risk of HIV
infection for women and meifLurie, 2003 Concurrent relationships offespecific risks by
facilitating the swift spread of HIV across the sexual network in the period following
seroconversionwhen infectivity is at its peakHalperin, 2004 Mah, 2010 Halperin, 200Y.
Thesesociocultural patterns of relationship structures arfdrtility place many women in
KwaZuluNatal at specific risk of HIV acquisitiamd undemine their ability to protect

themselves from infection
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1.2.4 Genderbased violence
Gender based violence is an important aspect of gender inequalitgyouth Africa(WHO,
2010. Socioecultural norms define the extent to which womeare blamed for violence by
men. Molence is viewed as a normal marker of masculinity and intimate partner violence is
tolerated and established as a taboo subjdaniting female victimgability to challenge it
(llika, 2005 Petersen, 2005Fox, 200Y. A recent review of the literature in South Africa
UljveS3@E & 3Z 8§ A}u v[e & ordédtin rptatiobships with mereduced their
ability to refuse sexual advances and negotiate safer sexual pra¢hicede, 201D Attempts
to refuse sex or insist on safer sex aasult in verbal, economic, psychological, physical or
sexual abuséNcube, 2010 For women who are economically dependent on their partners for
household security and stability, even the threat of abandonment can be sufficient to
discourage negotiations for safer sekere is a strong correlation between both power
inequality in redtionships and intimate partner violencandHIV infection for womeifJewkes,
2010D.

A series ofinterventions have demonstrated the positive impact that reducing gender
inequality, economic dependency, and intimate partner violence can have on improving HIV
prevention and promoting safer sex practiqdswkes, 2008Hargreaves, 201Michau, 2008
Barker, 200Y. HIV prevention has to address gendeequality at multiple levelsif it is to

changethe social, cultural, economic ammblitical drivers of the epidemic for women.

1.3 HIV andsexuality

| have outlined above that gender inequality is a major factor in the spread of HIV and in
preventing women from beingbde to mitigate the risks of HIV infection. However, gender

Jv <p 0]18C ]+ v}$3 HV]A Ee oU Juupd o *% 3 }( (E] v Alu v
tended to exclusively depict African women as passive victims of HIV made vulnerable due to

JvP  Zege[ }( u o0 }ulv 8]}v  SZ &} uRedlturdlZ and@E ecehoiric

disempowerment (Berger,200H X dz]e A] A JPv}E « A}u v[e v 3Su-vs }( |
determination and resistance to both male hegemony and HIV. Boyce argues that by
presenting a monolithic image of passive vulnerable African women, HIV discourse limits

A}u v[e E +]+§ eifies the @sempowerment of women in sociéBoyce, 200Y.

This view of Afcan women as passive victims has hindered broader discussions about women
e« EpH O JVPeX C /&£ opc]A oC 3 ol]JvP }us « £ ]Jv 8 GBue- }( Z
has lost sight of théact that African women enjoy sex for the sake of sex ashmascother
women and men around the worl@erger, 2004 HIV discourse has taken aluetive view of
sexuality defining it as either a practice in terms of the act of sex or as an identity in terms of
25



who sex is occurring witlequally this discourdeas reduced the sexual experiesad African

women to economic functionalitysocialresponsibility, orpassiveacquiescace Sex is about

more than just with whom, when and how an act of sex occurs. Sex is pamnath broader

meaning ofsexuality whichincorporateslove, intimacy, passion and pleasuiée failure to

Jv op  AYu v][-for sé¢xHal pleasure within the parameters of safer sex decision making
Ze+u v338Z3Aluv E (& u}E o]l oC &} .« E] e AV}
Av}s AJoo]vP_ 3}X t v §} lve] & (uUo0o * /EY O %0 *wE VvV %
% E JPu }( ,/s % @& A v8]}v J( A & 8} A 0}% }%3]}ve 3Z 3 u

well as their health needs.

New HIV prevention technologies need to be considered and positioned within a broader
interpretation of the multiple sexualities of Afan women and men, in order to meet their
diverse needs. HIV prevention has to find ways to mitigate the negative aspects of the social
drivers of the epidemic but within a discourse that also incorporates constructive views of
sexuality(Philpott, 2006b.

1.4 HIV gevention in South Africa

The reduction in HIV incidence among young women aged 15 to 24 yeddestitibed above
in section1.1.3 is an important achievemerfor HIV prevention in South Africa. However,
three decades into the epidemic, the information, education and communication behavioural

change strategies have fadl to stem the epidemic among most of the adult population.

1.4.1 HIV knowledge and testing

Despite over 80% of the adult population being exposed to national HIV communication
programmesjn 2008 only about a third of women of reproductive age demonstratedecbr
knowledge about HIV prevention and transmissi@hisana, 2009 Similarly, despite mass
promotion of HIVcounselling andesting, only about half of women over 15 yeaffsage had

ever had a HIV tesLess than a third of 15 to 49 year old women had tested and received their
results in the yeabefore the surveyThese ational bevels of knowedge and rates of testing

are disappointingly lonand weresimilarin KwaZuleNatal.

1.4.2 Abstinence

Abstinence has been widely promoted in South Africa, as has delaying the age of sexual
initiation which has been shown to reduce the risk of HIV infectiotlydong women(Pettifor,

2004h Drain, 2004 In KwaZuleNatal, the traditional practice of virginity testing has been
reintroduced(LeclereMadlala, 2001 Scorgie, 2002Vickstrom, 2010 However, from 2002 to

2008 there were no changes in the proportion of 15 to 24 yeayolthg men (11%) or women

26



(6%)who reported having their first sexual encounter before the age of (Bhisana, 2009
Among 12 to 14 year olds1% of young men and 15% of young women had been sexually
active in the previous 12 month§hisana, 2010 There is no evidence of a decline in the
median age of first sex among women in KwaAdi#al which remainsaround 18 years old
(McGrath, 2009aCamlin, 200%

1.4.3 Being faithful

Being faithful has been extensively promoted as an important HIV prevention strategy.
However, the over simplification of this message often misses the point that monogamy only
offers protection against HIV when itéxclusive and between partners confirmed to be HIV
negative. Nonetheless, there has been no decline in multiple partners among women or men
above 15 years old from 2002 to 20QBhisana, 2009 Young women are significantly less
likely than men to report multiplerelationships(6% of women compared to 31% of men)
(Shisana, 2009or concurrent relationshipg(1% of women compared t@8% of men)
(McGath, 2009). However, women are more likely to report intergeneratibrelationships
which have been associated with increased risk of HIV infedqlieclereMadlala, 2008
Pettifor, 2005. The proportion of 15 to 19 year old women in a relationship with a partner 5 or

more years olderincreased from 19% in 2005 to 2&¥®2008(Shisana, 2009

1.4.4 Condoms

The correct and consistent use of male or female condoms remains theaeailableway to
prevent HIV infectiomuring sex for both women and mex the same timeReported condom

use at last sex increased significantly from 2002 to 2008 among women and men in all age
groups(Shisana, 2009 Thenationalincreases in condom use are mirrored in KwaZ\éual,
although condom use at last sex remains lower among 15 to 24 year old women than among
men in the same ag group (Chimbindi, 201D Despite impressive increases in reported
condom use at last sex, the lack of a decline in ovelldlincidence is generally attributed to

the chdlenges of using condoms consistently, especially in-termg relationships(Hearst,

2004 Maharaj, 20054 In 2004Hearstclaimed$3Z § v} o €& & u%o0 « Z A u EP
country that has turned back a generalized epidemic primayy means of condom

%0 E } u'} §2004:4].

1.4.5 Circumcision

The most recent addition to the HIV prevention toolkitnale circumcisionvhichreduces the

risk of infectionfor men by approximately 50%Auvert, 2005 Bailey, 2007 Gray, 2007.
Modelling suggests that circumcision could prevent as many as 2 million HIV infections in

southern Africa over ten yeai®Villiams, 2008 It is expected that by circumcising men, the
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pool of infections will reduce therefore reducimigsks for women. However, there is no
evidence to suggest that circumcision reduces the individual risk of infection for women and it
could in fact increase the risk for women if sexual activity is resumed prior to full healing
(Weiss, 200p While there appears littleevidence of sexual disinhibition by men in

]JE pu Je]}v SE] o° ¢} ( EU 3Z Ju% 3 }( ]E pu ]JelkondomAlu v[e
useis still unknown(Pinkerton, 2001 Some authors caution that if condom use decreases as a
result of circumision, HIV incidence could increase among women while declining among men
(Kalichman, 2007

The behaviour change campaigns of abstain,fdithful and condomize (ABC), have been
unsuccessful in enabling the majority of women to defer sexual activity, ensure mutual
monogamy or consistently use condoms. Circumcision will hopefully reduce population level
HIV incidence but does not equip wome with HIV prevention options. The existing HIV
prevention options are not sufficient to allow women to overcome the multifaceted sanil

culturalfactors that make them vulnerable to H{Varga, 2008

1.5 New HIVprevention technologies

As | havedescribed above (section 1.4), the existing HIV prevention technologies are
insufficient to allowmost women to protect themselves from gairing HIV.Increasing the
range of prevention options availableould increase overall uptake and positively support
behaviour change. This has certainly been demonstrated in family planning programmes
(Sundari Ravindran, 1991n order to adiress the HIV pandemic, it is vital that we expand the
range of HIV prevention options available to wortermeet their diverse needwithin their

socialrealities

1.5.1 Vaccines

The ideal preventive option would be a HIV vaccine that preventstiofevia ary route and
protects against altladesand subtype®f the virus. A vaccine would offer the masficacious
prevention option by removing the element of usedependency. Unfortunately, despite
significant financial investment in vaccine reseaqmtogress has been slow and been littered
with disappointments(AVAC, 2005 While one trial providedproof of concept for vaccines
the effect size(31% effect; 95% confidence interval ¢l: 1, 52 did not justify further
developmen of the product(RerksNgarm, 2009 Althoughthere are over 30 clinicalitils of
experimental vaccines underwawyost are early safety studies or efficacy trials evaluating the
effect on reducing theiral load sefpoint at time of infection(AVAC, 2010 There is little hope

of a vacaie for women in Africa in the next decade.
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1.5.2 Antiretroviral therapy as pre-exposure pophylaxis

An important breakthrough in HIV prevention in the last few years has been the expanded use
of ARVtherapy for HIV preventionARVs have been used as an effectiematment for HIV

«lv 8§Z o § Difdenttpes of ARMnterrupt the viral replication process at different
stages. Astreatment, the use of ARMahibits HIV from replicatinthereby reducinghe viral

load and enabling the body to produce cient CD4 cells to protect the body from infection.

As prevention, ARVs prevent HIV from being able to replicate, thereby preventing the virus
from spreading in the body and reducing the risk of infectibhe use of ARVs for post
exposure prophylaxis BP) and in the prevention ahother-to-child transmission (MTCT)

highlighsthe preventive benefits of AR\{&higwedere, 2008ardo, 199Y.

Among gay men and other men who have sex with men (MSh),iRrEx(pre-exposure
prophylaxis initiative) trial demonstrated that daily oral dosing with the ARV combination drug,
Truvada (containing tenofovir disopiibXumarate (TDF) and emtricitabine (FTC)), as Pre
Exposure Prophylaxis (PrEP) reduces the risk of Histiorfeby 449%95%Ct 15, 63 (Grant,
2010. Among heterosexual women and men in HIV serodiscordant relationships, the Partners
PrEP trial demonstrated that daily oral dosing with tenofadione or in combination as
Truvadg reduces the risk of HIV infection B2% (95%Cl:34, 78 and 73%95% CI: 49, §5
respectively(Baeten, 2012 This result was supported byhe Centers for Disease Control
(CDQ@TDF2 trial which demonstrate&B% (95% Cl22, 83 protection with daily oral dosing of
Truvada also among heteroged women and mer{Thigpen, 2012 However, these results
were at variance with the FemPrERl of Truvadaand VOICEVaginal and Oral Interventions

to Control the Epidemjctrial of tenofovir which did not observe any protection for women

who may @ may not know their partners HIV stat(d TN, 2011aVanDamme, 201p

A number of possible reasons for the disparity in results have been proposed including
differences in the populations, routes of transmission, behaviour based on knaiveng
partners HIV status, andrug adherence(Cohen, 2012 The Food and Drug Administration
(FDAYecentlyapproved Truvada for prexposure prophylaxis in thenited States of America
(USA (Cohen, 201 However, licensing in South Africa still appears a long way off given the
need to understand more about why Truvada did not prove a viable HIV prevention option for
women in the FemPrEP tridlhere is evidence that oral administration of tenofovir results in
higher drug levels in the rectal tissue than the vaginal tig8tieN-001, 2011 Anton, 2010.
However, given the robustness of the Partners PrEP reanitsng women in serodiscordant
partnerships,it is possible thathe difference is due to HIV negative women takihg daily
drugs more consistently if they kmotheir partner is HIV positiveThe VOICE trial is still
evaluating the effect of daily oral Truvada among women and is expected to report the results
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in 2013 The disparity in the resultso far, further highlights the importance of adherence to
these drugs and the need to ensure that any new HIV prevention options are easy and

convenient for women to use within the context of their daily lives.

1.5.3 Microbicides

Long before the idea of PrEP, there was a recognised need for HIV prevention options that
women could use independently of their male partners, such as vaginal microbividgmal
microbicides are experimentgiroducts being evaluated to find out if thegduce the risk of
infection with HIV and other STlr women duringsexual intercourseTo date, most
microbicides have been formulated as a gel, which women can either apply intravaginally
before sex or which are contained in a vaginal ring with a sé&d@ase mechanismAlthough

rectal microbicides are also being developed, | exclusively focus on vaginal microbicides in this

thesis.

The first calfor vaginalmicrobicides came frorsouth Africarresearcherswith experience of
the antiapartheid movement AZ} pv E+5}} A}u v[e « Ep o Z 08Z v -«
perspective ofa family planning background arféminist public health approach(Stein,
1990). Despite promising results in pudinical studies,results of clinical trials were
disappointing with six microbicide candidates failing to demonstrate effectiveiness 2000

to 2009 Finally m 2010 theCentre for the AlID®rogramme of Research in South Africa
(CAPRISA) presented a major breakthrough in microbicide reséabcmolKarim, 2010h
The CAPRISA 00#ial demonstrated that when used before and after sex, a vaginal
microbicidegel containing tenofovirreduced the risk of HIV infection for women by 3@%%

Cl: 6, 60)This was the first ARV based microbicide to be evalua@@edfrmatory results from

an independent trial are expected in 201%hich should besufficiert to apply to license
tenofovir based microbicidegel for HIV prevention for women if the results support the
CAPRISA 004 findingsACTS, 20).2

WZ/~ 118U ]JWE AU W ESv E» WE W - \Z UPRIP £ «BF o %o E
proof for the concept of vaginal microbicides in women and oral PrEP in women and men.
There is optimism thaARVbased microbicide andoral PrERvill be approvedin South Africa
as effective HIV prevention optisrfor women within the next few yeardreferences for
vaginalmicrobicidesor oral tablets will differ based on individual, relational, social and cultural
determinants. Vaginal nicrobicidesare expeotd to offer better protection from vaginal
acquisition of HIV than oral strategieghile oral strategies are likely to offer better protection
from rectal andblood born acquisition(MTN-001, 201). Preferences for vaginal or oral

options are also likely to be influenced by sexual preferences and prafud@$001, 201).
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1.6 The context

Preparations fothe implementation of new prevention technologies need to take account of
the individual, social, culturaland structural influences on HIV transmission. Existing HIV
prevention options have been insufficient for many women in the face of gender ingquali
African women of reproductive age are the most at risk group in South Africa and new
prevention technologies must meet their needs. It is unlikely that we will have a HIV vaccine
within the next decade. Vaginal microbicides and oral PrEP appear toebmadst optimistic
options for women. However, they both present different benefits and challenges for the user.
Microbicideshave been shown to be highly favoured by women in a range of African countries
and could meet the needs of women that may not bestnby oral PrEPIn terms of
microbicides, their user dependency, vaginal insertion, gel consistency, and partial

effectiveness raise real challenges for public health implementation.

To support the implementation of an effective microbicidee weed tounderstandmore

about the various ways in which women will incorporatgicrobicidesnot only into their

sexual health routine, but alstheir relationships and broader social realitiéde need to
characterise te ways in whicksociocultural norms could facilitate or impedethe use of
microbicides dZ]Je ]Jv ogp e+ pv E-+S v JvP ul&E Ius Alu v[e <% ](]
preferences and the ways in which microbicides could be positioned to promote positive

messages about both sexual health and pleasure.

1.7 This thesis

From May 2004 to December 2009 | was the principal investigator and lead social scientist on
the Microbicides Development Programme (MDP) 301 clinical trial at the Africa Centre for
Health and Population Studies (Africa Centre) in Kwalatal South Africa. The Africa Centre
was one of six research centres in ssdharan Africa which conducted the MDP 301 clinical
trial. MDP 301 was an international, mutentre, randomised, doubiblind, placebo
controlled phase Il clinical trial which ewated the safety and effectiveness of PRO2000
microbicidegelin the prevention of vaginally acquired HIV infectidlunn, 2009McCormack,

2010.

As part of the MDP 301 clinical trial, llleoted qualitative andquantitative data on trial
% ES] ]% vS[e /£ p micrabickdphpo@ptability, as well as on sodaltural norms
regardingsexuality andsexual health. | also collected qualitative data on secilbural norms
from male @rtners of trial participants as well as from women and men in the community who

were not enrolled in the MDP 301 clinical trial. For the purpose of this thesis, | developed a
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research question that was compatible with the aims of the MDP 301 clinidahtcused the

availablequalitative andguantitativedata to address the objectives of this thesis.

The overarching research questiohthis PhDs:

Are microbicides compatible witlsociocultural norms regarding sexuality and sexual health

in rural KwaZuluNatal, South Africa?

The objectives of the research are:

X To explore ®cio-cultural normsregarding: (i)intravaginal cleansing(i) intravaginal
insertion, (iii) love medicines, an@v) sexual communicatiom KwaZuleNatal.

X Toassess the exterb which these socieultural norms influencer are influenced by
microbicides

x Toevalude ways in which microbicideimpact on sexual norms and practices among

women enrolled in the trial.

The research presented ihis thesis is submitted in support @& PhD. The thesisontains9
chapters. In addition to thdntroduction presented above, it includes an overview of the
relevant literature, the background to the MDP 301 trial, the methods used for the PhD, four

empirical chapters, and a finaidgussiorchapter.

In chapter 2, | present an overview cdindidate microbicidegested in effectiveness trial$o
date and a systematic review of literature relating to microbicide acceptability. | summarise
the key gaps in the evidence and describe #pproach hat | adopt to evaluatenicrobicide

acceptabilityin this thesis in terms of compatibility to socioultural norms

In chapter3, | describe the MDP 301 clinical trial at the Africa Centre on which this thesis is
based.| outline the study populationsas well as the methods used for the collection and

managemenbof qualitative andquantitative data in therial.

In chapter4, | presentan outline of the cultural perspective that | adopt for the analysis and
the mixed methods approachthat | use. lalso describemy approach toqualitative and

guantitative data analysin the thesis

In chapter5 | examine post-coital intravaginalcleansingpractices Using both qualitative and
quantitative data | exploresociccultural norms ofintravaginal cleansing pecéices and

intravaginal cleansmpamong women using microbicidiesthe trial.
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In chapter6 | examineintravaginal insertiorto enhance sexual pleasurgsing qualitative data
| comparethe use of intravaginainserts and microbicids to further understandhow sexual

practices, preferences and expectations could istma the use of microbicide

In chapter 71 examineo}A u ] Jv « §Z § E - S} Zeu% EV SPE o00C|
partners Using qualitative data | explore sodaltural normsrelating to love medicinesnd

compare attitudes towards love medicinesth microbicides.

In chapter 8] examinesexual communicatianJsing both qualitative and quantitative data |
explore sociecultural normssurroundingsexual communicatioand the wag in which women

communicate with their partners about microbicides.

In the final chapter | summarise my findingensider the significance of themanddiscuss the
implications of my findings for future research and for the introduction of microbicides

KwaZuldNatal.

Appendices ar@resentedin volume 2 of the thesis.
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2 Literature review

Summary

In this chapter, | review the literature relating to vaginal microbicides. Firstly, | provide an
overview ofcandidate microbicidethat have been evaluatetb date. Secondly, | present the
results of a systematic review of the literature pertaining to the acceptability of vaginal
microbicides. Finally, | summarig@ps in the evidence and describe the context within which

examinemicrobicide acceptabilitynithis thesis.

2.1 Microbicideclinical esearch

Iv §Z o 8§ i606i[U ]S that theddnpadiEofV was going to tmeofound for
women in AfricaOn the basis of evidence from family planning servitcagas recognised that
as a male controlled nikod, male condoms werainlikelyto meet the HIV prevention needs
}( Alu vX t}u v[e E]JPZSs v &E %E} u $]A Z 083Z PE}u%-e Z]PZo
HIV prevention options that women could use without requiring male involven{Stdin,
1990 WHO, 1991 Heise, 1999Heise, 200t By 1992, the United KingdofuK)Medical
Research Council (MRC) and th&ANational Institutes of Health (NIH) opened their first calls
for microbicide research. Ithe year200Q scientists, policy makers and advocates held the
first international microbicides conferenc@IDS, 2001 By then, microbicide development
was on the research agendas mfany scientificnstitutions includng the MRC, NIH-amily
Health International EH), the Contraceptive Research And Development Progr@@NRAD),
and the Population Counditone, 2002 For more thana decade microbicide research has

been central to HIV prevention efforts.

Generally speaking, Zu] €} ] ] []* VC lu%lpuv }E ep 5 v AR}e % pd
the infectivity of microbesFor the purpose of this thesis | aaxclusively referring tdHIV
prevention microbicides, defined amy compound that has a mechanigsh action against
HIV.Most microbicides are nadpecific to HlVthereby alsdhaving the potential to reducthe

risk of acquisition ofother STISAs stat& previously, microbicides are being developed for

both vaginal and rectalise,although lam exclusively focueg on vaginal microbicidedn the

second half of this chapted present evidence from a systematic review of literature on
microbicide acceptiaility from hypothetical and surrogate studies, as well as clinical trials of
candidate microbicides. Given thexperimental andnovel nature of microbicides, | firstly

present literature on the candidate microbicides tested to date.
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2.1.1 First generation mioobicides
Initially microbicidecompounds wereevaluated for their abilityo inactivate HIV or inhibit HIV
from entering or fusing with human cell§hese compoundiave been categorised as first

generation microbicides

Nonoxynol9 (N-9) was the firstcompound evaluated as a microbicide, although it was
previously widely usedsaa spermicideN-9 wasavailable over the amter in many countries
and was available in a variety of forms including vaginal gels, creams, floammng tablets,
suppositories, sponges and filmsN-9 is a arfactant that damages the outersurface
membraneof sperm preventing conceptionit was thought thatN-9 might have thepotential
to damage the outer surface oficroorganismgotentially inactivating HIV and other STis
§Z i60i[e « E] * }( } + & AASStKY 1984 Eutldr, <1977 Jick, 1982Quinn,
1985 Roddy, 193, Rosenberg, 1992Neir, 1994 Roddy, 200Rand randomised control trials
(Barbone, 1990 Rosenberg, 1987Louv, 1988 Rendon, 1980 Niruthisard, 1992 were
conducted, with some suggestitigat N-9 could offer protection againgtleisseriagonorrhoea
(NG)and ChlamydidrachomatiqCT) In vitro studiessuggested thatN-9 couldinactivate HIV
(Hicks, 198band preventtransmission of the feline immunodeficiency vir{Moench, 1993
and simian immunodeficiency virgMliller, 1992 in animal models In an observational study
in Cameroon, female sex workefBSWswho regularly usedN-9 suppositories had 780%
fewer new HIV infections than women who didt use the suppositories regularhver a yar
(Zekeng, 1998 Some of the evidence regardirfgT| preventionwas contradictoryand nost of
the findings suggestingN-9 could reduce the risk of HI¥cquisition were derived from
observationalstudies The evidence watherefore not sufficiently rigorouso support the

promotion of N9 for HIV preventiofCook, 1998

Consequently, aseries of E v }u]e }viE}oo $E] o A E }v 4§
evaluate whether N9 could reduce the risk of vagindllV acquisition (Kreiss, 1992
Richardson, 20Q Roddy, 1998Van Damme, 20QRoddy, 2002 Nonoxynold was evaluated
when formulated ingel, film anda vaginal spongeall insertedprior to sex éntries 1 to 4 in
Table2-1). Another trial evaluatedN-9 as a vaginal gel i€ameroonbut was insufficiently
powered to detect efficacy against HIV acquisiti®oddy, 200 The other four trials found
that N-9 did not reduce the risk adcquisition of HIVNGor CT(Wilkinson, 2002 ThelastN-9

Y In this thesis | refer to two generations of candidate microbicides: first (surfactants and fusion
inhibitors) and second (ARVs). However, some researchers refer to three generations of candidate
microbicides: first (surfactants), second (fusion inhitg)oand third (AR\Y)see for example Ramjee et

al; The last decade of microbicide clinical trials in Africa: from hypothesis to 24i6;
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trial was conductedy CONRACOLE1492 among female sex workeis

v]vUu

€3

South Africa and Thailand’he resultssuggested that frequent use df-9 might actually

increase the risk of Hlscquisitionfor some vomen, mssiblyas a result of vaginal irritation

(Van Damme, 2002While disappointingthese resultgrovided importantinformation about

the use ofN-9 whichresulted in recommendations from the World Health Organisation (WHO)

not to promote condoms lubricated with-8I(WHO, 2001

Table 2-1: Randomisedcontrol trials which have evaluated the safetgind effectivenessof

candidatemicrobicides

No | Reference Candidate | Sponsor Countries Number | Study conducted | Hazard ratio
microbicide | (trial name) | involved enrolled | from and to product:
placebo
(95%C)
1 (Kreiss, 199p N-9 sponge | FHI Kenya 138 January 1987 1.7 (0.9, 3.0)
(unblind) to June 1990
2 (Roddy, 1998 N-9 film FHI Cameroon | 1,292 March 1994 1.0 (0.7, 1.5)
to December
1996
3 (Richardson, N-9 gel FHI Kenya 278 July 1996 0.7 (0.3, 1.5)
200) to February 1998
(discontinued:
low recruitment
and retention)
4 (Van Damme, N-9 gel CONRAD Benin,Céte | 892 September 1996 | 1.5 (1.0, 2.2)
2002 (COL1492) [/A}]E to June 2000
South
Africa,
Thailand
5 (Peterson, SAVVY FHI Ghana 2,142 March 2004 0.88 (0.33, 2.27
2007) (C31G) to February 2006
6 (Feldblum, SAVVY FHI Nigeria 2,153 September 2004 | 1.7 (0.9, 3.5)
2008 (C31G) to December
2006
7 (SkolerKarpoff, | Carraguard | Population | South Africa| 6,202 March 2004 0.87 (0.69, 1.09
2008 Council to March 2007
8 (Halpern, 2008 | Cellulose FHI Nigeria 1,644 November 2004 | 0.8 (0.3, 1.8)
Sulphate to March 2007
(Ushercell)
9 (van Damme, Cellulose CONRAD Benin, India,| 1,428 July 2005 1.61 (0.86, 3.01
2008 Sulphate South to March 2007
(Ushercell) Africa,
Uganda
10 (AbdootKarim, | PRO2000 HPTN Malawi, 3,099 February 2005 PRO2000 0.5%:
2009 0.5% & (035) South to September 0.7 (0.5, 1.2)
Buffer Gel Africa, 2008 Buffer Gel:
Zambia, 1.1 (0.8, 1.6)
Zimbabwe,
USA
11 | (McCormack, PRO2000 MDP South 9,385 October 2005 PRO2000 0.5%:
2010 0.5% & (301) Africa, to September 1.05(0.82,1.34
PRQO000 Tanzania, 2009 PRO200@%:
2% Uganda, (2% discontinued | 1.21 (0.88, 1.68
Zambia Feb 2008)
12 (AbdootKarim, | Tenofovir CAPRISA South Africa| 889 May 2007 0.61 (0.40, 0.94
2010 1% (004) to January 2009
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It is important to note thatTable2-1 presents trial resultsn terms of effectivenesof the
products under evaluation nah termsof efficacy Efficacy caonly be reported in trialsvhere
adherence can be measured objectiyesuch as irvaccine trialsTo datemicrobicide trials
have evaluated products that are user dependent. Without a reliable biological measure of
product adherence it has not been possible éstimate the true biological efficacy of a
product. Effectiveness as measured in microbicide trials, accounts for both the efficacy of the
product and adherence to the product by the us@feise, 201L The challenge for
microbicides, and other user dependent prevention methods, is that the observed
effectiveness of a product in a clinical trial may differ from the actual effectiveness of a
product when introduced as a HIV prevention option in thiblc health sector. The level of
support and adherence counselling offered to trial participants may mean that adherence
levels achieved in trial settings cannot be achieiredther settings. Conversely, in a namal
setting, women may be more motivaleto use the products once they know the true
protective value of an actual microbicide instead of a test candidataceboin clinical trials.

In this thesis, | will discuss effectiveness in terms of the effect size observed accounting for
efficacy andadherence in clinical trial settingghe user dependent aspect of microbicides

underlies the importance of product acceptability.

As shown irTable2-1 (entries 5to 11) fom 2004 to 2009 seven clinical trials evaluated the
safety and effectiveness of fiveandidate microbicides in 11 countries amon@ver 24,000
women FHI conducted two trials to evaluagesurfactant microbicide calle8AVVYchemical
name C31G)in Ghana and NigerigPeterson, 2007 Feldblum, 2008 The trials were
prematurely closed in 2005 and 2006 respectivéty Ghana(entry 5 Table2-1), a general
decline in HIV incidenceeaant that the dataand safetymonitoring board (DSMBXxonsidered
the trial no longerviable Subsequently, an interim review of the data in the Nigeria trial
(entry 6 Table2-1) recommended closure as vras considered unlikely that the trial would

observea reduction inHIV acquisition

In 2008 the Population Coundintry 7 Table 2-1) successfully completed a phase ttial
evaluating Carraguardvhich is a seawed derivative used in a range of products including
nutritional drink (SkolerKarpoff, 2008 In laboratory tests Carraguard blockidtl/, thehuman
papillomavirus and herpes simplex infectioftem entering human cellsin the trial, he
Population Councifound that there were no differences between women using Carraguard

and women using the placebo in terms of safetyisk ofHIV acquisition.

Two trials evaluated the safety araffectivenessof Cellulose Sulfate (CS), an entry inhibitor

with activity against HIVCTand NG in laboratory studies. The CONRAD CS émablled
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women in Benin, South Africa, Uganda, and Ifdr@ry 9 Table2-1). The FHI CS triehrolled
womenin Nigeria(entry 8 Table2-1). The CONRAD trial was stopped prematurely in 2007 due
to concernthat there were more HIV infections in the CS group compared to the placebo
group ininterim analysigVan Damme, 2008 The FHI trial cked as a precautionary measure
even though there wer@o concerns of increased risk of HIV acquisitiothat trial (Halpern,
2008. The firal analysis of CONRAfata found that Cellulose Sulfate may have increased the

risk of HIV acquisition.

The HIV Prevention Trials Network (HPTN) evaluated daradidate microbicidesn their
HPTNO35 triallentry 10 Table 2-1), BufferGel and 0.5% PRO2008bdoolKarim, 201}
BufferGel is a buffering agent designedsiastainnormal vagimal acidfy in the presence of
ejaculate which is highly alkalinm vitro evidence suggested that by maintaining the normal
vaginal pH, acidic vaginal secretions could inactivate pathogenic microorgaRBR@2000 is

an entry inhibitordesigned to attactio receptors on HiMpreventingthe virus from fusing and
attaching tosusceptible cells. The trial measured the effectiveness of both candidates in the
prevention of HIV, bacterial vagino$iV) CT, genital ulcer diseas®&lG herpes simplex viru2
(HS\2), syphilis, trichomonas vaginalis (T®hd pregnancyAlthough the finafesults reported

no significant effect of either candidate, it showed a 30% -sigmificant reduction in HIV
acquisition among women allocated to 0.5% PRO2000 compared to platéi®.raised
expectatiors for 0.5% PRO2000 which was being evaluated in the much larger Microbicides
Development Programme 301 (MI3B1) clinical triathat wasdue to repat by the end of the

same yea(Nunn, 2009.

MDP 301 was the largest HIV prevention trial ever conduiteifricaenrolling9,385 women
in South Africa, Tanzania, Uganda, and Zar(dni@ry 11 Table2-1). The trial evaluatedhe
effects of PRO2000 microbicid®t 0.5% and 2%toncentrations MDP discontinued2%
PRQO000in February 2008 on the recommendation of tb&MBon the basis that ther was
no more than a small chance of showing protection against &t§uisition MDP 301
continued evaluatig 0.5% PRO2000 anéported ts findings at the end of 2009 he trial
found that while 0.5% PRO2008nd 2% PRO2000 wereell tolerated and liked byvomen,
they did not reduce the risk of infection with HIV, HS€Zpr NG(McCormack, 2010

The exclusion of CS, Carraguard and PRO2000 as potentiitiate microbicidesnay well
have signalled the end othe evaluation of ntry inhibitor e [(Ramjee, 201D This is
disappointing as an effective entry inhibitoould offerthe advantags of protecting against
other STls as well as HIV, offentraceptive or horcontraceptive optionsand could be easily

distributed in nonclinical settings due to not being systemically absorb€®mar, 201)1
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Unfortunately t appears that surfactants, buffer products and entry inhibitors are unable to
offer the level of protection necessary to be viable HIV prevention options for women
Nonetheless, as | show in secti@r2.3 these clinical trials contributed impamt evidence to

our understanding of microbicide acceptability.

2.1.2 Second generation mrobicides

Even before the results of all tHist generation microbicidérials were available, the need to
investigate alternative modes of action was recognisAd. described irchapter 1 section
1.5.2 ARVs have been shown to hawstbtherapeutic andoreventive benefitsWhen used in
Africa, ARVs are estimated to at least half the risk of MTChigwealere, 2008
KeshoBoraStudyGroup., 201MWhen used after occupational exposure as PEP, ARVs are
estimated to reduce the risk of infection by approximately 8@@ardo, 1997 Tsai, 1998
Schechter, 2002 Consequently a number of ARKave keen evaluated in preclinical studies

as potential gecond generatioficandidate microbicides. Tenofovir, which is aucleotide
reverse transcriptase inhibito(NRTI), was identified as a potential microbicide due to its

ability to suppressviral replication, favourable safety profile and lortgologicalhalf-life.

In May 2007, the CAPRISA 004 trial staresdluatng the effectiveness 0fl% tenofovir
microbicidegel. N-9, SAVVY, CS, Carraguard, BufferGel and PRO2000 were all evaluated as
vaginal gels applied from a pfiled applicator up to one hour before sex. Evidence from all of
these studies demonstrated that this was an acceptahlede of application A that time,

while there was preclinical evidence to suggest that dosing with tenofi@linefore and after

sex could achieve sufficient drug levels to prevent viral replicatf@re was insufficient data

to support single dose coitallyependent use of tenofovigel Consequently th€ APRISA 004

trial evaluated dual dose coitally dependent use of tenofovir gel, whevatomen were asked

to insert a first gel applicataup to 12 hoursbefore sex and a second gel applicator up to 12
hoursafter sex, with no more thatwo applications in 4 hour period This dosing strategy is

known as BAT24n acronym for beforafter-two-24.

The CAPRISA 0G4al enrolled899 women in two sites in KwaZuNatal, South Africgentry
12 Table2-1). In 2010, CAPRISAported a major breakthrough in microbicide researbi
providing proof for the concept of vaginal microbicsleCAPRISA 004 demonstrated th&t
tenofovir gel reduced the risk of HIV infection for women by 3995% CI: 6, 60)Abdoo}
Karim, 2010h As expected with usedependert products such as microbicidesubanalyses
of the data demonstrated higher levels of effectiveness among women who adimeoze
strictly to microbicideuse. Effectiveness peaked at 5495% CI: 4, 8@) women whoreported

using the microbicidein 80% o© more sex actsA collaboration of South African research
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institutions called FACTS (Follow African Consortium for Tenofovir Studies) are repeating
the CAPRISA OGtudy desigrto confirm the effectiveness of the BAT24 dosing strategy in
2,200 women ir® sites in South AfrickACTS, 2012 The FACTS 001 trial is expected to report
results in 202 and, if theresults of CAPRISA 0@te confirmed would support an application

to licence tenofovir microbicidgelas a coitally depedent HIV prevention option.

In addition to evaluatinglaily oral PrERdescribed in chapter 1 sectidn5.2), the VOICEHrial

also evaluatedlaily dosing withtenofovir gel In contrast to the CAPRISA 004 triak YOICE

trial stoppedevaluating tenofovigelin November 2011 as the DSMB observed no reduction in
HIV incidence among women assigned to tenofovir gel compared to women assigned to
placebo ge(MTN, 2011b. It is rot yet clear why tenofovir gelould offer protection against

HIV when used before and after sex, but not daily. It is possible that the BAT24 dosing regimen
is more efficient at ensuring sufficient concentrations of drug are in the right place at the right
time to prevent viral replication.However, enofovir has a halfife of 6 days and therefore
drug levels should be stable if used on a daily bagie VOICHial are due to complete
evaluation of daily oral Truvada in early 2013 amdly after thatwill releasemore details of

the findingsrelating to the daily use oftenofovir gel Both bological and drug adherence

factors are likely to account for the kaof effectof tenofovir gelobserved in the trial.

If in the next few year&ACTS 001 confirms the effectiveness of tenofovir gel using the BAT24
dosingstrategy, additional research will still be necessary to ensure the safety of tenofovir and
ensure distribution mechanisms support optimal adherence strategies to provide the best
protection possible in communities most in need of additional prevention optidfas.
example additional evidence will be required on safety in adolesc@MEN-021, 2012FACTS,
2012, pregnant and lactating wome(MTN-008, 201}, postmenopausal women, and in the
rectum (MTN0OO7, 201). Follow on studies from CAPRISA 004 and VOICE will continue to
monitor drug resistance in women who seroconverted when using tenofovi(MiEN-018,

2011, CAPRISA009, 201h an open label study, CAPRISAe&uating the effectiveness and
safety of tenofovir gel when provided to CAPRISA 004 trial participants through family planning
servicedCAPRISA008, 201f may also be necessary to evaluate the effectiveness of coitally
dependent single dosing of tenofovir gel, which could be an easier and cheaper dosing option
than BAT24MDP, 201). At the same time, we need to further explore the userceptability
factors that influence adherence in order better explain the disparity between CAPRISA 004

and VOICE in terms of the effectiveness of tenofovir gel.

Other ARVs are being or will bevaduated in microbicide gels including TMC120 known as
Dapivirine (MTN, 2012, Maraviroc (MTN-013/IPM026, 201}, and MV150 (PopCouncil,
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2011). All three of these products are likdly be evaluated in vaginal rings that canle# in
place for a month with a slow release drug mechanisropefully within the next decade
womenwill have a choice dfoth coitallyand noncoitallydependentmicrobicides To support
microbicide adherencén the future, it is important that we understand as much as possible

about factors that influence the acceptability of microbicides.

2.2 Microbicide aceptabilityresearch

Microbicides are user dependent and can only offer protection if used consistentlgitatsc
Microbicides delivered through slow release vaginal rings will be less caiggdgndent,
althoughthey will still be user dependent in terms of women needing to insert the ring, keep it
in place and replace it as requiredn this way, ncrobicides are similar to condoms in that
they are dependent on correct and consistent use. In South Afitay, where condoms are
widely availablethe low level of acceptability of male condoms remains the biggest batder
consistentcondom use The acceptability of a microbicide wiifluence user uptake and
adherence to the product. On this basis, acceptability is a centrat tfrmicrobicide research

(Morrow, 2008.

Microbicide acceptability has been evaluated in three ways to date; 1) the first has been to
evaluatethe acceptability of microbicides hypothetically, 2) the second has been to evaluate
the acceptability of surrogate products thate usedlike microbicides, and 3) the third has
been to evaluate the acceptability eindidatemicrobicides in clinical trals. So far,most of

the researchhastaken a linear perspectiveof microbicide acceptability. By this | mean that
there has been a clear line from product (hypothaticurrogate orcandidate microbicideto

the measure ofacceptability. In the mainmiaobicide acceptability has been measured by
directly askingvomen or men if they are willing to use a microbicide, if the attributes of a
specific microbicide aracceptable orif the experience of us a microbicid€or surrogate)s

acceptable.
Microbicide W AJoo]VPVEI%uE S Z E § E]*3JuseW 3u o

This approach has provided valuable insights biath the acceptability of using a vaginal gel
for HIV prevention and the acceptability of specific product characteristics. In this,thesie

an alternative approach tomeasure acceptability by assessing theompatibility of
microbicides with socikgultural norms of sexuality and sexual health. | explain this approach in
more detail below irsection2.3. In order to illustrate what we know to date about microbicide
acceptability and highlight gaps the evidencel firstlypresent a comprehensive overview of

the existingmicrobicideacceptabilityliterature.
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| systemically reviewed the literature on vaginal microbicide acceptability and identified all
articles that present primary findings and are pab&d in peereviewed journals. | include all
literature without anygeographical restrictionand include studies/ith women and menThe

criteria used for the systematic literature review are explaine@ppendixG. The literature

review was conductedn November 2011in two stages: 1) Stage 1 (sl) search relates to
articles identified during te systematic review of literature in PubMed, Web of Knowledge

and POPLINE search engines; 2) Stage 2 (s2) search relates to articles that were found on
review of the articledncludedin stage 1.Below | present the findings from th&/sematic

review of he microbicide acceptability literature from hypothetical, surrogate and candidate

microbicide studies.

2.2.1 Hypotheticd studies

The stage 1 systematic literature review identified 23 articles on the hypothetical acceptability

of microbicides for the preventioof HIV and ST(Bsted inTable 22 as sl studigs The stage

2 reviewidentified an additional 4 article@isted inTable 22 as s2 studies)Studies evaluating

the hypothetical acceptability of microbicides have tended to focus on indicators ofgm#iss

to use a microbicide. In hypothetical studies the willingness to use a microbicide has been
(Eu ]Jv 8A} J(( E v38 A C*W (J]E-30CU % Ee+}v[e AJoo]vPv -
microbicide if it was proven to reduce the risk of HIV infection;}v oCU % E-e+}v[e AJoo]
to use an effective microbicide if they perceived themselves at risk of HIV infection
(Woodsong, 2008

Hypothetical aceptability hagnainly been assessedmong women and men in the US#ut

also inGhana, Mlawi, RwandaSouth Africa, Zimbabwe, Brazil, Mexico, China and 3ndia
Studies have included female sex workéfan, 2009 Wang, 2008 intravenous drug users
(McMahon, 201}, adolescent girls and their mother§&hort, 2003 Short, 2004, Muslim
women (Hoel, 201), and health care workergHoffman, 2008 Short, 2003 Overall,
hypothetical willingness to use vaginal microbicides was influenced by 1) individual
characteristics such as age, race and ethnicity, 2) relational issues such as marital status,
relationship type, and cohabitation, 3) behavioural factors such as higher risk sexual behaviour
current use of condoms and other contraceptives, and 4) product related factors such as

potential ease of use and insertion, cost, side effects, and impact on fertility and conception.

2 Tolley et al assessed hypothetical acceptability among 30 women, although 8 of them had used a
microbicide cadidate in a prior 2veek safety study.
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Table2-2: Hypothetical sudies

Search
Ref Countries Women Men Method stage
Auslander, 2007 USA 126 0 Quant sl
Bisika, 2009 Malawi 32 55 Qual sl
Coggins2000b Mexico, USA, Zimbabwe 0 90 Qual sl
Cook, 2009 USA 408 0 Quant sl
Darroch, 1999 USA 1000 0 Quant sl
Han, 2009 China 54 0 Quant sl
Hardy, 1998 Brazil 635 0 Quant s2
Hoel, 2011 South Africa 29 0 Qual sl
Hoffman, 2008 South Africa, USA 254 Qual sl
Holt, 2006 USA 388 Mixed sl
MacPhail, 2009 South Africa 100 0 Qual sl
McMahon, 2011 USA 71 0 Quant s2
Morrow, 2007 USA 531 0 Quant sl
Morrow, 2007b USA 531 0 Quant sl
Olsen, 2007 USA 401 0 Quant sl
Orner, 2006 South Africa 213 Qual sl
Ramjee, 2001 SouthAfrica 0 243 Quant sl
Reiff, 2008 USA 23 0 Qual sl
Short, 2004 USA 42 0 Qual s2
Short, 2003 USA 72 0 Qual s2
Tanner, 2008b USA 405 0 Quant sl
Tanner , 2008a Ghana 19 0 Qual sl
Tolley, 2006 India 30 15 Qual sl
van de Wijgert, 1999 | Zimbabwe 0 43 Qual sl
Veldhuijzen, 2006 Rwanda +80 Qual sl
Verguet, 2010 USA 71 0 Mixed sl
Wang, 2008 China 400 200 Mixed sl

In addition there were a range of social and cultural issues that specifically influenced
hypothetical willingness to use microbicides in Africa.-Betteived risk of HIV was a major
u vie AlJoo]vPv <« 3} ipSouli AfEda(Ramjee,

2001, Orrer, 2006. Hypothetically, vaginal microbicides were perceived as highly acceptable,

factorincreasingA}u v[e v

except among men in Malawi who thought that women would find it easier to be urfidihith
with a microbicide that protected them from HIV and STI infecfRisika, 2009 Acceptability

was generally premised on the need for women to discuss microbicides with men prior to use
(Veldhuijzen, 2006Ramjee, 2001lvan de Wijgert, 1999Coggins, 200QtBisika, 2009Tanner,
20089, exceptin*"}usz (€] AZ & A}u v[e pe A]JS3Z}us 3Z u o %o

considered acceptable in some circumstan¢@sner, 2006 MacPhail, 2009 For men in

ESs

Rwanda thepotential lubricationoffered bymicrobicides increased their willingness to use the
products (Veldhuijzen, 2006 whereas men in Malawi, South Africa and Zimbabwe were
concerned that the added lubrication could negatively impact on their sexual enjoyfwamt

de Wijgert, 19990rner, 2006Bisika, 2009Ramjee, 20011
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Finally, onearticle compared studies among health care providerSonth Africa andhe USA

and found supporfor microbicides but concern about promoting a partially effective product
(Hoffman, 2008 Evidence from hypothetal studies illustrates high levelswillingness to use
microbicides whilsthighlighting that there will be different individual and sociltural
preferences that influence acceptability In Africa, dferent sociecultural expectations

E P E JvP A}u v[e v §} ] pes u] E} hrdthe pdtsidiakinfEackef ESv E

lubrication on sexual pleasureiere particularly pronounced.

2.2.2 Surrogate studies

The stage 1 systematic literature review ndified 14 articles on the acceptability of
microbicides based on the evaluation of surrogate prod(iis¢ed inTable 23 as s1 studies)

The stage 2 review idéified an additional 9 articleslthough 4 ofthese related to a single

study (listed inTabke 2-3 as s2 studies)Multiple articles from other single studies were
included and are identified as such in the tabl&tudies evaluating the acceptability of
surrogate products have been able to expand upon the hypotaktidgllingness to use a

product if one was available. These studies have been able to assess the extent to which
% ](] %E} p s E o 8 Z @ § E]*8] » Jv(op v A}u v[e AJoo]

how the use of the product impacts on other factors, such as sexual activity.

Most of the studies involved women using surrogate products during sex, except one which
involved women applying the products without having $8ghwartz, 2007and two in which
surrogate products were comparezk vivo(Mahan, 2011Mason, 2003 A range of surrogate
products have been used including vaginal moisturisers, treatments for bacterial vaginosis,
lubricants, contraceptives, and placebos, in a variety of formulations including gels, films,

tablets, @psules, foams, suppositories and vaginal sponges.

The majority of the studies evaluating acceptability of surrogate products have been
conducted in the USA. Studies in the USA have offered insights into acceptability among
specific groups of women such as injecting drug ugdtason, 2003 Hammett, 2000b
Mosack, 2005Hammett, 20003 commercial sex workeréviosack, 200band adolescents
(Short, 2009Zubowicz, 20065hort, 2007bShort, 2008Short, 2007aSunder, 2005 The rest

of the surrogate studies have been conducted in Africa, with one in Malawi, Zambia, South
Africa, Uganda, a multentre study in Burkina Faso, Tanzania and Zambiaarodg couples

inthe MDP multicentre pilot study in South Africa, Tanzania, Ugasud Zambia
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Table2-3: Surrogatestudies

Search
Ref Surrogate Countries Women Men Method | Stage
Coetzee, 2001 Methyl celluloseplacebo South Africa 28 0 Quant sl
Female condom, foaming tablets, s2
contraceptive sponge, Delfen foam
Green, 2001*1 film and gel Uganda 131 21 Qual
Replens gel, Lubrin suppository, USA, Puerto sl
Hammett, 2000a Moist Again gel Rico 83 0 Qual
Replens gel, Lubrin suppository, USA, Puerto sl
Hammett, 2000b Moist Again gel Rico 743 0 Quant
Astroglide Silken Secret (high sl
viscosity gel), KY Jelly (laiscosity
Jones, 2008 gel), Lubrin (suppository) Zambia 301 0 Quant
Koo, 2005 Replens gel.ubrin suppository USA 100 85 Mixed s2
KY Jelly, PsBeed, Astroglide, sl
Mahan, 2011 Replens, RepHresh, Options Gyno| USA 10 10 Quant
Female condom, vaginal s2
spermicides, lubricants, including
suppositiories, film, foam, creams | USA, Puerto
Mason, 2003 and gels Rico 66 0 Qual-
South Africa, sl
Tanzania,
Uganda,
Montgomery, 2008 | HEC placebo Zambia 45 45 Qual
Mosack, 2005*2 Replens gel USA 96 0 Quant sl
Bukino Faso, sl
Tanzania,
Nel, 2011 Placebo tablet, film, sofgel capsule| Zambia 526 0 Quant
Female condom, foaming tablets, s2
contraceptive sponge, Delfen foam
Pool, 2000*1 film and gel Uganda 138 42 Qual
Metronidozole vaginal gel (BV sl
Salter, 2008 treatment) Malawi 1686 21 Mixed
HEC and polystyrene sulfonate sl
Schwartz, 2007 placebos USA 30 0 Quant
Short, 2009 Replens gel, Lubrin suppository USA 166 0 Quant sl
Short, 2007b*4 Replens gel, Lubrin suppository USA 208 0 Quant s2
Short, 2008*4 Replens gel, Lubrin suppository USA 208 0 Quant s2
Short, 2007a*4 Replens gel.ubrin suppository USA 70 0 Quant s2
Sunder, 2006*4 Replens gel, Lubrin suppository USA 208 0 Mixed s2
Tanner, 2010*3 Silken Secret vaginal moisturiser | USA 40 0 Qual sl
Tanner, 2009*3 Silken Secret vaginal moisturiser | USA 40 0 Qual sl
Weeks, 2004*2 Vaginal moisturiser USA 94 0 Quant sl
Zubowicz, 2006 Replens gel, Lubrin suppository USA 175 0 Qual s2

*1-4 identify multiple articles that refer to a single study

Studies of surrogate products mainlyreinforced findings from the hypothetical studies

regarding the importance of individual, relational, behavioural and product characteristics on

willingness to use microbicides /v 1313vU A}u v[e Aloo]vPvides whs pe

found to be influenced by a history of male violeng®eeks, 2004Hammett, 2000 and
%S1}v }( SZ JE % ESv E|[- (Salteh 20GBJones, 2A08 %0 E } |

Green, 2001Tanner, 201D In some of the African studies, although the products were used

Alu v[e % &E
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by women,the influence ofu 0 % @E3v &« }v A}u v[e AJoo]vPv e¢ 5} pue

considerablgMontgomery, 2008

A number of studies specifically compared different vaginal products and found that
preferences differed considerablacross populationgHammett, 2000a Mahan, 2011 Nel,
2011, Jones, 2008Salter, 2008 For example, women in Burkina Faso and Tanzania preferred
gel capsules to vaginal tablets or film, whereas women in Zambia prefaffied formulation

of the same product(Nel, 201). The authors concluded that different preferences were
probably influenced by culturd&ctorsas there were no discernible differences in individual or

relational characteristics.

In surrogate studies, the willingness to use the produashighly infuenced by the impact of

the products on sex. The studies highlighted the importance of a microbicide not interfering
with preferred sexual activity in terms of the timing of insertion, visibility of the product and
impact on sexual pleasure. In the USAditidnal lubrication during sex was generally viewed

as enhancing sexual pleasure. Only in one study in which women did not use the products
during sex did they express concern that the additional lubrication may be perceived by male
partners as a sign a@nfection, improper hygiene, or evidence iofidelity (Mason, 2003 The
impact on sexual pleasure was more complex in Africa, with women in South Africa reporting
no impact of avaginalgel on sexual pleasui€oetzee, 2001 men in Malawi finding a vaginal

gel enhanced sexual pleasure by tightening the vagBwlter, 2008 women and men in
Uganda reporting enhanced sexual pleasure due to added lubrication from a range of products

(Pool, 2000but women in Zambia preferring drier products with less lubricafitomes, 208).

The studies with surrogate productsspecially in Africa, highligktat while willingness to use
microbicides was dependent on product characteristics, overall acceptability was highly
influenced by the views of male partners and the impact of product use on sexual achivity.
line with the findings from hypotheticaltwdies, this evidence highlights the importance of
sociocultural factors relating to sexual preferencasd gender dynamic$or microbicide

acceptability.

2.2.3 Candidate nicrobicides

The stage 1 systematic literature review identified 43 articles on the &ab#ipy of candidate
microbicidesasevaluated in clinical trials (listed Trable2-5 assl studies).The stage 2 review
identified an additional 15articles (listed inTable2-5 as s2 studies). A Population Council
report is included in the stage 2 search despite not being pedewed as it offes a unique
contribution to understanding formulation preferences of a candidate microbicide in different

countries(Coggins, 1998 Althoughthe criteria included all candidate microbicild excluded
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5 articles fom studies which only evaluated microbicide gels in a diaphragm as the
acceptability related to the diaphragnmot to the microbicide gel itself (Guest, 2007
Montgomery, 2010¢ von Mollendorf, 2010 Anderson, 2009 Williams, 200). However |
included 3 other articles (2 stage 1 and 1 stage 2) from 2 diaphragm trials widch
microbicide géonly arms and therefore reported on gel acceptability as well as diaphragm
acceptability(Behets, 2008avan der Straten, 20Q3 urner, 2009

Thirteen articles (6 stagk and 7 stag® articles) are not included ifable2-4 or Table2-5 as

they involved an assessment of the products in the absence ofBadlagh, 2002Coggins,
20003 Holmes, 2008Jespers, 20Qdoshi, 2003Mauck, 2001bMauck, 2001aMauck, 2004b
Mauck, 2004¢ Mauck, 2004a Schwartz, 2005Tabet, 2003 Van Damme, 20Q0 In these
studies, the majority of abstinent women found the products acceptable and commented on
the physical sensation caused by the products (mainly heat or irritation) and impact of
different volumes of gel being inserted (leakage and mess)ndsie majority of abstinent men
were also content with the productshen applied to their penisommenting on the physical

sensations (mainly tingling or stinging) and gel consistency (sticky and slow drying).

As shown inTable2-4 the systematic literature review identified a total of 45 manuscripts (37
stage 1 and 8 stage 2) relating to 36 studies of candidate microbicides assessed during sexual
adivity. There are 4 articles from pilot studies, 25 from phase | trials, 9 from phase Il trials, 2

from phase lIb trials and 5 from phase Il trials.

Table2-4: Number of studies and related manuscripts incled in the systematic literature

review of candidatemicrobicide acceptability

Candidate microbicidg Studies | Articles Pilot Phase| Phase| Phase| Phase
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| present summary data from each of the 45 articles on microbicide acceptabilighie2-5.
Iv§8Z § oU38Z &S]J]oe+s E }EP v]e C *Su C %Z » U u] &} ]
name in alphabetical order. In the table | identify multiple articles that refer to a singéty st

In addition, | list the countries in which the testing has taken place and the size of the cohorts
included in the analyses, although the number of women and men in the presented analyses
may differ from the total number of people in the actual trild.the table | also indicate the
maximum period of time women were assigned to use the trial products and the dosing
schedule of the studyMany of the trials included matched placebo controls, but, as is
convention in microbicide acceptability researdhgnly distinguish between the microbicide
and placebo products if distinctions are noteworthy. Otherwise trial participagtperiences

of both the candidate microbicide and placebo are considered of relevintiee evaluation

of microbicide acceptabili. In the table | alsaote in the methods column whether the
acceptability data was collected using quantitative technigues which include case report forms
(CRFs), coital diaries (CD), compuassisted selinterview (CASI) or audio CASI (ACASI), or
using qualitative techniques which include-diepth interviews (IDIs), focus group discussions

(FGDs) or participant observation (PO) methods.

The subsequent columns Trable2-5 indicate whether the study assessed acceptability on the
basis of satisfaction with product characteristics (product features), satisfaction with the mode
of application (apply), or a willingness to use the product if shown tefteetive or willingness
to recommend the product to others (willingness to use). The review identified three
dominant themes of acceptability which | have listed in the taisel) the impact of using the
product on sexual activity (impact on sex), 2)ngsthe product with or without prior
] pee]}v Al8Z % ESV E ~ ] pee pe o v e 3Z A}lu v[e % E
acceptance of the product (partner response). AdditioisaLies relating to acceptability are
vi§ Jv §Z Z}5Z (E[ hbgolumK ndt&s if(the manuscripts were identified during
the primary literature search (stage 1 search) or on secondary review of the literature (stage 2

search).
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Table2-5; Systematic literature review extractionable

Ref Phase | Product Countries Cohort: Duration Dosing Methods Product | Apply | Willing- Impact | Discuss| Partner | Other Search
female on schedule features ness to on sex Use response stage
(male) product use
Behets Pilot | Acidform: gel, | Madagascar 192 4 weeks pre-sex CRF (0] (0] (0] (0] sl
2008*1 diaphragm
Turner 2009*1 | Pilot Acidform: gel, | Madagascar 192 4 weeks pre-sex CRF O O s2
diaphragm
Coggins 1998 | Pilot N-9: gel, film, Cote d'lvoire, 145 12 weeks | pre-sex CRF/FGD (0] (0] s2
suppository Thailand, USA,
Zimbabwe
Hira 1995 Pilot N-9: foam, Zambia 85 (128) | 28 days pre-sex CRF (0] (0] (0] s2
suppository,
tablets
Bentley 2000 | 1 BufferGel USA 27 (2) 14/28 days| 1-2 daily CRF/ CD/ o o o (e} (e} sl
IDI/FGD
Bentley 2004 | 1 BufferGel India, Malawi, 98 (FGDs)| 14 days 2 daily CRF/FGD O (@) O O O sl
Thailand,
Zimbabwe
Kilmarx 1 Carraguard Thailand 55 6 months | pre-sex CRF/CD (0] (0] (0] (0] sl
2008*2 couples
Martin 2010*2 | 1 Carraguard Thailand 55 6 months | pre-sex FGD O O O O O O Impact on sl
couples risk
behaviour
Ramjee 2007 | 1 Carraguard South Africa 40 (20) 14 days pre-sex or | CRF/IDI O O O O O sl
daily
Whitehead 1 Carraguard Thailand 55 6 months | pre-sex CRF (0] (0] (0] Views of sl
2006*2 couples couples
compared
Whitehead 1 Carraguard Thailand 60 14 days daily CRF O O sl
2011
Doh 2007 1 CS Cameroon 54 14 days 4 daily CRF O O s2
ElSadr 2006 1 CS USA 59 (11) 14 days 1-2 daily CRF o o (e} (e} sl
Malonza 2005 | 1 CS India, Nigeria, 180 7 days 2 daily CRF O O O sl
Uganda
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Ref Phase | Products Countries Cohort: Duration Dosing Methods Product | Apply | Willing- Impact | Discuss| Partner | Other Search
female on schedule features ness to on sex use response stage
(male) product use
Schwartz 2006| 1 CS Domintcan 60 14 days 2 daily CRF (0] (0] (0] s2
Republic, USA

Lowbeer 2002 | 1 Dextrin UK 73 (10) 28 days pre-sex or | CRF O O O sl
Sulphate daily

Trottier 2007 1 Invisible Canada 41 (23) 14 days once or CRF O (0] O sl
condom twice daily

Ramjee 1999 | 1 N-9 gel South Africa 20 2 months | daily CRF O sl

Rustomjee 1 N-9 film South Africa 20 2 months | daily CRF (0] (0] (0] Vaginal sl

1999 practices

Joglekar 2006 | 1 Praneem India 20 (5) 14 days daily CRF/IDI/ O (@) O O O sl
polyherbal FGD

Joglekar 2007 | 1 PRO2000 India 42 14 days 2 daily CRF/FGD o o (¢} sl

Mayer 2003*3 | 1 PRO2000 South Africa, 63 14 days 2 daily CRF (0] (0] s2

USA

Morrow 2003 | 1 PRO2000 South Africa, 63 14 days 2 daily CRF/CD/ (@) (@) O O Vaginal sl

*3 USA IDI/FGD hygiene

Carballe 1 Tenofovir USA 0 (24) 14 days 2 daily CRF/IDI (0] (0] (0] sl

Diéguez2007

Hoffman 1 Tenofovir USA 79 14 days pre-sex or | CRF/FGD (0] (0] (0] sl

2010*4 1-2 daily

Rosen 2008*4 | 1 Tenofovir USA 84 14 days pre-sex or | CRF/FGD (0] (0] (0] (0] (0] sl

1-2 daily

Carballe 1 VivaGel® Puerto Rico, USA 61 14 days 2 daily IDI/ phone O O O O O O Impact sl

Diéguez (SPL7013) CD/ internet intimacy

2011*5 CASI

Giguere 1 VivaGel® Puerto Rico, USA 59 14 days 2 daily CRF/IDI (0] (0] (0] (0] Vaginal sl

20125 (SPL7013) practices

McGowan 1 VivaGel® Puerto Rico, USA 61 14 days 2 daily Internet (@) (@) sl

2011*5 (SPL7013) CASI

Altini 2010 2 Carraguard South Africa 400 6-12 pre-sex CRF O (0] O O O O sl

months
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Ref Phase | Products Countries Cohort: Duration Dosing Methods Product | Apply | Willing- Impact | Discuss| Partner | Other Search
female on schedule features ness to on sex Use response stage
(male) product use
Jones 2009*6 | 2 Carraguard Thailand 165 12 months | pre-sex CRF (0] (0] (0] (0] (0] Accepted sl
long term
Kilmarx 2 Carraguard Thailand 165 12 months | pre-sex CRF/CD (0] (0] (0] sl
2006*6
van der 2 CS: gel, Zimbabwe 117 6 months | pre-sex CRF/ ACASI O O O O O sl
Straten, 2008 diaphragm
Bakdbaki 2005 | 2 Dextrin Uganda 109 28 days pre-sex or | CRF O O O O sl
Sulphate 2 daily
Mbopi-Keou 2 Invisible Cameroon 260 14 days 1-2-3 daily | CRF (0] (0] sl
2009 Condom
Mbopi-Keou 2 Invisible Cameroon 194 8 weeks 2 daily CRF (0] (0] (0] sl
2010 Condom
Joglekar 2010 | 2 Praneem India 100 6 months | pre-sex CRF (0] (0] (0] sl
polyherbal
Kamali 2010 2 PRO2000 Uganda 180 28 days 2 daily CRF (0] (0] (0] sl
Woodsong 2B BufferGel, Malawi, 301 (109) | 30 months | pre-sex IDI/FGD (0] (0] (0] (0] Gender sl
2008 PRQ000 Zimbabwe
Abdod-Karim | 2B Tenofovir South Africa 889 30 months | BAT24 CRF (0] (0] s2
2010
Greene 2010 | 3 CS Benin, India, 53 12 months | pre-sex IDI (0] (0] (0] (0] (0] Vaginal sl
Uganda practices
Visness 1998 N-9 film Cameroon 520 12 months | pre-sex CRF (0] (0] (0] s2
Vandebosch 3 N-9 gel Benin, Cote 658 Up to 2 pre-sex CRF (0] (0] (0] sl
2004 [/A}YJE U » years
Africa, Thailand
Montgomery 3 PRO2000 South Africa, 464 12-24 pre-sex IDI (0] (0] (0] (0] Vaginal sl
201Mm*7 Tanzania, months practices
Uganda, Zambia
Stadler 20117 | 3 PRO2000 South Africa 179 (18) 12 months | pre-sex IDI/FGD/ PO O Bodyfluids sl

*1-7 identify multiple articles that refer to a single study
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The assessment of acceptability at every stage of the development phase of microbicides is
critical in order to understand the broader issues that influence the use of microbicides in
clinical trials as well as potential use of effective products in theréuMorrow, 2008. Unlike

in hypothetical and surrogate studies, clinical trials have been able to assess acceptability of
specificcandidate microbicides. As products progresBom phase | trials to phase lllidts,

more women usehe products for longer periods of time. Overdie levels of acceptabilitin

the various phases of testing have beleigh. Below | briefly present some key findings that

contributed to our understanding of microbicide acceptability.
Pilot studies

/ & KZDgnd N9 were bothinitially evaluated in pilot studies as they welieensed
spermicides before being considered as potentehdidatemicrobicides. Women were asked
to use these products for only short periods of time, between 28 days to 12 weeks. Despite
evidence fromsurrogate studies regarding thiepact of maleA]J}o v }v A}u v[e AJoo]vP\
§} ue u] &€} 1] U sz | &KZDj %]0}3 A« 5Z }voC «3pu C }(
evaluate the impact of partner violence on acceptability. This study foangositive
association between adherence and a history of partner violence among women assigned to
use gel in a diaphragm, but no such association amoomen assigned to use gel alone
(Turner, 2009 The N9 pilot studies were uniquén that they conducted heatb-head
evaluation of different product formulations andas in surrogate studies, found that
preferences dfered considerably between populatior{slira, 1995 Coggins, 1998 Women
preferred film in haland and Zinbabwe, gelin Cb6te d'lvoiretablets in Zambia, and all
(JEupo 8]}ve <u 00C Jv 8Z h~r X dZ (}Eupo 3]}ve 8Z § A E v
use were the ones least favoured in both studies, althoiggas of whicHformulationswere
messy differed betweempopulations as it wagredominantlythe foam in the Hira study and

the suppositories in the Coggins study.
Phase I studies

The vast majority of the evidence regarding the acceptabilitgasfdidate microbicidesas
come from early phase | safety studies. One phase | trialiateal the use of Carraguard over
a six month period, but the remainder evaluatedcrobicideuse over an average of just 16
days, ranging from 7 to 28 dayBaple2-5). Phase | trials have included small cohorts, typically
with less than 100 women. Some phase | trials includedpdsitive as well as Hivegative
women (EFSadr, 2006Ramjee, 200,/Rosen, 2008Whitehead, 2011Mayer, 2003 and men
(CarballeDiéguez, 2007Ramjee, 200) Twelve phase | trials, and one phase Il trial, included

sexually abstinent as well as sexually active wor(igentley, 2000 Bentley, 2004 E}Sadr,
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2006 Hoffman, 2010Malonza, 2005Mbopi-Keou, 2009Morrow, 2003 Ramjee, 200,/Rosen,

2008 Schwartz, 2006Trottier, 2007 Whitehead, 2011Mayer, 2003. Most studies evaluated

the acceptability of using thenicrobicidesevery day, although 4 studies evaluated pericoital
(before or/and after sex) use. Phase | acceptability studies were conducted in over a dozen

countries in Africa, the Americas, Asia and Europe.

The primary focus of phase | tisahas been the acceptalyiboth of aspecificcandidate
microbicide and mode of application. Measuring acceptability of specific product
characteristics in phase | trials has been important in ensuring that only the most acceptable
products and formulations progressed into phdkand Il trials. Overalproduct acceptability
has been highalthough concerns regarding gel leakd@arballeDiéguez, 2011EFSadr, 2006
Giguere, 2012Morrow, 2003 Rosen, 2008Schwartz, 2006 bad odour(Cartallo-Diéguez,
2011, Joglekar, 200/Ramjee, 200,/Rustomjee, 1999 ow-Beer, 20020r not liking the colour

of specific product§Ramjee, 200)have been identified. As in the pilot studies, tmessiness

of some productgausedconcern. In one study, products were reported to be more messy the
more frequently they were used in a dégentley, 200D However, products being messy to
use wasalsoreported in studies that required preoital (Kilmarx, 2008Martin, 2010 as well

as daily insertioriBentley, 2004CarballeDiéguez, 201,IMcGowan, 2011

The evaluation of the acceptability nfodes ofapplicationis also criticalas ease, comfort and
convenience of insertion va& important implications for product usage. Product applicators
have been found acceptable except in a few cases ssolvhan women have foundthe
applicators difficult to assembl@CarballeDiéguez, 201} the plastic too hardMartin, 2010

or concern about the cleanliness ofuseable applicator@Morrow, 2003. The acceptability of
various microbicide gel applicators and other gel delivery devices such as diaphragms and
vagiral rings havalsobeen assessedidependently of trials evaluating candidate microbicides
(Hardy, 1998Brache, 20068Coetzee, 2001Cohen, 2004Cohen, 200,/Vail, 2004Hardy, 2007
LePage, 188, Malcolm, 2010 Behets, 2008aBallagh, 2008 Montgomery, 2010¢ Sahin
Hodoglugil, 201,INel, 2011 Smith, 2008Frezieres, 2012

Over time phase | tralshaveincorporated broader questions of acceptabiligpecificallywith

respect ofthe impact of the product on sex and the views of male partrigigre recent phase

| trials have included qualitative evaluations of product acceptability at this atalye of
development. These evaluations have provided insights the potential for microbicide
characteristics that improve sex to increase sexual frequesity microbicide characteristics

that increase messiness to diminish intimacy in relationsffagballeDiéguez, 201IMartin,

2010 Whitehead, 200F They have also highlighted that coup[ A] Ae Vv % E]}E]S
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regarding acceptability of microbicides often differ, for example with men plabigber
priority on the taste and smell of products than wom@khitehead, 2005 Overall, the impact
on sexual pleasure has either been neutral or positive, althobgihetwere a few studiem
whichwomen and men reported decreased sexual pleag@a&rballeDiéguez, 2011Joglekar,
2006). Concerns regarding microbicideapacting on oral sex dyn emerged in the United
States(Morrow, 2003 CarballeDiéguez, 2011 A few phase | studies have considered the
implications of vaginal practices on acceptability. These studies found that some women felt
the need to increase external and internal intravaginal cleansing when usingitnebicide
others found microbicideshighly acceptable despite regulantravaginal cleansing orthe
insertion of products during commercial sex, while others reported that mhierobicidemade
them feel like they were menstruatingvhich they associated with feeling uncleéviorrow,

2003 Rustomjee, 1999%Giguere, 201p

Overall, mostphase | trialsfound the candidate microbicidesnd applicators to be highly
acceptablein diverse populations of women and men all 4 conthents. Only one study
recommended that the gel formulation should be improved prior to further tesibgrballe
Diéguez, @11). In most cases the volume of gel used and frequency of use was reduced after
phase | trialsthereby addressing some of the concerns related to product consistency, such as
leakage or messiness. In most cases, the extent to which women percesmeddlves at risk

of HIV acquisition appeared to influence the extent to which tiare willing totolerate
inconvenient or unpleasant effectsf microbicides(Bentley, 2000 Bentley, 2004 Carballe
Diéguez, 2011Doh, 2007 Giguere, 2012Joglekar, 2008Martin, 201Q Morrow, 2003. In line

with findings from surrogate studies, in phase | tridlsvas evident that preferences for
product characteristics were influenced by social and cultural factors. The evidence also

highlights the importance of vaginal practices for microbicide acceptability.

Phase Il studies

In phase Il trialslarger cohorts ofwomen were typically expected to use candidate
microbicides for a longer duration, on average for more than 4 months, rangingfdodays
to 12 months. Over half of the phask trials evaluatedpre-coital use ofcandidate
microbicides Articles on all the phase Il trigtave referred to studies conducted only in Africa

and Asia.

Phase IlIstudies have predominantly focused on the acceptability of prodpeiific
characteristics, the ease of application, and the impact on sexual experiencestiidledsave
been able to assess acceptability over longer periods of use. Most studies foainddmen

continued to find products acceptableover time although one study found a decline in
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positive reporting about ease of insertion, timing of insertion and gel vol@@oees, 2009
Interestingly qualitative methods have not been used in any of the phase Il stddiisshas
been criticised as a ssed opportunity as the expanded sample size and extended duration of
microbicideuse in phase |l trials offers an important opportunity to garner a moreejoth
understandingof acceptability(Morrow, 2008. Nonethelessthe Carraguard trial in South
Africatook a broaderview of \aginal practices than had been considered previoirsjyhase Il
trials. They found significant differenceis intravaginal practices betweeathnic groups,

although they did not explore how this may impact on microbicide acceptaflitiyi, 2010.
Phase llb and Il studies

In phase llb and lll trialspnsiderably larger cohorts @fomen used candidate microbicides
for a minimum of 12 months up to a maximum of 30 monthsthese trals d candidate
microbicides have been gel formulationwstly inserted up to one hour before sex, but one
inserted both before and after sex (BAT24).the articles refeto evidence from either Africa
or Asia Given that there have been 12 phasedtdll trials in 15 countries with almost 28,000
women using candidate microbicides (or placeblable2-1), it is surprising that there are
only 7 articlefrom these trials reporting on acceptabilitizroma typically linear perspective,
acceptability over the longer termwas very high irmost studies, with 9798% of women
reporting likingthe product attributes and 8®8% of women reporting a willingness to wae
effectivemicrobicide in the futurd AbdootKarim, 2010aVisness, 1998/andebosch, 2004

However, fmase llb and Ill trialsffer the most imprtant opportunity to move beyond a purely
linear perspective of acceptabilignd havetypically evaluated a broadeand more complex
range of acceptability parameters. Four of thdticlesfrom phase Ilb/lll trialare based on
more indepth qualitative measures of acceptability. Two of thesarticles relate to data
collected in the MDP 301 clinical trial. The first, which includes data from the Africa Centre
used in this thesisadopts an emic approachto the measurenent of acceptabilityin order to
evaliate the range of meanings that women attribute tmicrobicides(Montgomery, 2010

This analysis provides a richer, ethnographic and ecakiaral perspective} ( A} u wjews
regarding the purpose ofmicrobicides, the use ofmicrobicideswith or without partner
knowledge, and the impact ahicrobicideson sexual pleasuteThe findings highlighthat
microbicides have a muakider significance for users than is generally captured with linea
perspectives of acceptabilitis women positiormicrobicides within the broader context of
their overall sexualitgnd sexual healthThe authos conclude$3Z 3 A v $} ulA Clv

e« JvP u] &} 1] *]1v 38Z v EE}A ¢« ve }( Zv A %E A v3]}v § Z
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they might fit in with and influence existing sodaualtural practices and how this fits with a
E} & %u 0] Z 03Z P v }( A}uMohtgomdini2010b;6585Z

The secondMDP article which only uses data from the Johannesburg MDP 301 centre,
evaluates the extent to which cultural beliefs regarding the role of bodily fluids in maintaining
good health influence the acceptdity of microbicides(Stadler, 201} In this context, the

study found that microbicides are compatible with cultural beliefating tothe flow of bodily

fluids, whereas condoms are nothis paper again highlights that women assign significance to
microbicides beyond merely HIV prevemtjdor example perceiving microbicides as improving

their reproductive health and intimacy in their relationships article by Greene et 42010

still looked at acceptability from a linear perspective although they adopiadlitative

uszZ} e Vv e -Z¥»YP] o u} o[ 8} A op § s & Zhe pvddupt, v
individual, partner, provider and culturen acceptability They found that in Uganda and
Benin, the sociaultural familiarity with traditional products téncrease vaginal lubrication
positively influened attitudes towards microbicabs. The article by Woodsongnd Alleman

(2008 u}*S o0}* 0C E * u o0 * S§Z Z }u% S] ]o]SC[ u} o }( %S 1
thesis.They nterviewed trial participants, male partners, health professionals and community
stakeholderdn Malawi and Zimbabwabout sociecultural norms relating teexual decisioh

making, sexual pleasure and intravaginal practieesl then considered the acceptdlty of
microbicides in light of these findings. Thathors concluded that although accepdity of
microbicides was high (in the typically linear sense), sogltural norms prioritising male
decision making and male sexual pleasure could impede wgmen ]0]SC S} pe u] €&} ] ]

the longer term

Overall the evidence from phase llb and Il trials demonstrates that although product
chamacteristics are highly acceptabte women in a variety of settinggonsistent useof a
microbicidemay depend orsociccultural, contextual and partnerelated factorsthat are not

always measureddequatelyby traditional linear perspectives of acceptability.

2.3 Gompatibility as a measure of acceptability

Asshownabove, there isvast body of evidence about microliei acceptability. However, to
date mostof the evidence is based on hypothetical or surrogate studies where women are not
using microbicids, or phase | trials were women are using microbicides for short periods of
time under restricted circumstance§he majority of the evidence from trials testing candidate
microbicides iqjuantitative and takes a strictly linear approach to microbicide acceptability.
This evidence has provided important insights into the individual, relational, behavioural and
cultural factors that influence microbicide acceptability. Howevenumber of key articles
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from larger phase Ilb andl krials have demonstrated that a linear perspective of acceptability

does not capture thenultiple ways in which women peroge microbicidesnore generally

Consequently | intend to take an alternative approachetmluating the acceptability of
microbicides. | evaluate thecompatibility of microbicides with socigultural norms of
sexuality and sexual health. As such | explore specific-sgc@SpE o viEu-U A %o0}E
experiences of microbicides, and then comparel contrastthe two in order to assess tire
compatibility. In this way | aim to gain insight into additional factors affecting how women

incorporate microbicides into their bader lives.

Evidence from hypothetical, surrogate and candidate microbicide studies have all highlighted
the importance of soci@ultural norms for microbicide acceptabiliffhe importance o$ocic

cultural issues relating to sexual preferences, sexwattices and gender dynamibsis been
particularly pronounced in the literature from Africa. However, there are still significant gaps in
our understanding of how these soednltural norms could influence the acceptability of
microbicides(Mantell, 2005 Coly, 2008 In orderto address these gaps, | inteta assess the
compatibility of microbicidesvith arange of socieultural norms relatedtoA}u v[e « £pn 0]5C
and sexual health in KwaZulNatal. $ecifically! will considerl) intravaginal cleansing, 2)
intravaginal insertion, 3) love medicines and 4)usdxcommunicationWe need to understand

all four of these topics for a range of reasonsiathl briefly describe below, and present in

greater detail in chapters 5 to 8.

Socioecultural norm
Y
Intravaginal cleasing Microbicide
Intravaginal insertion / Compatibility
Love medicines

Sexcommunication

Frstly, to date women in microbicide trials have been instructed to insert riierobicide
before sex (an@lsoafter with tenofovir gel) and refrain from intravaginal cleansing for at least
an hour afte sex as it is thought thanhicrobicidesneed to remainin situ postejaculation to
preventHIVinfection. However, we still know very little about how vaginal cleansing practices,
as well as thesymbolic significance ahtravaginal cleansing after sexual intercourse, could

influence or be influenced bythe useof microbicides (Mantell, 20085.

Secondlywhile there is evidence regarding the impactitrobicideuse on sexual pleasure,

there are substantial gaps in our understanding of how sexual practices and preferences could
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influence orbe influenced by the use ahicrobicides(Braunstein, 2008 For example, while
the use of intravaginal insertions has been wigbkcribedin some parts of AfricaA }vIS
know whetherthe desired effects of usingmtravaginal insertionsvill be in conflictwith the

introduction of microbicidegMantell, 2005.

Thirdly, acceptability and adhence research relating to antetroviral therapy has taken
account of the pluralistic health care system in South Africa whereby people rely on both
biomedical and traditional medicinéDahab, 201p However, the influence of traditional
medicines has been larlye neglected in microbicide acceptability research. Onhe o
hypothetical microbicide acceptability stuadpnsidered traditioal medicines and foundhat
Zimbabwean men believed that side effects from traditional and Western medionkel take

up to 30 yars to appear, and this influenced their concern about the impact of microbicides
on fertility (van de Wijgert, 1999X dZ pe }( 3E ]8]}vo u ] ]Jve « Zo}A U
been reported within the context of vaginal practices in Kwadidtal (Scorgie, 2000
However, the purpose and use of love medicines is described very differently in the
ethnographic literature of KwaZulNatal than that of vagingbractices such as intravaginal
insertion (Parle, 2012Wickstrom, 2008aBerglund, 1975 There is currently no information
regarding the ways in which traditional love medicines confldience or be influenced by the

useof microbicides.

Finally,there is a considerable amount of evidence regagdine influence of male partnef

views onwiu Vv|[e %S ]0]SC }( ule@idgnde suggests thdie ability to use
microbicidesA]SZ}puS u 0 % ESV E[* % E]}E IVIAo P Je }( 0 o« E
than was previously thouglftWoodsong, 2004viontgomery, 2010 However, we still do not

fully understand the process or timing of the negotiatidhat take place between women and

men regarding the use of a microbicide. It will be important to understand how
communi@tion in relationships about microbicidgie Jv(opu v Alu v[e ]o]sC §}

microbicideqColy, 2008

While we know that in the main women support the use of microbicides and find vaginal gels
an appropriate method foHIVprevention,we need to mordully understand how women will
incorporatemicrobicideuse into their everyday lives to achieve adhereirtéhe longer term

and to understand what factors could impede sustained usdger knowledge relating to the
interplay between socigultural norms ofintravaginal cleansing, intravaginal ingen, love
medicines and sexual communication and the use of microbicides is limited. As we move

towards the introduction of microbicides as HIV prevention options, understanding how
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microbicides will be posiined in relation to these social arzllturally specific topics will

become increasingly important.

In this thesis | focus osociccultural norms relating tdantravaginal cleansingntravaginal
insertions,love medicines, andexual communication, and evaluatieeir compatibility with
microbicidesThis approach will help me identify multidimensional contextual issues which are
likely to impact on long term acceptability of microbicides in KwakRlatal. | explain the
sociocultural perspective used for this thesis in more detail in the methods telhgphapter

4). In the next chapterdescribethe MDP 301 clinical trial.
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3 Background to MDP 301

Summary

This thesis ibased on aranalysis ofjualitative andquantitative data collected as part of the
Microbicides Development ProgrammMDP 301 clinical trial at the Africa Cenfier Health

and Population Studies in KwaZdNatal, South African this chapter provide a background

to the MDP 301 clinical triaat the Africa Centre before going on to describe the methods |
used for my PhD in the next chapter. | describe here the MDP 301 study design and the study
population at the Africa Centre. | provide an overview of how the qualitative and quantitative
datathat | use in this thesis were collected in the MDP 301 trial. In addition | outline the ethical
issues and review procedures of the triginally | describe my role in the MBP1 clinical trial

at the Africa Centre.

3.1 Microbicides Development Programme

The Microbicides Development Programme was established in 2000 hykMRC. MDP was
funded by he UK government through its Department for International DevelopmeROP
and MRC.MDP was a netor-profit partnership of 16 research institutionsn Africa and
Europe. It was jointly coordinated by the MRC Clinical Trials Unit and Imperial Gallege
London who were directly responsible toAD and MRC for the conduct of the programme.
The ultimate goal of MDP was to develop safe, effective, acceptabte affordable
microbicides.The MDP 301 trial was conducted by six research institutions in AFkigaré
3-1). Feasibility and pilot studies were completed in prepiarafor the clinical trial Further

information about MDP is available on the MRC welitg://www.mdp.mrc.ac.uk).

This thesis exclusively focuses data collected as part ahe MDP301 clinical trialat the

Africa Centre for Health and Population Studigéubatuba, South Africa (see the red |§ lin

Figure3-1 for the geographic location of the Africa Centre).
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Figure3-1: MDP 301 clinical trial researchstitutions

Masaka, Uganda
Medical Research Council,

Masaka, Uganda

- 4 Mwanza, Tanzania

African Medical and Research
Foundation (AMREF),

National Institute for Medical
Research (NIMR) and London
School for Hygiene and Tropical
Medicine (LSHTM),

Mwanza, Tanzania

Mazabuka, Zambia
University Teaching Hospital,
University of Zambia,
Mazabuka, Zambia

Johannesburg, South Africa

Reproductive and HIV Research
Unit, University of Witwatersrand,
Gauteng, South Africa

Mtubatuba, South Africa
Africa Centre for Health and
Population Studies,
University of KwaZulilatal,
KwaZuluNatal, South Africa

B MRC, Durban, South Africa
- Medical Research Council of
South Africa, Durban,
KwaZuluNatal, South Africa

3.1.1 The Africa Centre for Health and Population Studies
TheAfrica Centre for Health and Population Studies is part of the University of KwsdZial
(www.africacentre.ac.2alt is located in Somkhele, near Mtubatuba, in the Umkhanyakude
District of KwaZuhNatal, South Africa. Theentre was established with grants from the
WellcomeTrustin partnership withthe South African Medical Research Council in 199&
aim of the centre \as to carryout research on population and health issues affecting a rural
population with one of the highest burdens of HIV in the woflde cornerstone of the Africa

v8 E [ea@h programme is a biannual household demographic survey that commenced in
2000 and an annual HIV surveillance study that commenced in@@®3er, 2008 The Africa

vVEE }v U S Z}eS }( ]81}v o o]v] o v e} ] 0 eSpu ] U us I

first phase Ill clinical trial.

| joined the Africa Centre MDiBam in May 2004asco-investigator and social scientist on the
feasibility study | was then co-investigator and senior social scientist on the pigtdy.
Followingthe departure of the principal investigatdrassumed full responsiliyi for the pilot
studyin 2005. Subsequentlywasprincipal investigator and senior social scientist on MigP
301clinicaltrial. | was named as sole principal investigator for the registration of the trial with
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the US FDA but as -@incipal investigator for registration of the trial with the South Africa
MCC, due to different requirements between the drug regulators. | describe my role in MDP

301 at the end of this chapter in secti@rv.

3.1.2 Feasibility andpilot studies

In preparation forthe MDP 301phase Il clinical trial, the Africa Centre conducted
microbicidefeasibility study from July 2003 to December 20(4gure3-2). We enrolled 449
women who visited the study clinics quarterly for up to 12 months. The study assessed the
feasibility of identifying populations with high Hiicidence and community preparedness for
phase Il microbicide trials. During tlieasibility study we tested a range of data collection
tools, assessed the feasibility of using a mixed methods data collection approach, and
reviewed specific terminology teee if it would be compalde across research populatioits

future clinical trials.

Based on the experiences of the feasibility studies, all MDP partners contributed to the
development of apilot study protocol, with uniform data collection tools and uaified
database. At the Africa Centre we conductadnicrobicide pilot study from July 2005 to
October 2005Figure3-2). We enrolled 51 HIV negative women who used a vaginal placebo

gel during sex for 12 weeks. The pilot study was designed to optimise study procedures in
preparation for the clinical trial bgnsuring informed consent, data, laboratory and pharmacy
management were compliant with international standards of Good Clinical Practice (GCP),
Good Clinical Laboratory Practice (GCLP) and Good Pharmacy Practice (GPP) guidelines. We

also tested gel adheree and acceptability measurement tools.

Figure3-2: Timelines of Africa Centre MDRuglies

July 2002December 2004
FEASIBILITY STUDY

July 20080ctober 2005
PILOT STUDY

March 2006August 2009
CLINICAL TRIAL
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3.2 MDP 301 sudy design

MDP 301 was an international muttentre, randomised, doubiblind, placebecontrolled
phase llitrial. It was designed to evaluate the safety and effectiveness of 0.5% and 2%
PRO200@andidate microbicide getsompared to placebo in preventing vaginally acquired HIV
infection. The MDP 301 trial protocol is available on the MRC website
(http://vww.mdp.mrc.ac.uk/mdpstudy.htm). The trial design(Nunn, 2009, social science
methodology (Pool, 2010a and trial resuls (McCormack, 2000of MDP 301 have been

reported elsewhere. Below | summarisaspects othe trial design of relevance for this thesis.

3.2.1 Intervention

PRO2000 gel is a naphthalene sulphonate polymer, designed to protect agairestdBTI
infection by inhibiting viral attachment and entry into susceptible ceR0O2000 was
administered in a clear, watdrased vehicle gel andispensed in prefilled applicato(Eigure

3-3) containing twegrams of gel at either 0.5% or 2¥ncentration of PRO2000.

Figure3-3: Gelapplicator

The control gel was theuniversal hydroxyethylcellulose HEC) placebaused in most
microbicide trials The HEC placelweas a clear, watebased formulation designed to serve as
an inert comparator in clinical trials of active vagicahdidatemicrobicidegMoench, 2004. It
was administered in the same prefilled applicators as PRO2000 and was nousipv

distinguishable from the active gel.

At enrolment, participants were trained on how and when to insert the gel. Participants were

provided with pictorial instructions. They were asked to practice insertion by inserting their

first applicator at theenrolment visit and discussing the experience with a study nurse.

Participants were asked to insert one dose of gel vagingdlyo 1 hour before each act of

vaginal sexual intercoursand not to remove the gel by cleaning inside their vagina up to 1

hour after sex Participants were asked to return all used applicators in clear plastic bags
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provided with the gel. They were also asked to bring all unused gel applicators to each visit to
allow full reconciliation of dispensed product. Participants weegularly counselled that
consistent use of condoms is the only known way to prevent sexual transmission &rHIV
women Both male and femaleomdoms were freely available to participants throughout the

trial.

3.2.2 Randomization

At the Africa Centre screeningpmmenced in Math 2006 and enrolment commenced a
month later (Figure3-4). FromApril 2006to February 2008, eligible participants who provided
informed consent weg randomized in a 1:1:1 schedule to receive-fited vaginal applicators
containing 0.5% PRO2000 gel, 2% PRO2000 gel or placebo gel. Evaluation of 2% PR0O2000 gel
was discontinued due to futility in February 2008 following recommendations byD®iB
andTrial Steering Committee. Women randomized to 2% PRO2000 gel were discontinued from
gel use but encouraged to continue to attend the quarterly clinical visits until their scheduled
end of follow up.The experiences of women discontinued from 2%ERO0 gelat the Africa
Centre have been described elsewhgf@afos, 2011l From February 2008 the end of
enrolment in August 20Q8eligible paticipants who provided informed consent were
randomized in a 1:1 schedule to receive 0.5% PRO2000 gel or placebapetn were

follow-up for a total of 52 weeks therefore follow up was completed in August 2009.

Figure3-4: Timelines of MDP 301

March 2006August 2009
CLINICAL TRIAL

March 2006
SCREENING STARTED

April 2006 February 2008
ENROLLING TO 2%, 0.5%, PLAC

April 2006 August 2008
ENROLLING TO 0.5%, PLACEBO

August 2009
FOLLOW UP ENDE
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3.2.3 Socialsciencecomponent

The MDP 301 clinical trial protocol included integrated social science components designed to
investigate individual, social and cultural issues that could affect the acceptability of a vaginal
microbicide gel. Social science methodologies were also usexhltance the accuracy with
which gel adherence was measured and to identify barriers to adher@mal, 2010aPool,
2010h.

3.3 Study population and ecruitment

The Africa Centre is in the Umkhanyakude District of the Kwd¥aitial Province of South
Africa(Figure3-5).

Figure3-5: Map of South Africa showing the 9 provinces and 52 districts

21

19

*Provinces (districls Western Cape {&); Eastern Cape {I3); Free State (148); Northern Cape (19
23); North West (227); Gauteng (283); Limpopo (3488); Mpumalanga(39-41); KwaZultNatal (42
52).

The Africa Centris located in a rural area called Somkhé&ligyre3-6). The MDP pharmacy,
specimen management facilities, data centre and management team were all based at the
Africa Centre. MDP study procedures were conducted at dedigatsehrchclinics estalished

in 3 of 16Department of lealth primary health care clinics in the Hlabisa healibdistrict of
UmkhanyakudeHRigure3-6). Recruitment activities were condied at the MDP clinics and in

the surrounding municipality areas of Hlabisa and Mtubatuba.
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The three MDP clinics were located at:

1. Mtubatuba: Mtubatuba is a small urban trading town and shopping hub. The clinic
predominantly services rural populationisat live outside of Mtubatuba town.

2. KwaMsane KwaMsane is an urban and perban residential area defined in South
Africa as a township. The clinic services urban andybean populations from the
township as well as rural populations from neighbouramgas.

3. Madwaleni: Madwaleni is a rural area under traditional authority. The clinic services

the local rural population.
Figure3-6: Map of Hlabisa health sublistrict

(Showing the Africa Centre and thedrmary health care clinics of Hlabisa including the 3 MDP clinics

at Mtubatuba, KwaMsane and Madwaleni)
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Recruitment activities took placeegularlyin the Hlabiseand Mtubatubau pv] 1% at]8liC [
primary health care clinics, community meetings, on local radio stations, and during Africa
Centre MDP sponsored community events such as roadshows, public health awareness days,
football tournaments and fun runs. The talks were supported by &tyaof multtmedia
resources developed by the Africa Centre MDP team including posters, songs, plays and
interactive participant learning activities. During recruitment staff discussed HIV, the need for
additional HIV prevention options, microbicides ahd aims of the MDP 301 clinical trial. The

eligibility criteria for trial participation were explained and other ways to get involved with the
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study were described. Women and men interested in learning more about the MDP 301 trial

were advised to visit amof the three MDP clinics.

The MDP study population can be sdivided into 5 studygroups as depicted irFigure3-7

and describedelow:

Figure3-7: MDP 301 tdy groups

* IDIs = indepth interviews; FGD= focus group discussions

All study procedures were conducted in Zulu. In KwaRiatal, Zulu is the mosfrequently
spoken of the 11 official languages in South Africa. Approximately 98% of people in
Umkhanyakude speak Zulu as their first languégehohl, 2003 In Zulu, the language is
referred to asisiZuluand the people are referred to asnaZulu In this thesis | use thénglish

grammatical version of thdA} E Zepop[ 3} & ( & 8} 8Z o VPp P v §Z

3.3.1 Trial cohort

During community presentationsyomen from the general community were invited to visit
the MDP clinic$o find out more about the trial and thegligibility to participate The eligibility
of volunteers was assessed at battitial screening visitsand subsequent enrolment visits

The screening eligibility assessment inclugeavidinginformed consent, HIV counselling and
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testing, pregnancy testmand a series of questionnaires. The enrolment eligibility assessment
included informed consent, pregnancy testing, general and genital examinations and a series

of questionnaires.

The inclusion criteria were as follows:

X Women aged 18 years of age and above at enrolment

x Likely to be sexually active at entry and during folapv

x Willing to undergo HIV counselling and testing at screening and at approximately 12
weekly intervals, and additionally if required

X HIV negativat screening according to the local HIV testing algorithm

x  Willing to receive HIV test result before randomisation

X Willing to use study gel as instructed

X Willing to undergo regular speculum examinations and genital infection screens

X Willing to have regulanrine pregnancy tests

X Willing to receive health education about condoms

X Willing and able to give informed consent

The exclusion criteria were as follows:

X Unable or unwilling to provide a reliable method of contact for the research team

x Likely to move perm@ently out of the area within the year

x Likely to have sex more than 14 times a week on a regular basis during the course of
follow-up

X Using spermicides regularly

X Pregnant or within 6 weeks postpartum at enrolment

X Had grade 3 clinical or laboratory abnoritiak which were considered by the clinician
or the Trial Management Group to make enrolment inadvisable

x Required referral for assessment of a clinically suspicious cervical lesion

X Had reatment to the cervix, or to the womb through the cervix, within 38ys of
enrolment

X Known latex allergy

x Participating, or having participated within 30 days of enrolment, in a clinical trial of an
unlicensed product, microbicide, barrier method or any other intervention likely to
impact on the outcome of this trial

x Consiered unlikely to be able to comply with the protocol
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A total of 1,775 womewolunteered to bescreened for the studgt the Africa CentreEligible

volunteers were invited to return for enrolment within 6 weeks of screening. If they returned
beyond the 6 vweek window they were rescreened. As a result 21 women were screened twice
and 1 was screened 3 time@nly data collected during the last screening visit was used for

analysis.

Table3-1: Trial ®hort t number of women screened and enrolled

Eligibility Number Reasons not
(% of screened)| enrolled
Screened 1775 (100%)
Ineligible 531 (30%)
HIV+ 495
Pregnant 20
Not sexually active in last 4 weel 8
Clinical abnormalitieg 6
Choose not to consen 1
Wanted to conceive in next yeg 1
Eligible 1244 (70%)
Never returned for enrolment 67
Enrolled 1177 (66%)

Table3-1 shows the number of women screened and enrolled at the Africa Centre and the
reasons for ineligibility. Othe 1775women screened, 531 (30%) were ineligible; 519 at
screening and 12 at enmkent. The main reason for ineligibility was HIV status wig® of
those screened being HIV positive (2&8%all those who were screengdA total of 41
screened women were pregnant, but pregnancy was the primary reason for ineligibility for
only 20 womeras the other 21 were also HIV positive. An additional 16 women were ineligible
for other reasons as listed ifable3-1. Of the 1244 eligible volunteers, 67 (5% oigble
women) chose not to return for enrolment. These volunteers were not contacted after
screening as the decision not to return for enrolment was viewed as a latent refusal to

consent. In total 1,177 women consented to participate and were randomigedhe trial.

3.3.2 Trial inrdepth interviews (IDIs)

Each clinical trial site randomly assgra subset of women enrolled in the trial farticipate

in up to 3IDIsat 4, 24 and 52 weeks after enrolment. The target sample size for this subset
was at least 10&vomen per centre. This number was small enough to enable the collection of
detailed qualitative data and yet large enough to generate results that could be generalised to

the whole trial population.
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Table3-2: Trial IDIs

No. of womerrandomly selected = 101,

1,

x 12 refused

1 withdrew from trial

X 4 never had IDI

v Total interviewed = 84

—

x

No. of women interviewed =84

_L’ X 10 women had 1 IDI =10

18 women had 2 IDIs = 36

X 56 women had 3 IDIs168
Total IDIs=214

x

—

No. of interviews with women = 214

At the Africa Centrel01women in the trial cohort were randomly selected at enrolmémt
participatein IDIs.In total 84 women werénterviewed during 214 interviews at various time

(Table 3-2 and Table 3-3 column 1). We were not able to complete all 3 IDIs with each
participant, mainly due tgarticipants not having the time to attend the IDI at certain week
schedules. In total, 79 women were interviewed at week 4, 72 at week 24 and 63 at week 52.

dz /[ /s Al8Z 82+ Aluv E E (EE &} + "dE] o/ [+_X Z (u-
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3.3.3 Male partnerin-depth interviews (IDIs)

Each clinical triadite was expected to interviemale partners of the women in the Trial IDI
subsetinupto 3DIs JEE *%}v JVP 8} 8Z % ES] [% v3e[ A | dU 18 v
A e 3} VE}o %% E}EJu 3 oC (](3Z }( 832 8E] o / [/ AYu v[e u
was at least 20 male partners per centre. Again this number was considered reasorsdde ba

on the experiences of interviewing male partners in the feasibility study and sufficient to

collect detailed qualitative data that would be generalizable to the whole trial population.

All trial participants who had an-tepth interview were asked timvite their male partnerso

participate in indepthinterviews However at the Africa Centre we were unable to interview
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our target of 20 male partners of trial participants who were randomly selected for IDIs.
Consequently on an ad hoc basis we askid participants who were not selected for IDIs to
invite their male partners for hulepth interviews. In totgl17 male partners of trial participants
were interviewed during 21 interviews, as 15 men had 1 IDI and 2 mer3 hats Table3-3,
column 2). Out of the 17 male partners interviewed, 7 were partoémsomenwho had an IDI

and 10 were partners of women in the trigho did not

3.3.4 Trialfocus group discussianfFG3)

Each clinical trial site was expected to conduct 1 FGD per month for the duration of the trial.

dZ «+ A E u%%o}e 3} +Als Z A v SE] 0 % ES] 1% V3E[s }\
members the next month. This monthly schedule was agreed in order to ensatewh

identified any changing perspectives and identified any emerging concerns. At the Africa
Centre we conducted the trial for 41 months and therefore the target was for approximately

20 trial FGDs and 20 community FGDs.

Trial participants notandomlyselectedfor IDIswere invited to participate in FGDs on an ad
hoc basis.The FGDs were advertised at the MDP clinRatticipants were notable to
participate in more than one FGD during the trduring the course of the trial 17 FGDs were
conducted wih trial participants but 7 of these were to address specific topics not related to
this PhD. Therefore 10 trial FGDs withwomen enrolled in the triaére included in this PhD

Table3-3, column 3). Refusal to participate an FGD ] v}s$§ (( § % ES] 1% vS[e Vv

in the trial.

3.3.5 Communityfocus group discussion§G3)

FGDs were also advertised at community events and conducted with women and men who
were resident in the trial catchment area but not enrolled in the trialring the course of the

trial 20 FGDs were conducted with community members but 3 of these were to address
specific topics not related to this PhD. Therefore 17 community FGDs are inatuttesl PhD

with 54 women from the community participatingh 6 FGDs and 108en fromthe community
participating in 1IFGDgTable3-3, columns 4 and 5 respectivelyl.here are more male than
female FGDs because we prioritised FGDs with men from the community over FGDs with
women from the communitydue to the challenges we faced in terms of interviewing male

partners of trial participants.
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Table3-3: Number of IDIs and FGDs

Col 1 Col 2 Col 3 Col 4 Col 5

Trial Male Trial Community | Community

IDIs partner FGDs FGDs FGDs

IDIs (female) (male)

No of people 84 17 77 54 103
No of IDIs 214 21 - - -
No. of FGDs - - 10 6 11
Mean age 34 42 36 37 30
(range) (19-64) (26-68) (19-65) (21-63) (17-67)
Employed 19% 46% 21% 13% 5%
Married 24% 31% 27% 41% 14%

NB: Additional key informant or topic specific interviews and FGDs were conducted toesigsand
these will be described as necessary in the empirical chapters.

3.4 Data collection

Each clinic team includedl clinical manager (who was a senior nurse), 3 or 4 nurses, 4 or 5
counsellors and a clinic assistant. Research doctors, pharmacistsattatyotechnicians and
social science research assistants were based at the Africa Centreotateld around the
three clinics as necessary. All staff received extensive training prior to being delegated
protocotrelated responsibilities. Data were colledtén line with GCPdata collection and

quality control procedures.

3.4.1 Trial cohort

For the trial cohort, there were 15 scheduled clinic visits which included screemrament,

then visits every 4 weeks for 52 wedgksgure3-8). The followup visits weredivided into long
clinical visits (weeks 42,24,40,52) or short gel collection visits (weeksl®, 20, 28, 32, 36,

44, 48). The long clinical visits included clinical examinations as well as the completion of
questionnairesThe short gel collectiownisitsdid not include clinical examinations butcluded
health related questions which could trigger a clinical assessment eesgary. Participants

were able to visit the clinic at other times as necessatry.
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Figure3-8: Summary of visit schedule for MDP 301 trianticipants

*At every study visit, identity documents wasbecked, contact details were confirmed, condoms were
dispensed and reimbursement provided.

3.4.2 Trial IDIs

The in-depth interviews followed a semstructured interview guide but were open and-in
depth, allowing the interviewer to probe and follewp on issuess they arose. The discussion
topics were developed in advance of the trial following a review of the relevant literature and
findings from formative research conducted during the earlier feasibility and pilot studies.
During the course of the trial, adjusents were made to the intervieyguide, primarily to add

new topics in order to better investigate inconsistencies in the trial data.
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The IDI guidéappendix Efor the trial IDISncluded the following topics:

X Gel acceptability,

x Gel and condom use,

X Partnership types,

x Partner involvement igel use

x Vaginal practices including washing and insertion,

X Sexual practices including sex during menstruation and anal sex,
x Comprehension and acceptability of study procedures, and

X Risk perception.

3.4.3 Male partner IDIs
The male interview guides were similar to the female trial interview guidesiraridded the

following topics:

X Gel acceptability,

x Gel and condom use,

X Partner involvement igel use

X Sexual practices including sex during menstruation and anal se
x Comprehension and acceptability of study procedures, and

X Risk perception.

The female and male interviews were usually conducted at one of the MDP clinics, although
they could also be conducted at the participdnor male partheg home or place of work if

the interviewee preferred.

3.4.4 Trial FGDs
Trial participant FGDs were stratified by age and clinic of enrolment. The FGDs included an
average of 9 women ranging from 5 to 20 women per grotime trial FGD guides for trial

participarts included the same topics as th@l IDI guides.

Unlike IDIs where women were asked abaaiciocultural norms as well astheir personal
experiences in relation to each of the discussion topics, in FGDs women were only asked about
sociocultural norms not about their own personal experiencesiowever, women were not

prevented from sharing personal experiences if they wanted to in the group setting.
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3.4.5 CommunityFGDs
CommunityFGDswere stratified by sex, age and area of residenthe FGDs included an
average of 9 women or men ranging from 5 to 13 per group. The community FGD guide

included the following topics:

X MDRP trial

X Theoretical gel acceptability,

x Partner involvenent in gel use,

x Vaginal practicesicluding washing and insertion, and

X Sexuapractices including sex dag menstruation and anal sex.

The trial participant and community-GDs were held in locations convenient to the group,

which could beat the Africa Centrdpcal church hall, meeting room or village hall.

3.4.6 Quantitative data

Quanitative data were collected on questionnaires at every long and short clinic visit.
Structured questionnaires used in clinical trials are most frequently referred to agepce
forms (CRF)T'he CRFs were completbg trained counsellorsin this thesis | mainly use the
demographic data collected at screening and the behavioural data collected at each visit

which are highlighted in red iRigure3-8.

In chapter5 | also use theesults of rapid pregnancy ardlVtestswhich were conducted by
counsellors. | also use the resultsSFltests, the samples for which were collected by nurses
and tested in laboratories in Durbaithe quantitative data that | use in thithesis will be

described in more detail ichapter4 section4.5.

3.5 Datamanagement

Data transfer, entry, filing and drwving were compliant with thenternationalconference on
harmonisation of GCPrequirements. In this section | explain the management of only the

qualitative and quantitative data used for this thesis.

3.5.1 Qualitative data
IDIs and FGDs

IDIs and FGDs were conducted by trainetcial scienceresearch assistantsResearch
assistants also served asta takersin FGDs, documentingdditional verbal and nomerbal
cues of interest. IDIs and FGDs were recordedwo digital recorders. Both recordings were

downloaded onto a secure password protected computer drive within 24 hours of the IDI or
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FGD and then deleted from the recorders. The printagprding was transcribed #ulu into a
Word document. If the primg recording failed or was inaudible, the secondary recording was
used for the transcription. Th&ulu transcription was translated into English, in the same Word
document.The final transcript used for coding generally included text in Eatluand Engsh.

Interviewerand note takelobservations were also included in the transcsipt

All qualitative transcriptsvere imported into Nivo 2.0 software for codindzor the purpose of

the trial, a predefineccodingframeworkwas used thahad been developedtahe same time

as the IDI and FGD guidegyainfollowing a review of the relevant literature and findings from
formative researchThe qualitative data analysis that | used for this thesis will be described in

chapter4 section4.4.
Quality Control

Approximately 5% of thdDIl and FGOranscripts were reranscribed, retranslated or back
translated for quality controlApproximately another 5% of transcripts were compared to the
audio recordings. The codédhnscriptionswere quality controlled every month to ensutieat

coding was consistent across transcripts and cadamsa monthly basis, the site NVivo project

was sent to the international social science coordination tegmiondon and Barcelona
Coding was assessed for catsihcy within and across sitesd quality control issues were fed

back to the site social science team. Coding categories were discussed and refined between
the site teams and social science coordinators both via email and during workshops specifically

designed for this purpose.

3.5.2 Quantitative data
CaseReportForm (CRFs)

All quantitative data collected at the cliniegere recorded oncarbonised preprinted CRFs
The original CRRere transferred to theAfrica Centre dataentre, under full chain of custody

proceduresCarboniseaopiesof the CR&were filed in theclinicparticipantfile.
Data entry

The CRFs were doubtiata enteredin the MDP 301 databasesing an Access application with
a SQL Server databagdter data capturing, the CRFs were filed on the data centre paaticip
file. The databaseutomatically checked for consistenbgtween the 2 blinded entries and
detected missing data and data inconsistencies in defined fields. Qagdity reports were
printed from the database and investigated regularly. A copy of ditelzthse wasransferred
to the MRC clinical trials unit in London fortnightly.
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Monitoring

Independent data monitorsisited the Africa Centre at least every two months. They checked
a random sample of participant files against the database to ensureatataracy. They also
reviewed source documents that were not data captured including informed consent

documentation.

3.6 Ethicalissues

The trial was conducted in accordance wiitle international conference oharmonisationof
GCPguidelines, the ational gudelines for good practice in the conduct of clinical trials in

human participants in South Afrieand the South African National Health Bill

3.6.1 Informedconsent

Thepurpose of theMDP 301 trial was gained to volunteers irZulu by trained counsellors
using trialparticipant information sheets (PlSupported by the use ocudio recordings of
frequently asked questions amctorial flip charts. Open ended questioning techniques were
used throughout the information sessions and at various follmwists to assess volunteers
understanding of the key trial messagest screening, eligible women were encouraged to
carefully consider the implications of participation and discuss the trial with their partners or

other family members prior to enrolling.

Prior to screening after receiving HIV counselliramd again prior to enrolment, volunteers
were asked to complete written informed consefdrms (appendix D).Volunteers were
required to indicate their consent by a signature or, if illiterate, a thumbpltiliterate women
were required to have an independent witness of their choice present during the consent to

enrolin the trial

Before enrolment formal assessments of understanding were administered to ensure

volunteers fully understood the following ke critical messages:

a) the gel might not protect women from HIV;
b) condoms do prevent HIV; and

c) women had to stop using gel if they became pregnant.
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Information about the IDIs or FGDs wesplained to women and men using one of the

following participantmformation sheetgPIS) §ppendix C):

X Female participaniDIPIS ~*"d@&] o [/ [
x Male partner IDIPIS*D 0 % &Sv & [/ [e_-
X Female participant FGD PIS*dE&] 0 &' _»

X Community membe(female and malefFGD PIS-~ }uupuv]SC &'

All IDI and FGIparticipants were required to indicate their consent by a signature or, if
illiterate, a thumbprint on dedicated informed consent formA single consent form was
sufficient for multiple interviews. Verbal consent to record the IDIs was confirmed on the tape

recordings.

All volunteers were reimbursed for travel costs and inconveniembe. reimbursement policy
was agreed in linavith the requirements of the South African Medic;n€ontrol Council
(MCC)and in consultation with the community advisory board. Trial paéints were
reimbursed at a rate of R150 (South African Raretjuivalent to approximately £10) per
scheduled clinic visiAdditionally tial participants and community members were reimbursed
at a rate of R80 (equivalent to approximately £5) per IDI ob.FGial participants who
attended the clinic for a study visit and an iDIFGDon the same day were reimbursed at the

single rate of R150.

3.6.2 Standard of care and prevention
The standard of care package provided to enrolled participants and their partagrsell as
volunteers screened out due to ineligibilivas definedn negotiation with local stakeholders

and care providers.

At screening, ineligible volunteers who wefeund to be HIYpositive were offered a
structured counselling programme that included 3 counselling sessions, HIV counselling and
testing for male partners, and couple counselling.-pibgitive women were offered CD4 tests
andreferred to local sences br HIV treatment and care. Ineligible volunteers who wienend

to be pregnant were provided with pregnancy options counselling aefrred to local
services, which included prevention of motkerchild transmission services for Hbdgsitive

women.
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TheAfrica Centre MDP standard of care package for enrolled participants included:

x Safer sex counselling,

X Unlimited supply of freeanale and female condoms,

x HIV counselling and testing 0*} A ]Jo o (}E % ES3] [% Vv3[* u 0 %o (E:

X Seroconveters were provided with CD4 tests angkferred to local serees for HIV
treatment and care,

x Treatment for curable STIso+*} A ]Jo 0o (}E % ES] [% V3[* U 0O %o (ES

X Cervical cancescreeningt with referral for further investigation or treatment

x Familyplanning services which included oral and injectable contraceptives, as well as
referrals for sterilization,

x Pregnancy options counselling which included referrals to antersgatices which
included prevention of motheto-child transmission services,emergency
contraceptives andeferrals topregnancytermination services

X HIV and STI post exposure prophylaxes were available for victims of sexual assault, and

X Referral systems were in place for cases of physical or sexual assault.

3.6.3 Ethical review

At the Africa Centre the trial was reviewed by the institutional Community Advisory Board
(CAB) which comprised representatives from each traditional authority area and municipality
area around the Africa Centre. The CABmberswere already trained on the pringals of
research and good clinical practice, and | provided additional training on clinical trial designs,
ethical considerations of HIV prevention research, and microbicides. The CAB reviewed the
initial study design and data collection tools; consultedtbe standard of care, standard of
prevention, reimbursement, and dissemination policies; and commented on trial progress and

summary findings at monthly meetings.

The MDP 301 trial protocol was reviewed and approved for implementation at the Africa
Cente by theUniversity of KwaZulNatal Biomedical Ethics Committee (T111/(&)pendix

A) and the South African MCC (N2/19/8/2) (appendiXTBg protocol was also reviewed by
two ethics committees in the U&nhdthe FDAIn the U wherethe PRO2000 and plelo gels
were manufactured. The trial was registeredvith the International Standard Randomised
Controlled Trial Registr(SRCTN647162)Land the South African Clinichlial Registry (DGH
27-0207-1669).From trial commencemerut the first multinational MDP clinical trial research
site in October 2005 to completion ithe last MDP clinical trial research site September
2009, 4 prdocol revisions were submitted. OnByprotocol versions were implementeat the

Africa Centrgversion 1.2 and version 2.0).
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3.7 My role in MDP 301

As principal investigatasf the MDP 301 clinical trial at the Africa Centreyas responsible for
managing the budget (£3.6m), work plassip-studies, scientific output angdublic relations. |
satontZ D W[e dE] o Dv P uvs "&}u%U dE&] o "§ E&]JvP }uu]s
Group, Programme Management Board and Programme Management Board Executive. | was
responsible for managingegulatay and ethics body requirements, developing and
implementing stadard operating procedures (SOPs), and developing and delivering
comprehensive staff training and development programmes. | managed the heads of each of
the 9 disciplinary groups which includedinical, counselling, laboratory, pharmacy, data,
recruitment, retention, social science and community liaisdm turn the disciplinary heads
managed staff in the respective disciplinary groupsiring the course of the trial was
responsible for the employment ofparoximately 120 staff for the MDP studiesThe aff
complenent peaked in mie2008 at around 6®mployees. At monthly team meetingsgave
updates on trial progress against targets daddback on data quality. In addition, | provided

scientific training to senior staff in statistics, STATA, End NwtéNsivo.

My role as principal investigator provided me with ardapth understanding of the data | use

in this thesis. Of most relevance for this thesis, | was responsible for developing qualitative and
gquantitative data collection SOPs, training staffthe collection and management of data,
quality controlling data, coding and analysing qualitative and quantitative data during the
course of the trial. In the next chapter | describe the methods | used to analyse the MDP 301

data t both qualitative andjuantitative- for this PhD thesis.
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4 Methods

Summary

In the last chapter | described how the qualitative and quantitative dat underpin my
thesis were collected as part of the MDP 301 clinical trial at the Africa Cémtiles chapter |
present the methods | use in this thesis. | start by describing the cultural perspective
underlying my analysis of the data. Next | describe and reflect on the mixed methods design of
the MDP 301 trial and the mixed methods approach lehadopted for my data analysis. To

conclude, | describe how | premat and analysed the qualitatiand quantitative data.

4.1 Cultural perspective

In this thesis Iconsider whether microbicidesare compatible with socigultural norms
regarding sexuality andsexual healthin rural KwaZulkNatal, South Africa. éxaminethe
cultural normsattached to intravaginal cleansing, intravaginal insertion, love medicines, and
sexual communication for women in KwaZiatal. | then explore the ways in which these

normscould influence, and be influenced by, the intration of vaginal microbicides

4.1.1 (]1v]v Rlte [

/ ue §Z &ulidne[i@ the anthropological sense of the word. Over the centuries,
anthropologists have wrestled with philosophers in order to distisguculture from
civilisation, battled with sociologists and psychologists to keep the definition sufficiently broad,
and social anthropologists and cultural anthropologists have struggled to keep the definition
sufficiently focused and shargBarnard, 2000 Just, 2000 Keesing, 1998 Nonetheless,

Z HOSUCE [ ] *S]Joo }ve] @& v nousthRdaidudefiiti@in AdtSiZ his book

v ZZ  (Jv]vP pOSHE [U o A]v o]+3« }A & 111 (2D06. Bhetes3m (]v]3]}
remainshighly contested by anthropologistdeed Kuper argues that we should A}] §Z
hyperreferential word altogether, and talk more precisely of knowledge, or belief, or art, or
technology, or tradif }vU }@& A v }( (Kupko PRGR However, attempts taeplacethe
A}YE Z posu@rgelyZailed due to the lack of other terms to describe not only
knowledge or belief, but theother less tangible commonalities of established norms and

values that underli@ur understanding of social realities.

4.1.2 Sociecultural anthropology
The disciplne of social anthropologyoriginated in the United Kingdom and was primarily
concerned with the study of social structures, social groups, individual identities and roles

within social groups, and relationships between individumtgl amongsocial groups.The
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disciplineof cultural anthropologyoriginated in North America and some parts of continental
Europe and was primarily concerned with the meanings, norms, beliefs, values and symbols
that are assigned to everyday aspects of life. Soaltural anthromlogy was born out of the

E }PVv]3]}v 8Z 8§ 83Z 3A} %% E} Z e+ E " }u%o uvd EC A C-}

Z loopu]v S]vP ] (Ke€Bing,5199B;23Together, they enable an interpretative

view of cultural norms within the historical argblitical context of social relatian(Barnard,
2000. I am using this socioultural anthropological understanding of culture in order to

A op 8 pOSUE o0 VIEUe < 37 §xudHitpam®Berxupl Adaithviesuch | am
interested in how thesocial position of women and thecultural meanings regardip
intravaginal cleansing, intravaginal insertion, love medicines and sexual communication

interact in the production ofocicculturalnorms.

4.1.3 Conceptual inventory

Given the complex and contested nature of what makes up culture, | will define below the
aspects of culture that are of relevance to this thesis, in other words the conceptual inventory
Y( ZYA | u %o %o o C (KeRsidg, 16981 E [

Qulture as learned

Keesing andtrathern « (E] HOSHE <« v Z] S8]}v o *C+S ufU IveSE
of ideas:® HOSUE v SZ]e * ve JUu% E]e o «CoStams df cedefiis an U
rules and meanings that underlie and are expressed in the ways that humans live. Culture, so
defined, refers to what humanarnU v}3 AZ § $Z C 1} (1998;14.1In this sense,

pMOSUE o0 VIEGuUs E o EvV E % E * v §]}ve }( AZtSodalyZzv}Eu «
agreedupon expectations that guide behaviour. Normative behaviour is guarded by formal
and informal rules and expectations that serve as social sanctions and taboos. However, while
cultural norms inform and influence expectations regarding sexual practices they do not
determine them (Bock, 1964 Individuals accept, reject and amend cultural norms in their
everyday lives. Whila belief, value or action may conform, tar reject, the culturalnorm, itis
often measured in relation to the norm or norms that are dominant at that time. On this basis,
/ u]vs & 8 v A %0}E]VP 3Z }vs]vppu (E}u AZ § ]« }ve] &E
AZ § ]« }ve] E Z vidboo m|terms of intravaginal cleansing, intravaginal

insertion, love medicines and sexual communication for women in Kwdathl.

We learn culture as a combination of botxternal and internal norms(Weaver, 1994
E£S &v o VIEGus &E £ %o0] ]S0C o &EvS comsciqysadnd obfiecmes } ( %
knowledge such as the things people see, hear and touch. Internal norms are implicitly learnt

V (}EuU % ES }(uncéiascdugwflsubjective knowledge such dseliefs, values,
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thought paterns and myths. Practices relating $exuality ad sexual healthare informed by

both external and internal norms. Women observe and are instructed in ways to manage their
sexuality andsexual health at the same time as learning the meanings attached to these
practices As such, | examinsexuality andsexual healthas culturally constructed concepts
imbued with meanings that are passed from generation to generation through explicit and
implicit learning(Vance, 1984Foucault, 1978Butler, 1990.

Qulture as multiplenorms

In this thesis, | am interested in Zulu cultural norms. Therefore the parameters of the cultural
norms that | am interested in, are defined by ethnicity. Howewaultural norms are
historically situated and as such change over time. Fox describes cultural norms as being
continuous, inthat they areinformed by the past and they inforrthe future (2008. The
ethnically bound historical memory can result in the-ecdstence of both traditional and
modern norms at a single point itime (Rapport, 2000 Similarly, cultural norms are not
bounded and nonpmus. Zulu culture emerged from Barspeakingcultures and continues to

be influenced and changed by surrounding cultuaesvell as changing ideas of South African
identity more broadly As such, external influences can produce multiple versions ofgéesin
cultural norm at any one time and placbleither are cultural norms learned, applied, or
informed equally by all individuals in a given time and space. As such cultural norms are
distributed unevenly across a societyKeesing andstrathern EP U  SZ § distribitive

view of culture can take into account the different perspectives on a way of life of women and
uvU CluvP v }o U *% ] o]eSe (1998;19.\Gonsequenily 3w there may

be a number of shared norms, many will be specific tosmy for exampe, and may change

over our life course. ¢« Z %%} ES ¢S § U poSeanEbolmded and stal@ sgktem

O <Z GE o] (¢ v (200995 *As such,| am interested in understanding the
different versions of cultural norms that relate to intravaginal cleansing, intravaginal insertio

love medicines and sexual communication for women in KwaXatal.
Cultural meanings of new technology

In addition to exploring established cultural norms, | am also interested in the ways in which
microbicides, as a novel technology, are ascribed with social and cutieealing Asvan Oost
explairsW ~ v ee¢ v§] 0 o0 u v3 ]wewitechnpldgy irsociety is the development

J( }v %3p o (E u AYEIe (JE PJAJVP u v]vP(199833. |\explosse Z v}u
the extent to which existing socitultural meanings relating teexuality andsexual healtrare

usedto give meaning tanicrobicides as a new sexual health technologldss igmportant to
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understandas mcrobicides will be positionedt the intersection oSexuality andsexual health

which are imbued with layers gbciccultural meaning and expectations.

In summary, | viewutural norms as learnedjormative but not deterministichistorically
situated dynamic and unevenly distributedlviewcultural norms as both continuous in terms

of reifying existing meanings, and adaptive in terms of ascribing meaning to new technologies.
The cultural meanings attached to the sexuality @ecdual healtrof women,are at all times
informed by the social meanings attached to being a women. | use the concept of culture to

understand how women give meaning to microbicides in a rural part of Kwaial.

4.2 Mixed methods

In this thesis | adopted a mixed methods resdaapproach that combines multiple qualitative
methods with quantitative methods. In all four of the empiricabpters | usegualitative data
collected during both idepth interviews and focus group discussions. In two of the four
empirical chapters | useguantitative as well asqualitative data. Below introduce the
literature on mixed methods research befodescriling the mixed methods design used for
the MDP 301 triahnd discusfng the mixed methods approach | adopted for the data analysis

and interpretationin my thesis

4.2.1 Mixed methods esearch

The debate regarding the different epistemological and ontological assumptions underpinning
qualitative and quantitative research is exters{Brannen, 200p However, mixed methods
research is often described as offering a third methodological approach that allows
researchers to draw on both qualitative and quantitative data simultaneo(&hghakkori,
2003. Mixed methods research has gained recognition over the last few decades with the
publication of two pringble text books(Creswell, 200,7/Tashakkori, 2003 the establishment

of a dedicated conference on mixed methods, a dedicated Journal of Mixed Methods Research

and an increasing number of pemviewed journal articles.

There ison-going debate about whether mixed methedesearch is a research methodology,
research design, or research data collection method. | use the broadest possible descamption
proposed by Creswell and Planto Clark( u]Z& u sz} o o NE o (B Z °]P
philosophical assumptioné « A oo « «<p v3]5 3]A v <pu dIG0FJA u 3Z} o
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There are various definitions of mixed methods research, although this definition by Johnson,

Onwuegbuzie and Turner is now widely accepted:

AD]E U 8Z} s E e+ E Z ]» 8Z 8C% }( E e E Z |v AZ] zZ
researchers combines elements of qualitative and quantitative approaches (e.g. use of
gualitative and quantitative viewpoints, data collection, analysis, inference techniques)
(}J& SZ %opE%}e }( E& SZ v %SZ }( pv @EobnsorvP v
2007;123.

The above definition allows for a variety of mixed methadsearch designs which can
determine the level of interaction between qualitativend quantitative methods, whether
they are used sequentially or consecutively, the ways in which the different methods are
combined, and the priority given to the differenpistemological methodologieéCreswell,
2011).

4.2.2 Mixed methods:MDP 301 trial

In MDP we used an integrated mixed methods appro®dbP used mixed methods research

in a number of ways. Before the trial we collected qualitative and quantitative data during the
feasibility and pilot studies and used the findings to depethe trial protocol and data
collection tools.A qualitative component was embedded within the trial with subsamples of
the cohort selected to participate in either IDs or FGBIso during the trialgualitative data

were collected in parallel during FGDwith community members not enrolled in the trial.
These various applications of mixed methods research have been well described in the

literature (Caracelli, 199,CCreswell, 2003Creswell, 200,/Creswell, 20111

MDP 301 was the firgnicrobicide clinical trial tause qualitative and quantitative data
combined sequential (before the trial), embedded (subsample of cohort) and parallel
(community) mixed methoddesign. Howevemixed methoddesigrs have been successfully

used ina number of other microbicide clinical trials as welloétser randomised control trials
(Brady, 2009Rogers, 2003Flemming, 2008Victor, 2004 MTN-003, 201). Themainrational

for the mixed methods approach in MDP 301 was to assess and improve the accuracy of self
reported sexual behavioutata (Pool, 2010a).He collection of accurate sexual behaviour data
was particularly important in the trial in order to monitor gel adherencé is inherently
difficult to collect accurate data osensitive topicsising &lf-reporting methods. In MDP we

Me ZSE] VP& %IEY Z AZ] Z v3 ]o -reppués s&xjal Behavidqur data

from multiple quantitative and qualitativeources]v. v ((}ES 3} u}A ~3}1A E A o

more composite and holistic picture, while at the same time accepting a necessary degree of
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pv &S JvSC ]v &§od, @1eg dke MDP 301 triangulation design and results of the
triangulation process have been published elsewh@weol, 2010aPool, 2010h

In addition, the collection of more idepth data onvaginal and anaex, gel andondom use,
and intravaginal cleansingnd insertionwere also considered critical to the interpretation of
the trial result. In the COL 1492 trial of9Nmicrobicide gel, the results differed across different
study populations in the various clinical frigites but these differences could not be
sufficiently explained (Van Damme, 2002 Consequently a thorough qualitative
understanding of sexual behaviour and practices in the research cewaiesconsidered of
particular importance to help explain any such differences in results if they aleserved in
MDP 301.

A major advantage adhe MDP 301 mixed methodtespn for qualitative researchers wahe
ability to link qualitative data to a much larger quantitative dataset. The main advarftag
gquantitative researchers vgathe ability to geta more indepth understanding from the
qualitative dataset. As such, this model alemithe use of interpretive, rich and emergent
analytic approaches within the constraints of a randomised control trial. However, the
challenges includ ensuing the intenal vaidity of the quantitative dataensuing that the
gualitative data weresufficiently rich and balancing the often opposing paradigms. The
strengths and weaknesses of using tinéxed methodsapproach for the MDP 301 trial have
been discussed elsewre(Pool, 2008

4.2.3 Mixed methods PhD

For my thesis, | built on theixed methods research approach by utilising thelitative and
quantitative datain the MDP 301 trialln order to address my overarching research question
about the compatibility of microbicidesvith sociccultural norms regarding sexuality and
sexualhealth, | defined 3 main research objectives. Based on the data collected in MDP 301 |

identified the most appropriate data sources to address each objective.

My first objective was to explore soemultural norms regarding intravaginal cleansing,
intravagnal insertion, love medicines, and sexual communication. For this purpose | used data
collected during FGDs with women and men from the local community. In the FGDs women

and men were asked to describe these semidtural norms and explain the reasorr hem.

My second objective was to assess the extent to which these norms would be considered
compatible with microbicides. Again | used data collected during FGDs with women and men
from the local communityln some casesywomen and men were asked to coder how,

hypothetically, these socioultural norms could impact on the use of microbicides.
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My third objective was to investigate the impact of these norms on the actual use of
microbicides. For this | used data collected during IDIs and FGDs wiiattiaipants and, in

some cases, IDIs with their male partndrsthe IDIs and FGDs women, and sometimes men,
were asked to describéhe sociccultural norms and explain the reason for them. | could
§Z & (}E }lu% E SE] o0 % ES3] déeulsdlendtnsgiuith%hdde ofewdinery

and men from the communityln some caseshey were also asked to consider how,
hypothetically, these socioultural norms could impact on the use of microbicides for other
women and men in the community. Again thi® 0} A u S} lu% & SE] 0o % CE
perceptions of the impact of socitultural norms on microbicides with those of women and
men from the community. Finally, in the IDIs and FGDs women were asked to describe their
experiences of using the microbieichnd in some casedjow the sociecultural norms had
impacted on their own use of microbicides in the trial. This allowed me to explore the actual

use of microbicides within the context of these secidtural norms.

To some extent, addressing these threbjectiveswould have been sufficient to answer my
PhD question regarding the compatibility of microbicides with seaituralnormsof sexuality

and sexual healthHowever, qualitative data alone would not have been able to quantify the
impact of cultwal norms on actual practice. Through MDP 301 | had access to quantitative
data on intravaginal cleansing and communication about the gel among trial participants. This
provided an opportunity to quantify these practices. While the qualitative data provaddch

and indepth understanding of these phenomena, the quantitative data measured the
behaviour and, as such, provided insight into the impact of sogiwral norms on the

acceptability of microbicides.

Although quantitative data were available oimtravaginal insertion, the practice was
discouraged during the trial and the prevalence was so low that a description of the
quantitative data was not informative. We did not collect quantitative data on love medicines
as the topic only emerged as beinginterest in the IDIs and FGDs during the tiiahad not

emerged during the prior feasibility or pilot studies.

Therefore in order to best address my research objectives | use IDI and FGD qualitative data in
all four empirical chapters andualitative and quantitéive data in two of the empirical
chapters (5 and 8)As described in sectiod.2.2, qualitative and quantitative data were
collected concurrentlyduring the trial | analysed the qualitativéDl and FGD datagnd
quantitative data separately butconcurrently. | compared and contrasted the similarities and
differences between the dataset3hisallowed me to takea second look at the IDI data after

considering the FGD findings and vice versa, as well as takiecpad look at the quantitative
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data after considering thgualitative findings and vice versa. Finally | merged or mixed the

results during the interpretation stage.

4.3 A critical reflection onmy methodology

The advantages and limitations of IDIs, FGDs and CRFs as data collection methods have been
extensively describe@Collumbien, 201R In this section | critically reflect on using a mixed

method approach to address the specific aims of my PhD.

4.3.1 Mixed qualitative methods

As described above igection4.2.3 | use mixed qualitative methods (IDIs and FGDs) in all 4
empirical chapters. It is well established that IDIs arertiast appropriate way of collecting
data on individual behaviour while FGDs are the most appropriate way of collecting data on

cultural norms and attitude@Jlin, 2003. This was equally true in the MDP study.

Although we collected data on cultural norms in botHd@ndFGDs, the FGDs were the most
valuable source of information abowultural norms as the group environment moderated
exaggerated or extreme opinionsThe FGDs facilitatedhe collection of respondent
independent datan terms of people reporting on other g %o ob¢Raviour,within an informal

and relaxed group environmelin, 2003. However, the FGDs were also a valuable source of
indirect selfreported datain terms ofrespondents talking about themselves in the guise of
S ol]vP Ius AZ § PpdZ 2Ok THe FGDs, even more so than IDIs, tapped into

cultural norms of using storytelling to describe social realities and experi¢Geas 200y

The IDIs, on the other hand, were the most valuable source of information on individual
behaviour. The iepth interviews provided more time and space for the interviewer to build
rapport with participants and mbe about their individual sexual behaviour and experiences,
in a private environmentAlthough IDIs are subject smcialdesirability bias, evidence suggests
that they can be a more proficient way of eliciting sensitive information than using(B&dts
2010D.

The mix of IDIrad FGDyualitative methodsvasthe most appropriate for exploring botocic
cultural norms andbehaviourrelating to intravaginal cleansing, intravaginal insertion, love
medicines and sexual communication. Collumbien has argued that the use of datéddtbm

IDIs and FGDs is particularly useful for research on sexuality and sexual(Beatbj. By

using mixed qualitative methods | was able to compare and contrast opinions regarding socio
cultural norms between women enrolled in the trial and womest enrolled in the trial, and
between women and men, as well as compare and contrast opinions regarding cultural norms

and individual experience and practice. While this did not overcome the challenge of women
90



providing socially desirable responses inagmg sensitive sexual behaviours, it did allow me

to couch individual practice within the broader context of seaidtural expectations.

Both the indepth interviews and focus group discussions were sgroictured. Thismeant

that each topic was systeatically discussed in every IDI and FGD. It also meant that the IDIs
and FGDs were formatted so that less sensitive topics were discussed first and more sensitive
topics could be addressed later when rapport with the interviewer had been established. Semi
structured formats do not allow for completely free flowing conversation in the way that
unstructured formats do. However, the fact that the IDIs and FGDs were only semi and not
completely structured did facilitate flexibility in exploring themplexand dynamic nature of

the specifiphenomenaof interest.

In addition the regularity with which IDIs and FGDs were conducted allowed emerging topics
and themes to be fed back into subsequent discussions. The topic of love medicines is a prime
example. Love medicine was not a flefined topic but emerged during discussiasisout
vaginal practices. The longitudinal nature of the IDIs and the frequency of the FGDs, allowed
me to have the topic probed in subsequent discussions in addition to arranging an interview
and FGD with key informants, as describedhapter7. A imitation of FGD data is that @an

be difficult to verify. ldweverin this study,the frequency with which FGDs were conducted
meant that dominant hemescould be verified in terms of the regularity with which they
emerged,and these themes coulde fed back into group discussiotigereby providing an

opportunity to test assumptins about specific cultural norms

Another frequently reported limitatiorof IDIs and FGDs is that the cost and capacity needs
generally only make it feasible to interview a ssample of the trial cohort. Although this was
true of the MDP trial, the number of IDIs and FGDs that were conducted was far beyond the
number requiredto address the questions of interest or the number needed to reach data

saturation(Kielmann, 201

To explore the compatibility of microbicides within the context of saxitiural normsof
sexuality and sexual health, | also need to understand how women perceived the gel. As such |
was particularly inteested in understanding the experience of using a microbiciden the
perspectiveof women using microbicides in clinical trigidontgomery, 2010h IDIs with
women using microbicidegrovide the best way to achieve this and enabled madopt an
emicapproach toA} u v facceptabilityof microbicides In this context | use the term emic to
refer to the local concepts and factors that are meaningful to the women using the gel, i.e. the
Zlve] @& A] A[X | pe+ §Z]etiverspectzerased pnwhat ismeaningful to the
researcher and the @ntific commuv]SCU ]X X §Z Z T his eppr@acihhadjeen used
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in other areas of public health research and is a useful way of applying anthropological
methods to applied question@Boyce, 1988Clark, 2001 Collumbien, 200% By approaching
aceptability from anemic perspectivel was able to take account of cultural concepts and
factors that are meaningful to women in relation to how they incorporate microbgidt®

their sexual lives.The counterbalance to this advantage of IDIs is thatititerpretations are

very specific to the local community and are unlikely to be generalizable beyond the area.

Nonetheless, the results can highlight issues for exploration in other settings.

4.3.2 Mixed qualitative and quantitative methods

As described above isection4.2.3 | use mixed qualitative and quantitative methods (IDls,
FGDs, and CRFs) in 2 empirical chapters. Unlike the qualitative data, the quantitative data
provide generalizable and representativiedings from the entire cohort. The use @RFs
facilitated the systematiaollecion of data on intravaginal cleansing and communication
about the gel. The CRFs were administered in the clinic by counsellors who the participants
were familiar with due taheir monthly visits. As such there was more rapport between the
interviewer and interviewee than is typical in the collection of questionnaire data. The flip side
of this relationship between the interviewer and interviewee is that the data were colldnged

staff members who counselled women about safer sex and gel adherence. CRFs are already
prone to desirability bias, and the role of the CRF interviewer as a counsellor could have
exacerbated this even further as respondents may have provided answetsatiéded

embarrassment and projected their actions in a favourable [[§isher, 1998

By CRFs being administered, instead of-aatfipleted, interviewers were able tprobe and

ask followup questions and clarify inconsistencies in responses in a single CRF (internal
consistency) and across oth€@RFgexternal consistency)lhe vast majority of the questions

were closed as CRFs are not an efficient way to collect responses to open questions. As such
the main disadvantage of collecting data on practices that are socially constructed using CRFs
was that they were inflexible and required a fixed ans\fool, 2010a Although the CRF
guestions were informed by qualitativeesearchin the feasibility and pilot studies, they still
reflected a predominantly etiapproach The mainadvantage of the quantitative data, was

that it helped to put the qualitative findings into perspective and to a lesser extent, helped to
validate the qualitative findings on the impact of secidtural normson gel usgCollumbien,

2012).

Although qualitative data are often considered by quantitative researchers more prone to
JvP Jv(op v C SZ E -+ & Z E[* % E-}v(damerstey, V1997 ]} Cv @

the inclusion/exclusion of variables, categorisations of variables and interpretations of
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quantitative data are also prone to manipulation. As such | was conscious of considering my

own cultural frames of referencand biases throughat the analyses.

The main benefit othe mixed qualitative and quantitative methods research approactat
collectively the various data types provide a more complete understanding of the phenomena
of interest than either data type could do individuallgombine the variouslata u §Z} « ~§}
%oSUE ](( E vS Ju vel}lve }( SZ (Wlin, 208Z1% The qhalitative data
elucidate the reasons behind specific phenomena, and the quantitative gladentify the
phenomena within the triatohort. The use ofnixed methodsallowed meto comparetextual
and numerical findingsfor convergence and divergend@orrow, 2008). Individually the
qualitative or quantitative data would not be able to both characterise and situate the findings

within the cultural context.

The major challenge of using multiple data methods is that it can be difficult to merge findings
at the interpretation stage as each set of findings are addressing a single topic but from a
different perspective. It can be equally clealfjing to explain divergent evidence from findings.

| discuss the implications of these challenges in the empirical chapters.

4.3.3 Working with translated data

Both the qualitative and quantitative data were collected in Zulu. | am not proficient in Zulu
and therefore analysed all of the data in Engli$here are multiple challenges to workingth
translated dataThere are three issues that | wanteflect on here 1) collecting data in Zulu;

2) translating language; and Banslating meaning.
Collectingdata in Zulu

| did not personally collect the qualitative or quantitative data. This is a limitation as | was not
able to directly pursue leads and seek clarifications during intervieMewever, here are
substantialbenefits in matching theharacteristts ofinterviewerinterviewee, especially when
discussing sensitive and culturally relative toggsidman, 2006 During the feasibilit studyl

found that interviewees expressed a preference for interviewers to be the same sex, age and
local to the area. dZ Jeen }( JvP Zo} o[ A« & o § §} Oo]JvPu]*8] X
dominant language in KwaZudNatal, there are substantiaifferences between what is called

Z %o e fisiglu esijulilp pe Jv 832 u}&® EuE o E -+ iSIZUZpPE v
sasedolobhepiused in the cities. The main difference is the extent to which urban Zulu
incorporates words from other South Africaanguages. However, the dialects are distinct
enough so that people who are raised speaking urban Zulu would not understand certain

words used in deep Zulul therefore placed great emphasis on the fact that all research

93



assistantsand counsellorswere Zuli and from the local area of Umkhanyakudealso
attempted to match the sex and age of the interviewer (research assistant or counsellor) with
the respondent where possible. In terms of my PhD analysis, the benefits of intatch

interviewer and interviewe@utweighed the limitations of not personally collecting the data.

Translating language

English to ZuluThe IDI and FGD guides and CRFs were translated from English to Zulu. A series
of workshops were conducted to identify, and then test, the most apged@rZulu words,
especially for behaviour which could be considered culturally sensitive, such as intravaginal
insertion. The Zulu words were tested during the feasibility and pilot studies. The agreed upon
Zulu words were used consistently in both quaiita and quantitative data collection. In my
analysis, this meant | was able to distinguish between standard terms used by the research

staff and terms introduced by the respondents.

Zulu to EnglishAs described in chapt&section3.5.], the IDIs and FGDs were transcribed in
Zulu and translated into Englishith extensive quality control checks. Although | am not
proficient in Zulu, by retaining the Zulu text in the trangtiiwas able to list the Zulu words
used to describe particular phenomena of interest during my analysis. | was then able to rank
these words in order of use frequency and consider the implications of using one word as

opposed to another in the text.

Translating meaning

Although | could feel confident in the quality of the translated language, extrapolating
meaning around cultural norms from translated data is a particular challeng€eésing and
Strathern argue, the analysis of well translated text ig}3$ NeZ}ES pus 8} pos
pv  E-+S v(1998;33. It is necessary to explore the meanings attached to words in order

to capture the nuance of local understandin@ollumbien, 201p Keesing an&trathernhave

argued that cultural differences are often exaggerated when anthropologists tiytéopret
conventionalways of talking about experiencéso literally (1998. In an effort to grasp the
meanings expressed in the textual data and not exaggerate interpretation through literal
translation, | conducted regular workshops with the social science team up until | left the area

in December 2009.

As anexample, | conducted a workshop to discussrbiances of the language used in relation
to sexand intravaginal insertions that | presentdéhapter6. | identified the keyZulu words

and phrases used in relation to sexd then during the workshojmterrogated the vernacular
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meanings and the contexts within which the words were usEne social science staff
members whowere bornin the area and were primarguluspeakersattended the workshop.

The interrogation of the vernacular terms included listing all words used in the study to
describe sexual experiences, discussing alternative uses of each word in sentences not related
to sex, listing alternative words thabuld have been used to describe the same experiences
but were not, cross referencing words used to describe intravaginal insertion and gel usage,
and, finally, categorising the words into assted experiences. These workshops enabled me

to thoroughly tallenge my interpretations of not only the Zulu words but also the meanings

attached to them.

Although my command of Zulu is very limited, my knowledge of South African society is
substantial. From 1996 to 1999 | studied African history and politics igrm Z o} &E]|- PE

(} ue]vP }v Atusz (€] X [/ }v pu § e }Jv EGC E + & Z v :}Z vV
thesis in 1999. From 2001 to 2003 | studied reproductive and sexual health research for my

D «S E]J- PE P lv (} pe]vP <« %ofridd.]l commQctéd prirhary Zesearch in
Umkhanyakude for 4 months in 2003 which included conducting 15-seudtured interviews

with the assistance of a Zulu speaking interpreter. During the codrgeedVIDP trial, | lived in

the rural community of Umkhayakude for almost 6 years (2004 to 2009) and participated in

all aspects of social life. This long term andié@pth relationship with South Africa provided

great insight into the social and cultural dynamics of the area. This familiarity with Zuluysociet

greatly enhanced my understanding of cultural meanings and my interpretation of the data.

However there were also advantages to my analysis of me not being Zulu. As a foreigner my
Z}use] E[ 35 Spue u vs 832 5/} « EA 1 o Gomshned tw} EemeJubt] $Z 1 u s
2000. One example was in the interpretation of the qualitative datahapter6. | presented
preliminary interpretations to the social science team suggesting that the use of microbicide
Po vzZyv A}u v[e- eas@Eq The%oaoial science team all acknowledged that women
talked about sexual pleasure yet they rejected my interpretation of the data. They stated that
sexual pleasure in Zulu society was the prerogative of the male and therefore when women
were talking }p3 Z%o0 *pE [ 3Z C A E E ( EE]VP 38} 3Z ]E % ESv
in sexually satisfying their partner. | subsequently presented textual data from approximately
20 interviews which | believed reflected examples of women talking aboutsgkeasure for

their male partner, themselves, or both themselves and their partners. Two research assistants
and | independently coded the text against these 3 categories i.e. male pleasure, female
pleasure, pleasure for both. On comparison we had 10886ardance with the categories and

the social science team agreed that women were describing their own sexual pleasure despite
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this being against cultural convention. In this way, my interpretation of the data was not

influenced or constrained by dominaatltural norms.

4.4 Qualitative data

4.4.1 Qualitative data preparation

During the triall quality controlled English translations of IDIs and FGDs for completeness and
comprehension as well age-translaions of Zulu transcriptions for accuraclcoded the
gualiative dataand trained the social science coordinator (Misiwe Mzimela) and social science
supervisor (Sizakele Sukazi) to code data in NVivieoR.MDP 301 he datawere coded
according to broad and fine codirmptegories that were predefined in trial giglines, whi¢

also allowing for open coding for emerging themes and concéptyatzis, 1998 During
coding each qualitative coder completed codimgmosin NVivoto document observations
relating to the quality of the interview or FGD, as well as the quality of the transcription and
translation In addition, eachgualitative coder was assigned a specific topic to fine céole
example gel acceptability, condom use or vaginal practidasng fine codinga&ch qualitative
coder completed a topic journal inMiWo to document points of interest such as emerging

themes, consistent and inconsistent opinions, or the use of particular words or descriptions.

I met with the other 2qualitative codergMisiwe and Sizakele) on a monthly basis to discuss
coding. This includedperational issues such as theality of the interviews and staff training

needs, as well as analytical issues such as coding newly emerging themes and consistency of
coding across codersiVe reviewed Z }SZ E&[+ } ]vPRand disgussed the topic
journals Both Misiwe and Sizakele coded the data ituzand English, whereas | coded the

data in EnglishWe discussed thauances in the translati@from Zulu to Engliskuring the

monthly meetings

During the trial, 1 continually analysed and interpreted the qualitative data and discussed
interpretations of the findings at the monthly meetings. Alternative interpretations or
understandings of the data were discussed in great detail. Findings froraralyses were
presented to MDP staff as well as the broader Africa Centre staff, MDRpadriatipants and
Africa CentreCABmembersto gauge thecredibility and trustworthinessof themes and
interpretations. If there were 8y surprises odisageements about interpretationd, revisited

the data and reviewedhe coding and interpretation. Where necessargoughtclarity from

the interviewee, key informants, or discusséte findingsin FGDs or workshops until we

reached agreement that the interpretatisnwereaccurate
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For the purpose of my PhD thesiselturned to the original transcripts and appliecsaparate

coding schema specific to my PhDdid this because during the trial the coding process
focused exclusively on the main trial outcome measures, such as gel adherence. By returning
to the original transcripts | was able to approdtie data purely from the perspective omy
PhDresearch question. Despite coding the data separately for my PhD, the iterative process of
data coding and interpretation during the trial greatly enhanced my understanding of the data,

as well as ensuring that data were legted to a very high standard of quality.

4.4.2 Qualitative data analysis

There are now a number of guides to qualitative data analysis that focus on applied field
research and draw on experiences from {gPévention research{Ulin, 2002 Kielmann, 2011
Collumbien, 201p | use a thematic analysis approach adapted from Ulin €012;135166)

and use the Kielmann and Collumbien guides to illustrate the analysis process | used.
Terminology

Duing my analysis | applied operational categories to the data to help me group the data and
explore it systematically. | distinguished between what | categorised as topics, themes and

concepts. Below | describe how | defined these operational categari@sydmy analysis:

Topie. these are the overarching phenomena of interest. For this analysis the topics are gel
acceptability, intravaginal cleansing, intravaginal insertion, love medicines, and sexual

communication.

Themes. these emerged from each topiand explained certain aspects of the topic. For
example within the topic of intravaginal insertion, themes included knowledge of insertion,
products used for insertion, reasons for insertion etc. In many cases there could be multiple
layers of themes, foexample within reasons for insertion there were gihiemes of hot, tight

and dry sex.

Conceptsthese emanated from topics or themes but | distinguished them from themes or
subthemes. In the main a concept would be relevant across topics or themes. &opk in

§Z Jv8E A P]v o Jve ES]}Vv VvV 0Ce]*U Ze £ 0 %0 spE [ u EP
gel acceptability and intravaginal insertion (topics), as well as reasons for insertion and
experiences of gel use (themes). | handled concepts insttiee way as | handled themes

during the analysis, which | explain below.
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Process of analysis

| coded the IDIs and FGDs for the trial from May 2006 to December 2009. | first conducted
analysis specifically for my PhDlate 2008 and completed the last alysis in May 2012. The
coding process has been iterative and pragmatic due to 1) the duration over which | have been
immersed in the data, 2) the large quantity of qualitative data included in this analysis, and 3)
the fact that | am exploring 5 distingtet overlapping topics. | describe the topic specific
analysis in the relevant empirical chapters. However, below | describe the basic principles of
reading, coding, displaying, reducing and interpreting that | applied to each an@lisis
2002.

Reading This is ofta referred to as familiarisation or immersion. By reading through each
transcript in Nivo | immersed myself in the data. | also read both the codiegios and topic
journals. Whilereading the IDI transcripts | created what | called a case hisfimgadsheet |
prepared an Excedpread sheetwith a row per individual woman interviewed. | used the
spread sheeto make notes for my own reference, to both help my recall of the textual data as
well as aid my own thought process. | could add, hide, delefgy,@aste and sort columns as
necessary as my thinking progressed. | found it easier to collate and reference my notes about
individual women on aspread sheethan in anNVivo journal. Given the vast number of
interviews included in this analysis, thieopess allowedne to make notes on the context of

A}u v[e o]A retaiwvindividual stories of the women across different analyses

Coding My first coding approacth e HSJA o/ } % E (]v Z3}%] [ 3Z
as relevant in the existinigerature (Kielmann, 2011 | read through each trescript and broad
coded all text relating to each topic. | dealt with one topic at a time, eventually broad coding
all data relating to gel acceptability, intravaginal cleansing, intravaginal insertion, love
medicines, and sexual communication. During tliist stage of coding, | noted emerging
themes. My second coding approach was inductigel developed codes on the basis of the
textual data. | conducted a coding sort for each topic thereby collating all text relating to the
topic in a single filgUlin, 2002;138 | organised the themes and stitemes that | had
identified so far and assigned tentative codes. As | read through the topic | fine coded the data
with the codes | had identified, and noted possible new codes, the potential to nuades,

and evidence that challenged existing codes. | usually interspersed broad and fine coding, for
example | would broad and fine code all IDIs from Mtubatuba clinic before moving onto the
IDIs from KwaMsane clinic. If subsequent coding resulted ingdsato the coding scheme, |
revisited the peviously coded transcripts ook againat the data and if necessary revise the

codes. | constructed the coding schemes for IDIs and FGDs separately so as not to superimpose
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themes from one data collection sare onto another data collection source. However | did
compare and contrast themes across the two data sources and adjust the coding scheme for
each when appropriate. As such the coding scheme continuously evigtied 2002;14Y. By
allowing tre themes to emerge from the data and conducting the broad and fine coding
Jvd Eu]3s v3oCU / oo0}A §Z § 8} Ze% I[ 8} u U <« <] ou vv
pre-defining coding for suthemes(2011;65. This process of dad@riven coding is based on
grounded theory méhods(Glaser, 196y

While coding | noted issues that could affect data credibility or impact on the wegigén to
certain opinions. For example, | noted if a theme emerged in responsdisttussions
introduced by the interviewer or emerged spontaneously, when questions weading or
loaded, whether responses were based on first or second hand accounts, and wiagether
individual hadcontradictory opiniongUlin, 2002;158 In FGDs | also particularly noted which
participants were unresponsivehich participantsvere very vocal, and when opinions of the

group were influenced or swayed by particular individuals.

Displaying. ho]v e E] * ]J*%o0 C]JVvP S "o C]JvP }us }E& s I]vP
IVIA & o § 5} §Z u _ ]Jv }& & S8} 7S pgusngCthe Gariattoh, wé|}v S}
richness, of each theme, separating qualitative and quantitative aspects and noting differences
SA v ]Jv JA] g4 os }E u}vRIing200CEISER %S such, | looked at each theme
individually and mapped patternis the textual data. | started by looking at the frequency
distribution of thematic codes and ranked opinions from the majority to the minority
perspectives, thereby giving weight to the dominant opinions but retaining the marginal
opinions. This reducethe risk in qualitative analysis of using data selectively to support
interpretation (Collumbien, 2012;731 proceeded by mapping out the richness and variation in
each suktheme, for example, by differentiating between discussions that were livelyusers
stagnant, descriptions that were detailed vessgeneral, andpinions that were emotive
verss dispassionate. | identified patterns in the data and subsequently dissected these
patterns, for example, by comparing and contrasting opinions of younger ter ol
respondents, females to males, rural to urbeesidents and trial participants to community
members. In addition | looked for consistent or contradictory opinions of individuals within
interviews or across multiple interviews, as well as explorintpfadhat influenced consistent
or contradictory options between individuals such as traditional or modern perspectives. |
regularly tested and challenged the emerging patterns, often using the search optihivgvio
for this purpose. | consistently codsired the credibility of the data when assigning priority to
differing opinions. Displaying the data and looking for patterns facilitated a process of constant
comparison within a single theme across transcrijtg&lmann, 2011;65 This allowed me to
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crystalize the thematic coding lseme and start interpreting the data. Again, this is a familiar

technique in grounded theor{Glaser, 196}

Interpreting At the stage of interpretation, | continuously returned to the main research
question that | posed for this PhD: Amicrobicides compatible witlsociccultural norms
regarding sexuality andexual health in rural KwaZuNatal, South Africa | attempted to
identify and explain the core meanings of each topic in relation to their relevance for
microbicides. During the trial, | was able to check the credibility and trustworthiness of my PhD
interpretations with the MDP team, participants and CAB. From January 2010 onwards, when |
relocated to London, | presented my interpretations to Misiwe Mzimela (the social science
coordinator and canvestigator) and Hlengiwe Ndlovu (the clinic coordinatamd co
investigator) during regular emails and Skype calls. | met both Misiwe and Hlengiwe in person
in 2012 and discussed my interpretations in their entirety. | also had feedback on written
material from Sizakele Sukazi. In addition, | discussed my piatations with two
anthropologists who had worked in KwaziNatal on love medicines and/or vaginal practices,
Annete Wickstrom(Wickstrém, 2010 Wickstrém, 2008aand Fiona Scorgiéscorgie, 2009
Scorgie, 2011 Scorgie, 2010 Scorgie, 2002 | was able to compare and contrast my
interpretations with their own and discuss similarities and differences. These review processes

ensured | felt confident about the credibility and trustworthiness of my interpretations.

In the main | presentmy interpretations in the thesiby theme and sutheme. | usually
present the sukthemesin a weighted fashion, presenting the most frequently reported
themes first and the least reported lasthdbte when a comment is atypical or coatlictory.|

use exemplaryand representativequotes to illustrate specific themesiorms and shared
perspectivegUlin, 2002;1824). | also use provocative quotes to highlight more marginal or
extreme perspectives. | source all quotes documenting whether they were recorded in an IDI
or FGD, by a woman or a man, and, where available, report the age of the respondent.
Throughout the theis | have tracked my use of quotes to ensure that a good distribution of IDI

V &' ¢ % ES] ]% v3i[s A})] « E ]Jv op X

4.4.3 Analytical ®nsiderations
There are two analytical considerations of note that | discuss below, these are the issue of data
saturation in qualitative analysis and the use of software for qualitative data analysis. In

section 4.3.3 | have already discussed the challenges of working with translated data.
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Data Saturation

In MDP 301 trial participants were selected fordepth interviewsrandomly inorder to be

able to interview a representative sample of the trial cohand make inferences about the
whole trial cohort For my PhD, did not necessarily need a randosample or data thatvould

be generalizable. In trying to understand tkeciocultural norms relating tosexuality and
sexual health| wanted to be able to capture the breadth and variations in perspectives. As
such, | could havstopped analysis when | had reachedta saturation. Ulin describes data
saturation as being reaZ AZ mo few or relevant data seem to emerge regarding a
category under study, the category is well developed in terms of its properties and dimensions
demonstrating variation, and the relationships among categories \sell established and
validaten A $(2002;29. Indeed, | completed the analysis and interpretation of data on
intravaginal insertion (chapte8) before the end of data collection but after data saturation
had been achievedThese findings were published in support of my Ridafos, 201D
Although | did not extend the analysis for the thesis | did review daéa that was
subsequently collected to ensure the findings were not contradictbigwever, given that |

had access to such a vast quantity qpfalitative data,except for chapter 61 decided to
continue analysis beyond the point of data saturatidrfelt that the sheer volume of the
gualitative data, the fact that it was collected in IDIs as well as FGDs, and the consistency with
which themesrecurred, helped to maximise the rigour of my interpretati@ollumbien,

2012 Kielmann, 201 The inclusion of all IDIs and FGDereased tle strength of my

interpretation but did not decrease the depth or breath with which | explored the topics.
Qualitative data analysis software

During this analysis | used NVivo version 2.0 latat version 8.0NVivois a very useful data
managmernt tool but does not have analgsfunctions(Collumbien, 2012;72 The advantages

of using NVivo for data management have beegll documented (see Di Gregoffior a case
study of MDP)2008;196210). These include the ability to manage data, manage ideasyquer
data, graphically model data, and report from the d@Bmzeley, 2007 However,there hase

been methodological concerns raised about the use of softwarejualitative analysisfor
example that it mightdistancethe researcher from their data(Kelle, 1995 Ulin, 2002.
However, for my PhD analysis, | utilised NVivo as a data management tool while remaining
immersed in the data. | specifically benefited from the ability to file and code large quantities
of qualitative datalink data to journals, look at data longitudinally across interviews or-inter
relationally across couples, sort data by individual or group attributes, and search textual data

systematically by codes, matrices or text words.
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4.5 Quantitative data

| use quantitative data in two chaptershapter5 on intravaginal cleansing arahapter8 on
sexual communicationln both chapters | conduct univariate and multivariate analydes.
describe thedependent variables used for these analyses in the relevant empirical chapters. In
this section | dscribe theindependent demographic, soceconomic, sexual behaviour and

trial related variables used in these analyses.

4.5.1 Demographicand socieeconomicvariables
At screeningndividual demographic, householttmographic andouseholdsociceconomic
datawere collected by counsellors on CRFs. The demographic CRF is attashpdratix Fl

use the following variables in my analyses:
Individual demographid§able 41):

x Age
X Education
X Employment

X Religion

In categorising religign was particularly interested in the impact of the Shembe religion in the
analyses aShembe promotes traditionalist Zulu values and beliefs, such as polygamy, the role

of the ancestors and the use of faith heal{iitgexham, 1996
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Table4-1: Individualdemographicvariables

Variable CRF questiofs) CRFesponses Analytical categories
Age Date of visit [Dates (or age if date of x 18to24
Date of birth birth unknown) X 25to 34
x 35to44
x 45 or older
Education What is the highest level of x None X Primary or lower
education you gained? X Incomplete primary X Any secondary
X Complete primary X  Any tertiary.
X Incomplete secondary
x Complete secondary
X Incomplete tertiary
X Complete tertiary
X Incomplete secondary
with some vocational
training
Employment| How would you define your x  Employed fultime x  Employed (paror full time)
employment status? x Employed partime x  Unemployed
X Student
X  Work seeker
x  Unemployed
X  Housewife
X  Retired
x  Other (free text)
Religion What religion do you belong to?| x Christian (protestant) | x Christian
x  Christian (catholic), X  Zionist
x  Christian (unspecified)] x Shembe
x  Traditional African x  Other
X Seventh day Adventistl x No religion
X
X
X
X
X
X
X
X

Born again Christian
Muslim

Hindu

Zionist

Shembe

Jehovah's Witness,
None

Other (free text)

Household demographiesd socieeconomicgTable 42):

x Head of household

X Householdsize

X Water source

X Fuel source

X Assets
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Table4-2: Householddemographicand socieeconomicvariables

Variable CRF questiofs) CRFesponses Analytical categories
Head of Who would you say is the head| x Self x lf
household | of your household? X Partner X  Partner
x  Sibling X Parent/parentin-law
x Child x  Other
x  Daughter/Son in law
x Parent
X  Mother/Father in law
X  Other relative
X Niece/Nephew
x  Other (free text)
Household | How many people usually sleep| [List number] Number of people per room
size in your household? used for sleeping
How many rooms in your X 4 people or more
household are used for sleeping X 3 people per room
X 2 people per room
X 1 person per room
Water What is currently the most often| [Free text] x Inside house
source used source of drinking water in X Public tap
your household? x  Community source
x Free flowing
Fuel source | What is the main fuel you use fq [Free text] x  Electricity,
cooking? x Gas
x  Paraffin,
X Wood
Assets Does your household have: x  Electricity Binary: yes/no
X Aradio
X Atelevision
x Atelephone
X A refrigerator
Assets Does ay member of you X A bicycle Binary: yes/no
household own: X Sheet or cattle

We did not collect data on marital status or cohabitation with partners in the trial and
% E}YEC Jv] 31E (JE

relationship statusl assume that reporting a partner as a head of the household is a good

therefore | use the head of householcategoryprimarily e

proxy measure for ctabitation and reporting the self as a head of household is a good proxy
measure for norco-habitation. However, reports that the head of theusehold is a parent or

another family member does not preclude-habitation with a partner.

I manually coded He free text water and fuel source variables and categorised them

sequentially from the most expensive to the least expensaercegMartins, 2005.

4.5.2 Sexual behaviour variables

Sexual behaviour dataere collected at every visiy counsellors on CRF&elcontents of the
CRFs differedt screening, enrolment and during shortdeks 8, 12, 16, 20, 28, 32, 36, 44) 48
or long (weeks 4, 24, 40, 5Bghaviouralinterviews. The Sexual Behaviour CRFEscreening),

2 (enrolment) and 4 (long behavioural intervievasg attached aappendix F
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| use the followingexual behaviouvariebles in my analysg3able 43):

X Age at first sex

x Contraceptive uséreported at enrolment)

X Multiple partners

X Sex during menstruation

X Clinical biomarkers

Table4-3: Sexual behaviouvariables

Variable CRFyuestion (s) CRFesponses Analytical categories
Age at first How old were you the firsttime| x Less than 15 years X Lessthan 15 years
sex you had sexual intercourse? X 15to 19 years X 15to 19 years
(SB1 CRF) x 20 years of older x 20years of older
X  Never had sexual
intercourse
Contraceptive| Are you currently using any Yes or No x  Oral pill
use method of family planning? X Injectable
(SB2 CRF) If yes, which of the following x Pills X Serllls.ed
methods are you using? x  Diaphragm x No reliable form of
. contraceptive
[Taken from the enrolment visitf X njectable Nudisterate
X InjectableDepo [NB: condom categorised as ng
Provera a reliable method]
X Injectable other
x 1UCD
x  Norplant implant
X  Sterilisation
x Condom (male or
female)
x  Natural/rhythm
x  Foamljelly/spermicide
x  Traditional vaginal
x  Traditional oral
x  Traditional other
x  Other (free text)
Multiple How many different people [List number] Binary: yes/no
partners have you had sex with in the
(SBICRB) 0+ A IM_ ~A 18U
and 52)
Did you have more than one Yes or no
sexual partner during the cours
of thetrial? (week 52)
Sex during In the last 4 weeks have you hg Yes or no Binary: yes/no
menstruation | sex whilst you were
(SB4 CRF) menstruating? (weeks 4, 24, 40
and 52)
Clinical x  Pregnancy (everyisit) Positive or negative Binary: yes/no
biomarkers X HIV (week 12, 24, 40 and

52)

x  Syphilis(weeks 24 and 52

X  Trichomonas Vaginalis
(week 24)

X  Neisseria gonorrhoea
(week 24)

x  chlamydia trachomatis

(week 24)
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At the long behavioural interviewsnore detaled information was collected about each sex

actin the last week, or if the woman had not had sex in the last week, gaehsex act in the

last four weeks. For each sex act women were askeeries of questions, includinfythey

used a condom and if they used gel.

| created the following variables using this per sex act (Bdidble 44):

X Average exual frequencyn last weelat week 4

x Sexual frequencin last week on average during the trial

X Condom use at week 4

X Condom ue on average durinthe trial

X Gel use on average during the trial

Table4-4: Sexual behaviouvariablesbased on per sex act data

Variable CRF questiofs) CRFeasponses Analytical categories
Average sxual x Describe eachex acts in the last week [Listdetails of x 0
frequencyin last (week 4) each act x 13
weekat week 4 [total number summed] X 4-6
X 79
x 10 or more
Sexual fregencyin | x Describe each sex acts in the last week | [Listdetails of x 13
last weekon (week 4, 24, 40, 52) each act X 46
average during the | [total number summed andivided by the x 79
trial number oflongvisits attended] X 10 or more
Condom use at x  Did you use @ondom duringhis sex ac? | [Yes or nger sex | x Every sex act
week 4 (week 4) act] X Not every sex
(asked for every sex alisted in the last act (sometimes
weekl4 weeks) or never)
[total number summed and divided by the
number of sex acts]
Condom use on x  Did you use @ondom during this sex act] [[Yes or nger x  Always
average duringhe (week 4, 24, 40, 52) sex act] X Sometimes
trial (asked for every sex alisted in the last X  Never

weekl4 weeks)

[total number summed and divided by the
number of sex actdivided by nhumber ofong
visits attended

Gel use on average
during the trial

x  Did you use gddefore this sex a®t(week
4, 24, 40, 52)

(asked for every sex alisted in the last

weekl4 weeks)

[total number summed and divided by the

number of sex actdivided by number ofong

visitsattended

[Yes or nger sex
act]

x Bvery sex act

X  Not every sex
act (sometimes
or never)
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4.5.3 Trial participant variables
In addition to data collected on CRFs, | included the following variables in relation to trial

participation:

x Clinic of enrolment:l included a variable to indicate enrolment at KwaMsane,
Mtubatuba, or Madwaleni clinics.

x Gel allocation | included a variable to indicate randomisation to eith&®000 0.5%.
PRO2000 2%, or placebo .gelis important to note that although women indhtrial
could have been usin@.5%PR0O20002% PRO2000r a placebo gel, throughout the
§Z ]/ E ( & S} 00 SZ P o0°¢ pe VIS cJU®BJOE. < ZPF ] ] ]

X Previous participation | included abinary variable that defined ifwomen had
participated in the MDP feasibility or pilot studies prior to the trial.

X Area of residencyFor the purpose of my PhD analysis, | collected additional data on
the area of residency of each participafthe areaof residencywas categorized as
urban, geri-urban or rural on the basis of the resident@dnsity of the traditional or

municipal aredTanser, 2008

4.5.4 Quantitative data analysis

Data from each CRF were stored separately in the database. | extracted individusgtslata
from the Africa Centre MDP 301 databasetext filesand imported them initially into STATA
10.0 and ater STATA 11.0 (STATArporation, College Station, Texas, U3A)ersonally
conducted all quantitative data analysis presented in this thesis. The specific statistical

methods used for each analysis will be presented in the relevant empirical chapters.

4.6 Conclusion

In this chapter | have explained how | explore microbicide acceptability from a cultural
perspective and outlined the}v %o 3p o JVA VEYEC }( Z}A | %o %.d@a’ podpuE
laid out the mixed methods research approach as it apgiethe MDP 301 trial and my PhD.

All four empirical chaptersare based on mixed qualitative methods and two of these four
chapters are also based onmixed qualitative and quantitative methods. In the mixed
qualitative methods chapters, | use IDI and F@ado explore specific phenomena from
different perspectives i.e. sociultural norms regarding intravaginal cleansing and individual
intravaginal cleansing practiceBhe main advantage of this approach is thainexaminethe

multiplicity of sociecultural norms and explore individual behaviour within this contéxthe

mixed qualitative and quantitative method$apters, quantitative data are principally used to

describe specific pnomena, i.e. intravaginal cleansing and communication about the ge

107



Qualitative data are then used to elucidate the reasons behind specific phenomente
reasons foiintravaginal cleansing'he main advantage of this approach is that behaviours are
both characterised and the rationafer that behaviour is explo | use thematic coding for

the qualitative analysis which allows me to explore the acceptability of microbicides from the
emic perspective of women using this novel technolodyhave critically reflected on the
mixed methods research approach in thisapter andwill expand on the advantages and

limitations ofthesemixed methods approadsin the subsequent empirical chapters.
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5 Intravaginal cleansing in KwaZulNatal

Summary

As described in chaptdd, there isevidence that microbicidesieed to remainin situ post
ejaculation to prevent HIV infectiorConcerns regarding the compatibility of intravaginal
cleansing and microbicides have been repeatedly raised theeyears. However, there are
substantial gaps in our knowledge about pesital intravaginal cleansing practices among
women using ritrobicides In this chapter, | present results of a systematic review of the
literature on intravaginal cleansing in Africa. Using the MDP 301 data | ¢piore
intravaginal cleansing practices after sex in the Umkhanyakude District, considecusibgral
norms regarding intravaginal cleansing aadsessntravaginal cleansing among women in the
clinical trial. This analysis is based on quantitative data collected during the trial as well as
qualitative data collected during focygoup discussions and-tepth-interviews. The analyses
aim to understand the individual and soaaltural norms regarding intravaginal cleansing
after sex in KwaZuiMatal, in the context of microbicide gel use. By quantifying and qualifying
intravaginal cleansing practices, | exploreetiter the need for microbicides to remain situ

after sex runs counter to local pesbital cleansing practices in a rural part of Kwaz\dual.
5.1 Literature review

5.1.1 Intravaginal cleansing

As demonstrated from the literature review in chapter 2, onelef gaps in our understanding

of microbicide acceptability is in relation to the interface between vaginal practices and vaginal
microbicides(Mantell, 2005. Vaginal practices include a broad range of different practices
that women use to manage their health, hygeeand sexualitfHull, 201). Recently aWHO
multi-country study on gender, sexuality and vaginal practices (GSVP) identified seven distinct
classification®f vaginal practice¢Hilber, 2007. The classifications are describedrliable5-1

which is reproduced from Hull et £011). For the purpose of this thesis, | focus exclusively
on intravaginal cleasing (internal cleansing or washing inside the vagina) in this chapter and

intravaginal insertion (pushing or placing something inside the vagina) in the next chapter.

| conducted a systematic review of literature pertainiiogvaginal practices in Afac At the
point of search it was not possible to distinguish between different classifications of vaginal
practices and therefore | manually excluded studies that did not relate to intravaginal

cleansing or insertion
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Table 5-1: Classification of &ginal practices in the World Health Organization Gender,

Sexuality and Vaginal Practicesusly

1. External washing cleaning of the external area around the vagina and genitalia usif
product or substance witlor without water, normally using your hand. This excludes wasl
which occurs as part of general bodily hygiene.

2. Intravaginal cleansinginternal cleansing or washing inside the vagina includes wiping
internal genitalia with fingers and other sulbsices (e.g., cotton, cloths, paper) for the purpo
of removing fluids. It also includes douching, which is the pressurised shooting or pump
water or solution (including douching gel) into the vagina.

3. External application placing or rubbing varics substances or products to the extern
genitaliav that is the labia, clitoris, vulva.

4. Intravaginal insertion pushing or placing something inside the vagina (including powd
creams, herbs, tablets, sticks, stones, leaves, cotton, paper, tampssgetietc.) regardless g
the duration it is left inside.
5. Oral ingestion ingesting (drinking, swallowing) substances perceived to affect the vagina
uterus. This includes the ingestion of substances/medicines to dry or lubricate the vagina.
6.Vagiral streaming or smokinQy $Z ZZ+3 u]vP[[ }E& ZZeu}l]JvP[[ }( 8§12
source of heat (fire, coals, hot rocks) on which water, herbs, or oils are placed to create
or smoke.

7. Anatomical modificationW ~ZZ p3s|vP[[ , surgicd ¥sqcedufesPused for modifyin
the vagina, or restoration of the hymen; includes female genital circumcision, incision
insertion of substance into the lesion (scarification process, tattoos of the vulva or |3
excludes episiotomies or epations to repair a protruding uterus. In some countrig
elongation or pulling of the labia minora is practiced from early childhood.

| identified all articles that present primary findings and are pulglishn peefreviewed
journals. | restricted the review to studies in Africa at the point of search but included multi
country studies that included a single African counifpe criteria used for the systematic
literature review are explained iappendixG. The literature review was conducted January

2012in two stages: 1) Stage 1 (s1) search relates to articles identified during the systematic
review of literature in PubMed, Web of Knowledge and POPLINE search engines; 2) Stage 2

(s2) search relates taticles that were found on review of the articles reviewed in stage 1.

The systemic literature review identified 76 articles on intravaginal practices relating to
research in 21 SuBaharan African countrieSdble 5-2). Of these, 72 articles addressed
intravaginal cleansing and 51 addressed intravaginal insertion, 47 of which addressed both. In
this section | present evidence from the systematic revigwhe literature on intravaginal
cleansing in Africalable5-2 presents the manuscripts included in the review, lists the country

or countries wherethe study was conducted. The tabtetes if the paper reported specifically

on intravaginal cleansing (indicated with an X) or if the report included intravaginal cleansing
but reports of itdid not clearlyexclude other vaginal practices (indicated wéth O) and lists

the prevalence of intravaginal cleansing when reported in the manuscript.
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Table5-2: Systematiciterature review of intravaginal &2ansing in Africa

No | Reference Country v IV Cleansing
Cleansing| Prevalence
1 Allen 2010 Tanzania X 75%
2 Allen 2007 Tanzania X 36-53%
3 Baeten 2009 Kenya (FSW) X 94%
4 Bagnol 2008 Mozambique X
5 Baisley 2009 Tanzania X 65%
6 Banda 2007 Zambia 0
7 Bayo 2002 Mali X 18%
8 Behets 2008b Madagascar (FSW) X
9 Behets 2008a Madagascar (FSW) X 88%
10 | Beksinska 1999 South Africa 0]
11 | Beksinska 2010 South Africa X Treatment 49%
12 | Braunstein 2005 Brazil, Burkina Faso, X
Senegal, India, Kenya,
South Africa, Thailand,
USA, Zimbabwe
13 | Braunstein 2011 Rwanda X
14 | Brown 1993 DRC X
15 | Civic 1996 Zimbabwe @)
16 | Dallabetta 1995 Malawi @)
17 | Demba 2005 The Gambia X 38%
18 | Fonck 2001 Kenya (FSW) X 72%
19 | Gallo 2010 Kenya (FSW) X 99%
20 | Gausset 2001 Zambia X
21 | Gresenguet 1997 | CAR X 21-35%
22 | Guest2007 South Africa X 26%
23 | Hassan 2007 Kenya (FSW) X 87%
24 | Hilber 201@ META: Burkina Faso, X
Kenya, lvory Coast,
Malawi, South Africa,
Tanzania, Uganda, USA,
Zambia, Zimbabwe
25 | Hilber 201® WHO GSVP: X
Mozambique, South
Africa, Indonesia,
Thailand
26 | Hira 1990 Zambia 0
27 | Hull 2011 WHO GSVP: X Mozambique=92%
Mozambique, South South Africa=64%
Africa, Indonesia,
Thailand
28 | Imade 2008 Nigeria (FSW) X 50%
29 | Imade 2005 Nigeria (FSW) X 4-81%
30 | La Ruche 1999 Ivory Coast X 97%
31 | Lees 2010 Tanzania X 74-99%
32 | Low 2010 Burkina Faso X 8%
33 | Low 2011 META: Kenya, Malawi, | X 6-89%
South Africa, Tanzania,
Uganda, Zimbabwe
34 | Mayaud 2008 Burkina Faso X 90%
35 | Mbizvo 2004 Zimbabwe X 51%
36 | McClelland 2008 Kenya (FSW) X 86%
37 | McClelland 2006 Kenya (FSW) X 94%
38 | McFarland 2009 Botswana X
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No | Reference Country Y IV Cleansing
Cleansing| Prevalence
39 | Montgomery 2009 | South Africa, Zimbabwe | X 83%
40 | Morar 1998 South Africa (FSW) X
41 | Morar 2003 South Africa (FSW) X 97%
42 | Myer 2006 SouthAfrica X 13%
43 | Myer 200% META: CAR, DRC, Keny| X 6-98%
Ivory Coast, Malawi,
South Africa, Thailand,
Zambia, Zimbabwe
44 | Myer 2004 South Africa X 29%
45 | Nwadioha 2011 Nigeria X 85%
46 | Okal 2008 Kenya X
47 | Pitts 1994 Zimbabwe ®)
48 | Priddy 2011 Kenya (FSW) X 100%
49 | Ramjee 1999 South Africa (FSW) O [100%]
50 | Ray 1996 Zimbabwe (men) X
51 | Reddy2009 South Africa X 19%
52 | Roddy 1998 Cameroon (FSW) X 26%
53 | Runganga 1992 Zimbabwe O
54 | Runganga 1995 Zimbabwe X
55 | Rustomjee 1999 South Africa (FSW) 0]
56 | Sagay 2010 Nigeria (FSW) X 20%
57 | Sandala 1995 Zambia 0] [33%)]
58 | Sandgy 2007 Zambia 0
59 | Schwandt 2006 Kenya (FSW) O
60 | Scorgie 2011 South Africa X 63%
61 | Scorgie 2008 South Africa X
62 | Sharma 2006 Kenya (FSW) X
63 | Sallam 2001 Egypt X
64 | Smit 2011 South Africa X 63%
65 | TeviBénissan 1997 | CAR X
66 | Turner 2010 Zimbabwe X 84%
67 | van de Wijgert 2000 Zimbabwe X 59%
68 | van de Wijgert 2008 Uganda, Zimbabwe X Uganda=68%,
Zimbabwe=63%
69 | vander Straten South Africa, Zimbabwe | X SA Gauteng=87%,
201(a SA KZN=78%,
Zimbabwe=83%
70 | van der Straten Zimbabwe X 84%
201
71 | Veldhuijzen 2006 | Rwanda X
72 | WatsonJones 2007 | Tanzania X 60%

NB: META=metaanalysis; WHO GSM\efers to the World Health Organisation medtuntry study on

Gender Sexu@y and vaginal practices; FSWemale SeMVorker; DRO3emocratic Republic of Congo;
CAR=Central African Republic; SA=South Africa; KZN=kNamlluntZ }opuv vSs]So s]¥PY o v
Zy[ ]* pue 8} «Z}A 3Z § 8Z €3] 0 E %}ES }v JvSE A P]Jv o o0 Vve]vF
article reported on intravaginal cleansing but it was not possible to exclude other vaginal practices. In
thecolumv v3]80o Z/s o ve]vP WE Aov [ E | §« €+« E pe AZ v ]3]
vaginal practices.

5.1.2 Prevalence of intravaginalleansing
Out of the 72 papers identified in the systematic literature review, 42 provided primary data
on the prevalence of intravaginal cleansing. Two matelysis articles provided secondary

data, some of which had not been previously published. The minimum and maximum
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prevalence reported for each country is illustratedFigure5-1. The reported prevalence of
intravaginal cleansing ranged from 8% in Burkina Faso to 100% in Kenya. Despite there being a
substantial body of evidence on intravaginal practices, comparing teeafence of specific
intravaginal practices was hindered by a number of factors. Below | highlight some of the key
factors that emerged during the review of the literature that need to be considered when

comparing the prevalence of intravaginal practieesoss studies.

Figure5-1: Prevalerce of intravaginal 2ansirng in Africa as reported in thaterature
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Problems with comparing prevalence of intravaginal practices

Prior to the WHO classifications, various types of vaginal practices were often conflated
making it difficult to compare the types and prevalence of practices across different settings.

For example, research in Zimbabwe reported that 88% of the 63 wonterviewed reported

pe]vP "Z & + v }8Z & P v3e & Ppo &®oC - %o MRWagadgas |}v (}C
1992. This practice would generally be defined asawmaginal insertion. However on further

reading it is evident that the definition included washing with cold water prior to sex, which
would now be defined by the WHO classification as intravaginal cleansing. In fact, around 42%

of the women reported whatis now defined as intravaginal insertion and 46% reported
intravaginal cleansing. On a similar note, it is not always possible from the articles to
distinguish between the measurement of external washing and intravaginal cleansing. | have
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only included clansing practices that are more likely to be internal than extetinathe
systematic review Misclassification of practices could both over and urelimate the
prevalence of specific practicds.is worth noting that although it is useful for researcheo
distinguish between thelassification®f vaginal practices, women themselves are unlikely to

consider the dferences of practices beyond using a practice to serve a partjpufpose.

Secondly, in some communities intravaginal practices are yhigtiymatized or have been
measured in studies that have discouraged the practices, such as microbicide trials, thereby
increasing the risk of social desirability bias. For example, in a study in Tanzania, women
reported significantly more intravaginal elesing in self€ompleted diaries than they did in
administered questionnaires (53% compared to 36%).005 (Allen, 2007. Reporting bias is
likely to underestimate the prevalence of some practices more tluimers depending on the

sociacultural attitudes to specific practices, or study requirements.

Thirdly, it is important to note that the prevalence of intravaginal practices is likely to change
over time. For example, one study in Zambia which used regeateasures of intravaginal
practices over three populatiehased surveys found that the use of traditional agents before
sex (although it is not clear if this was cleansing or insertion) decreased from 36% in 1995, to
20% in 1999, to 16% in 2005 amongatuwomen (Sandgy, 2007 However, data on time
trends of intravaginal practices are rare and therefore in this chapter prevalence is presented
without considerationof longitudinal change. The cross sectional view of prevalence which |
have adopted foiFigure5-1, could therefore both over and undestimate the prevalence of

specific practices.

Fourthly, studies that include distinct populations within the same country illustrate that the
prevalenceof practices differs dramatically within countries. For example, in a study in South
Africa, 80% of women who described themselves as not religious practiced intravaginal
cleansing, compared to only 53% who described themselves as very rel§emrgie, 2011
Similarly, a study in Niga found that while 81% of female sex workers reported intravaginal
cleansing, only 4% of women recruited in family planning clinics reported this practice in the
same areglmade, 2005 The majority of the studies in Kenya, Madagascar and Nigeria have
included female sex workers and their reporting of intravaginal ciegrhas been consistently
high (McClelland, 2008McClelland, 2006Priddy, 2011Schwandt, 200@Baeten, 2009Fonck,

2001, Galb, 201Q Behets, 2008aHassan, 2004made, 2008Imade, 2005Sagay, 2010 Data

from female sex worker populations is not representative of other women in the same
communities. Some of the South African studies have also included female sex workers, but |

will discuss the South African stediin more detail below.

114



Prevalence in South Africa

Iv "pusz (E] JvliS] o «Sp ] ¢ Jv $Z iowarkers in} KWaZQkatal < A
suggested that intravaginal cleansing was virtually universally practMecar, 1998 Morar,

2003 Ramjee, 1999Rustomjee, 1999 However, subsequent studies among women not
engaged in sex work found that the prevalence of intravaginal practices is relatively low in
South Africa when compared to many other African countries. For example, theanalgsis
conduced by Low et al including data from studies in Kenya, Malawi, South Africa, Tanzania,
Uganda and Zimbabwe, found that studies in South Africa had the lowest overall prevalence of
current intravaginal practices (18%7%) whilestudies in Zimbabwe had thedtiest (6992%)

(Low, 201}

As shownn Table5-2, other studies in South Africa have reported intravaginal cleansing
practices ranging from 13% to 29% in the Western Cape, 87% in Gauteng, and 63% to 78% in
KwaZuluNatal (Myer, 2006 Myer, 2004 Reddy, 2009van der Straten, 2010&lontgomery,

2009 Hull, 2011 Smit, 2011 Guest, 2007 Scorgie,2011). Another study in KwaZulatal

among women with symptoms of reproductive tract infections and STlis, found that
approximately half of the women pcticed intravaginal cleansing to treat the symptoms
(Beksinska, 2010

The WHO GSVP study included a household survey of vaginal practices in WNeazlullihis
study addressed most of the limitations listed above in that it clearly distinguished between
the various vaginal practices, the data were motlected in a trial setting that prohibited
certain practices, it presents relatively recent data which was collected in 2007 and 2008, and
it was a population based survey not limited to specific -gudups. Of course, social
desirability may still havaffected responses if certain practices were socially frowned upon.
The systematic literature review identified 2 articles from this study that reported the
prevalence of intravaginal practices in KwaAnhtal. Both articles are methodologically sound
(NICE, 2006andprovide the most robusevidence on intravaginal practices in KwaZ\htal.

The WHO household survey fou6d% (95% CI: 589%) of women reported ever practicing
intravaginal cleansing and 63% (95% CI|:@86) reported currently practicing intravaginal
cleansingHull, 2011 Smit, 201}

As Figure 5-1 illustrates the prevalence of intravaginal clesing varies dramatically by
country, as well as by population group, partner type, and time. Overall, intravaginal cleansing
is common in South Africa although there are vast differences in prevalence across
communities suggesting that intravaginal cleagspractices are influenced by sodoltural

norms regardingexuality andsexual health.
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The WHO GSVP study is one of the only studies to have characterized women who cleanse
intravaginally in KwaZulNatal. Among the women surveyed, intravaginal pragiéncluding

internal cleansing ardr insertion practices) were associated with higher sexual activity,
transactional sex, not using condoms consistently and having ai®®&it) 201} In the same

cohort where 63% of women reported intravaginal cleansing, cleansing was higher among
women who were aged30 to 44 yeas old, lesseducated, not religious, engaged in

SE ve 3]}vo e £U }v EvV Jus ~d/eU ] V[ Z A e 3} u ]
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5.1.3 Motivation for intravaginal cleansing

In order to identify themotivation for intravaginal cleariag (and insertior), |1 considered two
reviews of literature pertaining to vaginal practicé€Brown, 2000 Braunstein, 2008 an
ethnographic study from KwaZuNatal (Berglund, 976) and a metaethnography of vaginal
practices in Suisaharan Africa published after the systematic literature review was conducted

(Hilber, 2012, in addition to the articles identified in the systematic review.

It is evident from the literature that thenotivation for practicing intravaginal cleansing and
intravaginal insertioroverlap extensively. Six maimotivesfor both intravaginal cleasing and

intravaginal insertion have been identified in the literature:

X Vaginal hygiene t either as part of daily bodily cleaning or specifically to remove
undesirable discharge or odour foee or after sex, and during menstruation;

X Vaginal health tto reduce the risk of sexually transmitted infections;

X Contraceptiontto reduce the risk of pregnancy or induce abortion;

x Treatment tto treat sexually transmitted infections or vaginal disclegrg

X Postpartum tto restore and tighten the vagina after child birth;

x Sexual preparationt to tighten, dry, warm or lubricate the vagina in order to enhance

the sexual experience for the male partner, the female, or both.

There are a number of ways of dlirig intravaginal practices when looking at the motivation

for these practices. Scorgie has argued that vaginal practiaade looked at in terms of

NsZYe puv ES I Vv (JE %PE%}e » }( ZZCP] v [ ~P v]3 o A «Z]vPU
§Z}e (}@E o u}S]A 3]}ve[ ~ %% 0] 3]}vU ]Jve E3(Sootgie,@BPLkS]}v v
This is a useful distinction although it is important to recognise that the separation of practices
based on motivation for wsis not always so cleaparticuhrly in relation to vaginal hygiene

For example, he WHO survey in KwaZdNatal found that of the women who reported

intravaginal cleansing, 95% said they practiced it for hygiene purposes, and of the women who
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reported intravaginal insertion, 33% said they practiced it for hygiene purpsaes 201).

The crosver between intravaginal cleansing and insertion for hygiene purposes is reflected
in the literature and can be seen Trable5-2 which indicates which studies were ambiguous
about this distinction (shown by use of O instead of X). While it is clear that women practice
both intravaginal cleansing and insertion for feqge purposes, of the women who reported
intravaginal cleansing, only 2% said they practiced it to improve male sexual pl€Esiire
2011).

While acknowledging this ambiguityt, is still the fact that intravaginal cleansinig most
frequently reported in relation to vaginal hygiene and intravaginal insetisonost commonly
reported in relation to enhancing sexual pleasure. Consequently in this thesis | focus on
intravaginal cleansing practices for vaginal hygiene and intravaginal insertion practices for
sexual preparation. Of the 63% of women who reported pcaty intravaginal cleansing in
KwaZuluNatal, 95% said the main reason was for hygiene purp(Sest, 201} The main

outcomes of intravaginal cleansing were cleanliness (90%) and odour reduction (61%).

Above | have presented evidence from the literature that describes the reasons women give

for practicing intravaginal cleaing andor insertion. Only a few of the manuscripts included in

the literature review looked beyond the functional reason for these practices in an attempt to
explore the social contexts that inform intravaginal practices. Very recently, Hilber et al
expbred the social contexts @l vaginal practices in a metthnography that draws on texts

E o S]vP 8} A P]Jvo %E 3] « ]v (E] (201®}By &alysidgi(drre}vA E
analysing) the views of research informants and interpretations of the anthropologists
expressed in the literature, the authors developed a apiaal framework to describe the

rationale behind the use of intravaginal practi¢esgures-2).

The conceptual framework is premised on 4 layers of influence; 1hoettedical and
cosmological beliefs about the body, 2) social and cultural norms of womanhood, 3) socially
normative vaginal practices, and 4) social and economic expectations and pressures. This
conceptual framework accounts for the historical, politicaligious, economic, social and

HOSUE o ( 8}E+ 8Z 8 Jv(op v A}u v[s A P]Jvo %%E 8] + ]Jv v
*} 18] X dZ pu3Z}Ees }vd v 3Z 3 "AP]vo %E 3] « E pe 3§
and relationship challenges in womd ¢« o ] @ilber, 2012;3D As such they describe vagl

practices as ways in which women exert agency over their roles within society.
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Figure5-2: Vaginal practicesantextualised

*Figure copied fron{Hilber, 2012;29

5.1.4 Intravaginal cleansing as part of aginal hygiene

In the systematic literature review, 72tmles addressed the issue of intravaginal cleansing
and the vast majority described some form of hygiene practice. Intravaginal cleansing can best
be explained by describing how it is performed, what products are used and when it is

performed(Figure5-3).
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Figure5-3: The howwhat and when of intravaginal cleansing

How intravaginal cleansing is performed

Intravaginal cleansing is performed in a number of ways. Probably the most common form of
intravaginal cleansing is with a cloth or paper towRlunganga, 1995Ray, 1996Van de
Wijgert, 2008 Brown, 1993 Hassan, 20Q7Myer, 2004 Sandala, 1995McClelland, 2008
McClelland, 2006Demba, 2005 Turner, 2010 Hilber, 2010h. In the WHO survey, 52% of
women in KwaZuhNatal used cloth during intravaginal cleansing and 9% used [{&peit,

2011). Cloths and paper towels are sometimes used dry but are more commonly wet before
use and used to wipe inside the vagina. They may be wet in water or a range of soluble

products discussed below.

A numberof studies have reported the use of finger clean{iMrFarland, 2009McClelland,
2008 Allen, 2010 McClelland, 2006Hassan, 20Q7van de Wijgert, 2000Brown, 1993
Scorgie, 201,1Behets, 2008bMyer, 2006 Braunstein, 200p This involves inserting a finger or
fingers into the vagina in order to clean out the cavity. Prior to insertion, the finger may be wet
in water or another solution or even wrapped in a cloth or paper towel to assist the ciegn
process. One of theewiew articles found that fingers were the most commonly used way of

applying liquids during intravaginal cleans{htijber, 2010

The finalway in whichintravaginal cleansing jgerformed is asraginal douching. Douching
the use of pressuzied water or another solution used tdean the vaginalhe term douching
comesfrom$Z &E v Z A}yE Z }pu Z [ AZ] Z $3E veo, douching ibfeZss A E [ X

the use of fast flowing water that flushes out the vaginal cavity. Vaginal douching is more
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prevalent in the USADiclemente, 201pthan in the African suloontinent where intravaginal
cleansing usuallyefers to the use of unpressurized watéilber, 2010a@ Some studies in
Africa clearly indicate the use of douche bags to force water or other solutions into the vagina
(McClelland, 200por specifically asked women whether they forced water or liquid into the
vagina(Bayo, 2002 However, other studies incorrectly use the term doughia refer to any

use of water or solution in the vagina. The WHO study found that intravaginal cleansing in
Africa predominantly refegd to the use of fingers, clotAnd paper, but rarely included the

use of pressurized water as a doudhiiber, 2010h.

What products areised for intravaginal cleansing

A variety of products are used in the process of intravaginal cleansing. The WHO survey
reported that in KwaZuhNatal, produts were used by the vast majority of women who
reported intravaginal cleansingwith only the minority using water alonéSmit, 201J).
However, interestingly, this definition included the use of cloth and paper. In this section |

describe products that are used for intravaginal cleansing in addition to cloth and paper.

In the main, products are diluted in water or other solutions and then used for intravaginal
cleansing. As described above, these solutions are often applied on a cloth or with fingers. The

products reported in the literature include:

X Water: on its own without ag other substances

x Cleaning or hygiene productsoap, liquid soap, caustic soda, bath salts, antiseptics,
disinfectants, detergents;

x Food itemslimes, lemons, tea leaves, vinegar, salt;

x Over the counter remediesAlum (hydrated aluminium potassium sulgbat also
called Alone in Botswana), soluble pain Killers such asisp

X Traditional medicinesherbs, minerals.

Some of the products used for intravaginal cleansing are also used for intravaginal insertion.
Similarly, although these products are used fatravaginal cleansing as part of vaginal
hygiene, many are also used to reduce the risk of STIs and pregnancy, to treat STIs, to tighten
the vagina after child birth and in preparation for sex. In KwaRiatal, the main products

used for intravaginalleansing were soap and household disinfectgfsit, 201).
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When intravaginal cleansing is performed

The timing of intravaginal cleansing can offer insights into the specific purpose of the practice.
There are four specific timings of intravaginal cleansing reported in the literature, although

they are not exclusive.

Firstly,intravaginal cleansing is practiced as part of the daily bodily cleaning routine. During a
bath, shower, or basin wash, wan clean inside the vagina whieaning the rest of the
body. In this sense, intravaginal cleansing is a usual part of vaginahbygiactices along with

washing the genitals externally and changing underpants regRudgganga, 1995

Secondly, intravaginal cleansing can be periodic. In these instances intravaginal cleansing is
either practiced or increased during menstruation or when women experience unpleasant
vaginal symptoms such as during infection with candida, BV o(\&Iduijzn, 2006 Bagnol,

2008.

Thirdly, intravamal cleansing is specifically performed before sex. Some studies show that
women perform intravaginal cleansing every night before going to bed to be prepared in case
their partner wants sexGausset, 2001 Most of the studies with female sex workers describe
how women perform intravaginal @nsing between clients to ensure the vagina is clean and
appealing for the next clienBehets, 2008p Some studie have shown how women cleanse
intravaginally between acts of sex with their partners to ensure the vagina is in an optimal
state of cleanlinesgHilber, 2010bBrown, 1993. The presex intravaginal cleansing practices
generally reflect local expectations regarding the optimal state of the vagina, with a
dominance of the need for a clean and tight vagina prior to (8ofarland, 2000 In some
countries, including South Africa, women report intraivad) cleansing prior to sex to avoid
accusations of promiscuity or infidelifBeksinska, 199®8raunstein, 20055cagie, 2009. It is
pre-coital intravaginal cleansing praati that often have multiple purposes of vaginal hygiene

and sexual preparation, as well as overlapping with intravaginal insertion practices.

Finally, in addition to cleansing between acts of sexual intercourse, the literature specifically
describes possex cleansing practices. Some studies highlight that sodioral beliefs
regarding semen and posbital vaginal secretions being dirty or even polluting encourage
women to remove these secretions after séXllen, 2010 Scorgie, 201,1Brown, 1993
Runganga, 1998erglund, 197p Postcoital secretions are often desbed as generating a

bad odour that can be smelt by others and therefore must be remofRaly, 1995 Few
studies have reported on how long after sex intravaginal cleansing is perfihiout one study

in Tanzania found that half of the women who cleadh inside their vagina after sex did so
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within 2 hours(Allen, 2010. It is postcoital intravaginal cleansing practices that often have

multiple purposes of vaginal hygiene, vaginal health and contraception.

In the WHO survey, in KwaZtllatal 92% of women reported intravaginal cleansing as part of
their general hygiene routine, 17% around the time of menstruation, 10% in preparation for
sex, andl9% after sexSmit, 201}

5.1.5 Intravaginal practices and HIV acquisition

To date the main interest iintravaginal practices has been in relation to the potential link
with HIV acquisition. The links between HIV acquisition and prevale(tashili, 2008Myer,

20059 or other STIs(McClelland, 2007 Van Der Pol, 2008Freeman, 2006 are well
established. Consequently the association between intravaginal practices and BV or other STIs

has also been investigated as mediators to HIV acquisition.

The systemati literature review identified 3Qarticles that dealt specifically with intravaginal
practices as potential risk factors for either HMbizvo, 2004 Fonck, 2001Imade, 2008
Dallabetta, 1995Gresenget, 1997 Hira, 1990 Myer, 2006 Myer, 2004 McClelland, 2006
Priddy, 2011Sandala, 1995/NatsonJones, 200,/Van de Wijgert, 2008Braunstein, 2011 BV
(Baisley, 2009Demba, 2005McClelland, 2008Nwadioha, 2011Mbizvo, 2004 Fonck, 2001
Imade, 2008Baeten, 2009Hassan, 20Q7Sallam, 200lvan de Wijgert, 2000.a Ruche, 1999

or other STIgFonck, 2001limade, 2008La Ruche, 199%allam, 2001lvan de Wijgert, 2000
Myer, 2004 Reddy, 2009Mehta, 2008 Mehta, 2007 Low, 2010 Mayaud, 2008 Watson
Jones, 2007Turner, 2010 Schwandt, 2006 However, the results to date have often been
contradictory and few studies have demonstrated a temporal association between intravaginal

practices and either HIV, BV or othersSTI

The literature review also identified 3 metmalyses of the data. The first mesaalysis
included data presented in the literature up to 2004 from 9 cross sectional and 3 prospective
studies (Myer, 20050. This analysis found an overall association between intravaginal
practices(cleansing and insertior@nd prevalent HIV in unadjustedibnot adjusted analyses,

and no evidence of any association with incident HIV. A subsequentanatgsis included
data presented in the literature up to 2008 from 15 prospective stu@itiber, 2010a This
analysis found some evidence of ars@sation between intravaginal practicédeansing and
insertion)with both BV and HIV in unadjusted but not in adjusted analyses. The same review
found no association between intravaginal practices and TV, but some evidence of an
association with candida&inally, a metanalysis of pooled individual participant data from 10
prospective longitudinal studies foundadt the intravaginal use of cloth or paper, intravaginal

clearsing with soap, and intravaginal insertion of products to dry or tighten theneagas
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significantly associated with HIV acquisition after controlling for age, marital status, and
number of sex partners in the previous 3 monthew, 201} However the use of household
cleaners, vinegar or lime juiceasnot associated with HIV acquisition. The matealysis also
found that intravaginal cleasing with soap was associated with the development of
intermediate vaginal flora and BV. Intermediate vaginal flora and BV were both associated

with HIV acquisitionni multivariable models.

While the metaanalysis by Low et al has gone some way to clarify the associations between
specific intravaginal practices and HIV acquisition, additional prospective studies are still
necessary to further understand the temporalationship between HIV infection and other
intravaginal cleansing and insertion practidgsilber, 2007 Hilber, 2010a Evidently sme
intravaginal practices increase the risk of infection with HIV and BV, balindttis critical that

clear and concise messages about the risks associated with specific practices can be
disseminated as part of HIV prevention packages. A blankattigjeof what are clearly well
established practices could run counter to the implementation of culturally relevant HIV
prevention programmes.As Hilber et al contendased on the findings of themneta
ethnographydescribed above in sectidhl.3 * ((} @ ghange potentially harmful practices
Aloo E <p]E 35 v3]}v 8} 8Z ]E E}o =+ (20UIBR]A 0 +SE 3 PC (}C

5.1.6 Intravaginal deansing and microbicides

In addition to concerns about the HIV risks associated with intravaginal practices, concerns
regarding the compatibility of intravaginal practices and HIV prevention options have been
repeatedly raised over the yearBaleta, 1998 These concerns have related to the
compatibility of intravaginal practices with condom use, male circumcision, the diaphragm and
microbicidegPriddy, 2011Smit, 2011Low, 201).

There are two key concerns that haveeperaised with regard to intravaginal cleansing and
microbicides. Firstly, that the use of products during-pex intravaginal cleansing or insertion
could interact with the active ingredients in microbicides and render them ineffedive
unsafe (Low, 201} Secondly,that postsex intravaginal cleansing could remove the
microbicide too soon after male ejaculation and either prevent or dilute the protective effect
of the microbicidg(Hilber, 2007. Whilst | am unable to investigate the first concern as it would

require pharmacological evaluation, | am able to explore the second concern in this thesis.

The literature highlights that the prevalence iotravaginal cleansingiffers dramatically by
country, population group, partner type, and over time. Howeverdate there is hardly any
evidenceregarding postoital intravaginal cleansing practices in the presence of microlsicide

Of the 12 microbicide effectiveness trials conductediate only two haveeported post-coital
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intravaginal cleansing at baselii@bdoolKarim, 2009Halpern, 2008and only oneof these

has measured intravaginal cleansing during followTab{e5-3).

Table5-3: Microbicide trials reporting ofmtravaginal cleansing

No | Reference Microbicide Countries Cleansing
Candidate involved

1 (Kreiss, 199p N-9 sponge Kenya Not reported
(unblind)

2 (Roddy, 1998 N-9 film Cameroon Baseline:

Douching 2827%
Other vaginal substances 43 %

3 (Richardson, 2001 N-9 gel Kenya Baseline:

Douching (cloth most likely form) 86%
Douch with water 3234%

Douchwith detergent or soap 565%

4 (Van Damre, 2003 N-9 gel Benin,Céte Baseline:
[/A}]E U ~} Routine washing of the vagina 100%
Africa, Thailand Mean times per day 3 (IQR3}

5 (Peterson, 200y SAVVY (C31G) Ghana Baseline
Douching 554%
6 (Feldblum, 2008 SAVVY (C31G) | Nigeria Baseline:
Douching 61%
7 (SkolerKarpoff, 2008 | Carraguard South Africa Not reported
8 (Halpern, 2008 Cellulose Sulphatg Nigeria Baseline:
(Ushercell) Douch after sex 7Z2%
During followrup = 6%
9 (Van Damme, 2008 | Cellulose Sulphat¢ Benin, India, Not reported
(Ushercell) South Africa,
Uganda
10 (AbdoolKarim, 2009 | PRO2000 0.5% &| Malawi, South Baseline:
Buffer Gel Africa, Zambia, Douching before sex 227%
Zimbabwe, USA | Douching after sex 280%
11 (McCormack, 2010 PRO2000.5% & | South Africa, Not reported
PRO2000 2% Tanzania, Ugandg
Zambia
12 (AbdoolKarim, Tenofovir 1% SouthAfrica Not reported
2010b

The compatibility between postoital intravaginal cleansingractices and microbicide use

need to be understood within the context of teecic pnoSu& o ( S}E&e+ §Z S Jv(opu v
vaginal practices. In this chapter | usggalitative and quantitative data toexplore the
compatibility of sociecultural norms regarding intravaginal cleansing and wsguirements

of microbicides. In order to contextualise the topic, | use qualitative dataei@minesocio

cultural norms relating to vaginal hygiene generally and intravaginal cleansing specifically. In
order to ground the topic in the practices used locally, | use quantitative dabavestigate
patterns of post-coital intravaginal cleansing during ¢hcourse of the trial and characterize
women who practice intravaginal cleansing. By using qualitatidbquantitativedata, lassess
whether the need for microbicides to remaiin situafter sex runs counter to local poesbital

cleansing practices inraral part of KwaZuhNatal, South Africa.
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5.2 Methods

5.2.1 Instructions regarding intravaginal cleansing

As part of the MDP 301 clinical trial protocol, women were advised not to clean inside their
vagina for at least one hour after sex. As describechapter 3section3.6.1, the participant
information sheet (PIS) was read out to participants at screening and they were provided with

a written copy. The PIS stated:

AKv the gel has been inserted you should not wash inside your vagina, or put
VCSZ]vP o0+ ]Jv C}uE A P]Jv U (}JE S0 *31}v Z}IuE (8 E -

The PIS was discussed in combination with a visual flipchart to help reinforce key messages.
Figure5-4 «Z}Ae 8Z Alep 0 (0]% Z ES % P }v Z %% 0] 3]}v Jve3Ep
line were used to describe the different gel application positions that womeidcose. The

images on the bottom line were used to discourage intravaginal cleansing or bathing up to one

hour after sex.

Figure5-4: Participant hformation visual flipchart:gel application nstructions

<GCu-ePe+sAE EI]IV(QE SZE}UPZ}ps 3Z SE] o pe]vP Z(E

crib sheets. The crib sheet included the following FAQ on intravaginal cleansing:
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Although women were discouraged from intravaginal cleansing up to an hour after sex,
interviewers were trained to encourage participants to report all behaviour as accurately as

possible.

As described in the PIS quote above, in the trial we referred Ittrial products simply as

ZP o¢[X t pe SZ isigcohisiAZEZ A « §Z o0}e o8 A Jo o SE veo 3]}
strictly speaking mainly refers to géte ointments. During the trial relatively equal
proportions of women were assigned to tldi#fferent gel allocation groups of 0.5% PRO2000,

2% PRO2000 or placebo. Through this thesipeatedly refer to microbicide gels merely as
gelsand } v}$ Je8]vPu]eZz SA v A}u v[e E% E]v « }( 3Z ]1((d
noteworthy. Otherwise Ius A}u v[e AE% E] v }( p*]vP VvC }( 8Z i P o«

of microbicide acceptability.

5.2.2 Quantitative data

Dependent variables

As described ichapter 4section4.5.2 long sexual behaviour CRFs were completed routinely

at each clinical visit at weeks 4, 24, 40 and 52 after enrolment. Long sexual behaviour CRFs
were also completed at other visits if the participant had missed a clinical visit or was
discontiruing gel use for any reason and therefore some women completed more than 4 of

these CRFs during the course of the trial.

Data were collected about each sex act in the last week, or the last 4 weeks if the women had
not had sex in the last week. Foreach® 3U A}u v A E I §Z (}oo}A]JvP «yp
ClHh o Vv Jve] CIHE A P]v (S ® « AEM_ ~"S (( o EJ(] 8z 8§ ]vs
use ofa dry cloth. If a participant reported clesing inside her vagina after sex, she was asked

how long after sex she had cleansed. Responses were recorded as either less than 1 hour,
between 1 to 2 hours or more than 2 hours after sex. The outcome measure for this analysis is

clearsing inside the vagina up to one hour after sgxany timeduring the tral.
Independent demographic, sexual behaviour and sectmomic variables

In the literature, age, educational level, marital status and cohabitation, occupation, religiosity,
coital frequency, contraceptive use, condom use and STIs have been shown ssdogated

with vaginal hygiene practicgScorgie, 201,lPenmanrAguilar, 2011Smit, 201}

To assess the impact of these factors on intravaginal cleansing, the following variables

described inchapter4 sections 4.5.1and 4.5.2 are included in this analysis: age, educational
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level, relatonship to the head of househol@émployment status, religious affiliation, sexual

behaviour, and incidence of HIV, STls or pregnancy.

| created a variable for occupation based on the categories used in the WHO household survey
in KwaZuleNatal (unemployed, housewife, unskilled manual work, salaried sales work, self
employed sales work) but found that it was no better a predictor of intravaginal cleansing than
employment status and therefore did not include it in this analySisorgie, 201}l Data on
religiosity were not avitable but | included religious affiliation. | included variables on average

sexual frequency over the course of the trial and contraceptive use as reported at enrolment.

| included clinical variables on HIV and STI infection at any point during thd tiiak also
interested to find out if intravaginal cleansing practices were associated with preghancy and
therefore included a variable that identified all women who had a positive preghancy test

during the trial.

Given that | was specifically interestedintravaginal cleansing in relation to sexual activity, |
included a range of sexual behaviour variables including variables on age at first sex, multiple
partners, consistent condom use, and consistent gel use describethpter 4section4.5.2

There is some evidence of increased intravaginal cleansing during menstr¢alfiem 2010
Veldhuijzen, 2006 | was not able to distinguish between menses redlatend unrelated
cleansing, but did include a variable that identified women who had sex during menstruation

at any time during the trial.

In order to control for any potential differences between clinictinic of enrolment was
included as a variable. Ggtoup was also included in case gel consistency affected cleansing
practices. In addition | included variables relating to household smmoomic status as
described inchapter 4section4.5.1, including residential area, household size, and access to

electricity.

Quantitative analysis

In STATAI compared women who reported intravaginal cleangingC)up to one hour after

sex at some time during the trial to those who did not. | aleasiderchanges in intravaginal
cleansing up to one hour after sex by comparing the proportions of women who intravaginally
cleansed in the first six months of the trial the proportion in the last six months of the trial.
Univariate associations were assessed using the Pearson Chi2 test. | tested the contribution to
the multivariable model of each variable that was significant in univariate analysis at the 0.10

level usng likelihood ratio tests(LRT)(Kirkwood, 2003 Multivariate assoiations were
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assessed at the 0.05 level, after controlling for potential confounding factors, through multiple

logistic regression analyses.

5.2.3 Qualitative data

For the qualitative analysis | used data from the focus group discussions with community
membersand trial participants, as well as from the-depth interviews with female trial
participants, as described ithapter 3 sectior8.4. There were two stages to thgualitative

data analysis for this chapter.

Firstly, |1 analysed the 17 community FGDs and 10 trial participant, EGdsg all text that
addressed issues relating itatravaginal cleansing. Three main themes emerged from the data:
motivation for intravaginal cleansingclassification®f intravaginalcleansing, and implications

of intravaginalcleansing. | present the qualitative findings from the FGDs for each of these
themes. The FGD datarovide insights intonorms and expectations regarding intravaaji

cleansing in the community.

Secondly, | analysed data from 2itddepth interviews conducted over the duration of the

trial with 84 trial participants. | coded the IDIs for all text relating to vaginal cleansing. Three
main themes emerged from the dat intravaginal cleansing practices generally, intravaginal
cleansing in relation to gel use, and circumstances that influence intravaginal cleansing. |
present the IDI findings foraeh of these themesThe IDI datgrovide insights intoA}u v[e

intravaghal cleansing practices within the context of using microbicides.

5.3 Results t quantitative analysis

In this section khssesghe characteristics of women who intravaginally cleansed up to one
hour after sex during the trial antbnsiderchanges in intravaginal clesing practices over the
course of the trial. In total, 1,177 women enrolled in the Africa Centre MDP 301 clinical trial.
Thirty-four women were dropped from this analysis as they never completed a long sexual
behaviour questianaire. Of these, 3 were discontinued by the investigator as they had been
randomised in error, 15 were lost to follow up, 12 withdrew from the trial, and 4 did not report
sexual activity prior to a clinical visit. Consequently data from 1,143 women welteled in

this analysis. Women provided data on the long behavioural questionnaires a mean of 3.71

times (range 1 to 6; standard deviation 0.88).

5.3.1 Univariate analysis
Of the 1143 women included in the analysis, 464 (41%) reported sitgpimside their vaiga

sometimeafter sex at some point during the trial (Wito linear correlation to age; odds ratio
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[OR]0.99; CI: 0.981.00) while 336 (29%) reported clesamg inside their vaginap to one hour
after sex at some point during the trial. Women who intginally cleansed up to one hour
after sex were younger than women who did naith a mean age of 33 compared to 35 years
of age (ttest pvalue=0.02) and there was a linear correlation with age (OR: 0.98&lup
0.02).

As shown inTable5-4, Table5-5 and Table 5-6, the following variables were significantly
associated with intravaginal cleansing up to one hour after sex in univariate analysis at a 10%
level: age group, enlpyment status, area of residence, clinic of enrolment, household size,
having multiple partners, consistency of gel use, consistency of condom use, frequency of sex
becoming pregnant during the triand having a positive gonorrhoea tesAll of these
variables contributed to the model in likelihood ratio tests except for condom use (vallig

0.53), pregnancy (LRT-vplue 0.15), and gonorrhoea (LR¥vaglue 0.11) which were not

included in the multivariate model.

There were no statistically signifidagifferences between women who intravaginally cleansed

up to one hour after sex and women who did not in terms of education level, relationship to
the head of household, religion, access to electricity, age at first sex, contraceptive use at
enrolment, having sex during menstruation, gel allocation, or positive tests for HIV, CT, TV or

syphilis.
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Table5-4: Individual and household characteristics of women who intravagigalleansed up

to one hour after sex compared to women who did not

Never IVC Ever IVC Chi2 p
in hour in hour value
807 (71%) 336 (29%)
Agegroup 0.08
1824 | 216 (684) 110 (34%)
2534 | 175 (726) 68 (28%)
3544 | 190 (69%6) 84 (3%%)
45+ | 226 (7%6) 74 (2%0)
Educational ével 0.12
Primary or lower| 398 (7240) 159 (29%0)
Incomplete secondary 262 (7240) 105 (2%0)
Complete secondary 125 (6%%6) 68 (3%%)
Tertiary | 22 (8%0) 4 (15%)
Employment gatus 0.01
Unemployed| 442 (68%) 208 (320)
Housewife| 230 (7P6) 68 (23%)
Employed| 135 (69%0) 60 (3140)
Head of household 0.35
Partner | 351 (B%) 133 (2P0)
Parent| 265 (6P6) 129 (3%)
Self| 88 (726) 35 (28%)
Other | 103 (B%) 39 (2b)
Area ofresidency <0.01
Rural | 618 £9%) 281(31%)
Perturban/urban | 189 (7°P6) 55 (23%)
Religion 0.31
Christian| 181 (726) 69 (B%)
Zionist | 369 (70%b) 159 (3®0)
Shembe| 190 (68%) 89 (320)
None orOther | 67 (78%) 19 (226)
Clinic of enrolment <0.01
KwaMsane| 369 (84%) 69 (16%)
Mtubatuba | 239 (63%) 130 (3%%0)
Madwaleni| 199 (5%%6) 137 (41%)
Access to electricity 0.11
No | 390 (68%) 180 (320)
Yes| 417 (73%) 156 (2P%6)
Household size 0.03
4 people or more| 164 (634%) 90 (3%%)
3 people per room 262 (69%6) 116 (320)
2 people per room| 317 (74%) 110 (260)
1 person per room 64 (76%) 20 24%)

130



Table5-5: Sexual lehaviour characteristics of women who intravagirigicleansed up to one

hour after sex compared to women who did not

Never IVC Ever IVC Chi2 p
in hour in hour value
807 (71%) 336 (29%)
Age at first sex 0.24
Less than 15 44 (6246) 27 38%)
1519 years old| 645 (726) 258 (2%%0)
20 years oplder | 118 (7®%4) 51 (30%)
Contraceptive use 0.41
None | 406 (726) 161 (280)
Pill | 51 (67%) 25 (3%%)
Injectable | 264 (680) 122 (32%)
Sterilised| 86 (73%) 28 (25%0)
Multiple partners 0.07
No | 717 (7®%) 305 (30%)
Yes| 7 (50%) 7 (50%)
Missing| 83 (78%) 24 (220)
Gel se 0.03
Always| 483 (B%) 224 (32%0)
Sometimes or aver | 324 (74%6) 112 (268%)
Condom se 0.08
Always| 340 (69%6) 154 (320)
Never | 171 (7P4) 52 (23%)
Sometimes| 296 (690) 130 (3P%)
Average number of sex acts <0.01
1to 3 acts| 179 (740) 63 (260)
4 t0 6 acts| 467 (74%h) 163 (260)
7 to 9 acts| 138 (6@%0) 93 (400)
10 or more actg 23 (58%0) 17 (424)
Had sex during menstruation 0.7
No | 759 (72%0) 314 (2%4)
Yes| 48 (690) 22 (320)
Gel group 0.19
Placebo| 271 (6%%6) 123 (320)
0.5% | 281 (69%0) 125 (320)
2% | 255 (74%) 88 (26%)
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Table5-6: Clinicalcharacteristics oivomen who intravaginaly cleansed up to one hour after

sex compared to women who did not

Never IVC Ever NC Chi2 p
in hour in hour value
807 (71%) 336 (29%)
HIV 0.12
Negative| 768 (726) 312 (2%%)
Positive| 39 (6260) 24 (38%)
Pregnant 0.04
No | 747 (7®0) 322 (3®%)
Yes| 60 (826) 14 (19%6)
NG 0.02
No | 770 (72%) 309 (294)
Yes| 37 (B%) 27 (420)
CT 0.55
No | 766 (724) 316 (2%4)
Yes| 41 (6Pb) 20 (33%0)
TV 0.95
No | 763 (724) 318 (2%0)
Yes| 44 (726) 18 (29%)
Syphilis 0.12
No | 782 (7®%) 331(30%)
Yes| 25 (83%) 5 (1®6)

5.3.2 Multivariate analysis

Table5-7 presents the output from the final multivariate model. Women were more likely to
intravaginaly cleanse up to one hour after sex if they were 18 to 24 years old, consistently
used gel duringsex, and enrolled at Mtubatuba or Madwaleni clinics. Women who lived in
smaller households were less likely to cleanse. Surprisisgiyual activity and multiple
partners were not independently associatedth intravaginal cleasing in the multivariate
model. Neither was intravaginal cleansing associated with area of residence or employment

status.

In summary, women who intravaginally cleansed up to one hour after sex were younger, lived
in crowded households, consistently used gel and were more likelhave enrolled at

Mtubatuba or Madwaleni clinics.
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Table5-7: Multivariate model comparing womerwho intravaginal cleansed up to one hour

after sex compared to women who did not

Adjusted
OR 95% ClI P-value
Agegroup
1824 | 1.00
2534 | 0.73 (0.501.08) 0.12
3544 | 0.76 (0.521.12) 0.17
45+ 0.60 (0.400.89 0.01
Employment $atus
Unemployed| 1.00
Housewife| 0.96 (0.67-1.38) 0.83
Employed| 1.10 (0.741.64) 0.63

Household size
4 peopleor more | 1.00

3 people per room 0.73 (0.52-1.05) 0.09
2 people per room| 0.62 (0.430.88) 0.01
1 person per room 0.55 (0.30:1.00) 0.05
Residency
Rural| 1.00
Perturban/urban | 1.10 (0.751.62) 0.64

Clinic of enrolment
KwaMsane| 1.00

Mtubatuba | 3.03 (2.104.37) 0.00
Madwaleni| 3.72 (2.505.53) 0.00
Multiple partners
No | 1.00
Yes| 2.92 (0.958.98) 0.06
Missing| 0.63 (0.381.05) 0.08
Geluse
Always| 1.00
Sometimes or aver | 0.63 (0.480.85) 0.00

Average number of sex acts
1to 3 acts| 1.00

410 6 acts| 0.81 (0.571.17) 0.26
7to 9 acts| 1.29 (0.851.96) 0.24
10 or more acts 1.21 (0.582.55) 0.61

5.3.3 Changes over time

Of the 1143 women included in this analysis, 1065 provided data on intravaginal cleansing
practices in both the first and second half of the trial. In the first half of the trial, from week 4
to week 24, 277 (26%) women reported intravaginal cleansingpume hour after sex. In the
second half of the trial, from week 28 to week 52, this had fallen to 138 (13%). One hundred
and ninety eight (198) women reported intravaginal cleansing in the first half of the trial but
not the second half. The only indepestt association with decreased cleansing was clinic of
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enrolment. With KwaMsane clinic as the reference, women at Mtubatuba were twice as likely
to stop cleansing (OR: 2.27; Cl: 1.8141) and women at Madwaleni were almost 3 times

more likely to stop clensing (OR: 2.73; CI: 1.8210) (data not presented).
5.4 Resultstqualitative analysis of community FGDs

5.4.1 Motivation
Vaginal cleansingfter sex both internal and external, was described asegular part of
A}u v[e Pv E o ZCP] v E}pus]vdiscdied & Rjuirind specific cleaning

because, as this woman explained:
"t AE P]JAV +su 00C %o] }(}EP v_ ~ }uupv]SC &' U Ad

Semen was also described as being dirty and smelly. The combination of semen, vaginal
discharge and swed E <p]E §Z 8§ Ajuv o0 v 8Z us oA+ (3 E - A

description of why women clean internally after sex was typical:

Az}l vv}lS c0 %U Clp V[E E o AUCIy E AS v 3Z E ]

year old woman)

Removing the smell afexual fluids was described as a necessary part of havingesp#ct.
Kv A}uv A%o0 ]Jv 3Z 35 Aluv A «Z (8 & « £ "]( Y&+ ]Jo(_ Apg v

also explained that:

" dere are women who do not love themselves: she does not wash andaftgresex
even during the day. She would have a bad smell because sperm or discharge keeps on

Ju]JvP }ud_ ~ }uupv]3C & U ii C & }o A}u veX

Similarly, vaginal cleansing was frequently described as a necessary part of respecting your

partner and others ithe household:

"dZ A% $ 8]}v ] $Z § 38Z Aluv E]JvPe AS E Jv Z E (
(vaginally) (]S (}E u S]vP % }%0 v u l]vP § FGD®9SZ u_

year old woman

However, there were half a dozen women and men who clditt@t a woman washing after

sex could be considered a sign of disrespect to the man:

~ov}s 8Z $ UG % ESv E u]Pzs 3Z]lvl 82 8/ } v}S o}A Z
A18Z Z]u | A -EGD,20 gedr oldoman).
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AMYu  u v Aloo ¢ C  loefausA it il geSpE }E o}A E 3Z |E
(Community FGD Qlyear old ma).

There were also descriptions of men needing to clean themselves after sex or being cleaned by

their female partner, however this topic was not probed in these discussions.

Peceptions of cleasing practices in the community were consistent across the various FGDs
with female community members, male community members and female trial participants.
There were no obvious differences between group discussions with youngeusvdder
people, or rural verssl periurban respondents. Women were clearly better informed about
vaginal cleansing practices, but this was to be expected. There was clear agreement that it was

necessary to clean after sex in order to remove both female arld sexual fluids.

5.4.2 Classification
All discussants agreed that women used one of two vaginal cleansing practices after sex and

there were examples of botbtlassificatiortypes provided in every FGD.
External

Approximately twethirds of FGD discussants said women wiped outside their vagina after sex.
Women reportedly wiped with a dry or damp cloth, towel, tissue or toilet paper, or, less
commonly, with their underwear. Some respondents even said that many wanaeha

specific towel for this purpose that they kept at the head of their bed.

This quote exemplifies a common theme regarding different cleansing pradiiggig
externally versus washing internalgépending on whether a woman had sex in the daynor

the night:

N(CIH Z A o £ puE]VP §Z C Clu A -2 He sGypu *5]00 2
cannot wipe with a towel(At night) you wipe because you are going to sleep and you

wash inthe morniP _ ~ Juupv]3C &' U Q}uvP Alu v
Internal

Approximatey a third of FGD discussants said women washed inside their vagina after sex,
even during the night. The respondents explained that women would get up after sex to go
and wash. However there were also frequent reports of women placing a basin of water next

to the bed at night in order to wash after sex:
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N}y vS IVIA AZ § 8Z }8Z & % }%o0 } ud AlSZ u |/ %opd ul
| sleep so that immediately after sex | take it and wash myself because | hate the
*% EuU_~ }ub@b,)3year old wam).

Discussants reported that women used plain, usually cold, water to intravaginally cleanse after
sex. Only a fewwvomen andmen mentioned the use of disinfectants (liquid Dettol or Savlon) in
the water. Intravaginal cleansing involved the insertion of aittleth or fingers, and generally
included the use of water. One woman explained why it is better to use a damp rather than a

dry towel:

"Z § ]e vIEU 0 ] 8} pue U% S$Z]JvPU §Z EC }v e« Ep L
(Community FGD, yourgpman).

The se of fingers to clean intravaginally after sex was described in 4 out of 10 FGDs with trial
participants and 2 out of 6 community FGDs with women. However, finger cleansing was not
mentioned in any of the 11 community FGDs with m&mggesting that womepractice this

privately. This woman described how she intravaginally cleansed:

N}y 18 AZ vl ou Al%]vP AlJsZ A 3§ §}A oU / Jve ES 3Z (]vi
S| }us $Z (TrikEED, 35 year old woman).

One woman who used her fingers to intemginally cleanse as part of her regular hygiene

routine explained:
AT ] v}S Jve ES (JvP E- 15 Aloo FGD]HK2 yeal old Wdmany.Z _ ~dd

The discussants said that many women in the community use fingers as part of their general

hygene routine and especially during menstruation.

5.4.3 Implication

There were a few unprompted conversations about the health implications and health benefits
of intravaginal cleansing. In a community FGD, one woman stated that it was not necessary to
wash aftersex as women were not advised to do so at the primary health centres. Another

woman, in the same FGD, stated that it was dangerous to use tissue to clean intravaginally:

NS ]e VP E}pe me 13 }po o (3 ]v 8Z A P]vy e
FGD30 year old woman).

dZ u}¢$ (E <pu v80C u v3]}lv v (13 }( A «Z]vP (3isiBholoZEXA « AZ

This referred to washing after sex in order to reduce the risk of HIV infection:
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N 8ZIvl 82 8 C A «Z]vP |/ v « C 8§Z § «lZ iSigloldai §Z § -
(Community FGBjoungman).

dZ & ((-Z}as h]feference to the clan name of President Jacob Gedleyihlekisa Zuma
which is Msholozi. Before becoming president ofitBoAfrica, Jacob Zuma stood trial in 2006
accused of rapingrezeka Kuzwayo. Zuma admdtto having unprotected sex with Fezeka
knowing that she was HIV positive, but claimed to have showered after sex to avoid becoming
infected with HIV.The details oflie case were highly published in the national meditier

the criminal trial, the idea of showering after sex to reduce the risk of HIV was regularly
repeated in the study area. This myth was repeated in 4 out of 11 community FGDs with men
and 1 out of 6community FGDs with women, but none with trial participarthkis is possibly
because e benefits of showering after sex were viewed as more pertinent to men than to

women as this FGD exchange demonstrates:

N Z E  VviSZ E ]S E - Ctlig fnpgonast to(Wwashk but ASing moving

water like in the shower because if one does not wash after sex one might get HIV
Jv( 8]}v p3 A «Z]JvP Juu ] 3 0C (3 E « £ Z 0%+ 38} A}] ./
FGD, 26 year old woman).

N Z & S§Z S delievé itv May be it is better for men but thgemale
Jul]v o «SEN SHUE 00}Ae §Z]vPe 8} Vv3 E ]Jve] U } A v /
(Community FGD, 3@#gr old woman).

It was noteworthy that only one focus group discussed condom use in theextowff

intravaginal cleansing and stated that using a condom did not reduce the need to wash:
A[§ 1e 8Z e+ u A v ](aClwu }uv e }utyRGD, 25 year old man).

5.5 Resultst qualitative analysis of trial IDIs

In the indepth interviews themotivation provided for vaginal cleansing mirrored those
provided in the FGDs. However, women in the IDIs thought intravaginal cleansing was more
common in the community than the FGD discussatits Approximately half of the trial
participants thought thawomen in the community usually externally wipe the vagina after sex

and the other half thought women usually internally cleathe vagina.

5.5.1 Intravaginal cleansing
HE]JVP 8Z [ /+U A}lu v[e }u%@E Z vel]}v }( u vC }( 8Z tifot SE] o

example their understanding that the gel was investigational and that the gel could not be
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used when pregnant. However, their comprehension of the advice not to intravaginally cleanse
up to one hour after sex was not evaluated thoroughly in the intervidtwswas obvious that
some women clearly understood this requirement, but it was often not clear whether women
who continued to intravaginally cleanse up to one hour after sex understood that this could

limit the effectiveness of the gel.

Of the 84 women iterviewed, 33 reported intravaginally cleansing immediately after sex in at
least one indepth interview. Approximately half of these women reported inserting either a
single finger or multiple fingers in order to clean inside the vagina after sex. Squoeee

just using their fingers to clean whilst other women reported using a cloth over the fingers:

AIE e §Z SYA 0 AZ] Z P &+ Jve] )P $Z & A]$Z §Z (]JvP E
§Z &} ATwmal ID139 year oldvomar).

Other women reportedyst using water to wash internally, although-nae reported using a
douching devie of any sort. A few women reported using soapy water, specifically referring to
§Z pe }( Z~uvo]PZ3[ AZ] Z ]- %o} %opuo E ¢} % & v Jv "}usz

using face cloths or towels to clean intravaginally:
N Al% ]Jvd Ev o YWA]SES & WiablDI26 year old womahn

5.5.2 Microbicide gl use

Twowomen thought that they weresupposedo clean after sex in order to remove the gel.

Others continued d clean despite knowing they were advised not &g, it was their usual

practice. Thiswomv €& ( Ee 8} Z & Z+% Eu[ AZ] Z ]- § Eu }uu}voC |

sexual fluidsn this community:

Noo]l 0 V]VP uCe o(U ¢} + 8} &E ulA P o VS[UCv}rS%h EQ-(
his dirt to get into me because we would have used a condom. | just wash to clean my

] CE Frial D139 year old woman).

Other women specifically cleaned intravaginally between sex acts. This woman was asked why

she intravagially cleansed between sex:

"d & ultA 38Z }o P o He 13 AJoo v}s AYEIYX / Jve &S (]v
Jve E3 3Z P oYX (8§ A Z « £/ A «Z 38 & u}A 38Z }o P

to want sex again before | have inserted the gel pgdarial IDI46 year old woman).
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Approximately half a dozen women explained that they used to wash intravaginally after sex,

but since joining the trial and being advised not to, no longer wash intravaginally if they used

gel:

N OIVIA 8Z § | +Zbues @& Z AJvP « EX pu3 ](/ pue SZ P o/
A e o] 8Z &/ sZ}uo v[§ A «Z ~]vs EvV 00C *Tuial IB2 year A] %o

old woman).

}\

A} VIS A ez e / A o & UPZEYXX ](/ TYriahlOIp2yedZ P o /

old woman).

Interestingly there were no reports of amen waiting for more than an hour after sex to

cleanse based on the advice of the research staff.

5.5.3 Factors that influence intravaginal cleansing

There were a number of circumstances under whigmen said they were more inclined to
intravaginally cleanse after sex. One woman claimed that she s#dantravaginally after sex
more often when she was pregnanB7 year old trial participant A number of women

reported that they only intravaginalljje@anse after sex if they have sex whilst menstruating.

ANzZ}W  V Hep 00C A +Z }voC AZ v Clu Z A v }]vP « £ AZ]

you could maybeA «Z ne }( $Z §Tdaal IBN3B year old woman).

Sex during menstruation was consideredrare in the community. One woman described it

as

CUOSUE 00C v E o]P]}umr@lD|B3 year@ldvoman). ~

Indeed contact between a woman who is menstruating and any male is expressly forbidden by

the Shembe religionAmong the trialparticipants interviewed, Shembe was the third largest
religious categorisationeported as their main religion b4 of the 84 women Menstruating

women are notsupposedo have any contact witimen, as this woman explains:

NOIVIE % E % E Z]am(fenskuating. Food for him is prepared by the
Z]lo & vU / }v[8 AV 0 % ]Jv Z]- E } TudlID148 yelar oKl «

woman).

In the IDIssex during menstruation was described as d{rtgcolild, smelly(nuka), shameful

(amahlon), disgracefulor disgusting(ihlazg, embarrassingukuhlaziswa and as a sign of a
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lack of selrespect (lkuzenyanyat does not love oneselfSome women believed that having

sexduring menstruatiorincreased the chance of getting pregnant, as this woman explains:

AfE]e o] 1(CIH AvE  Z]o Clu *Z}po Fi@E @I, piFdarRld vesE

woman).

Others believed that the body was weak during menstruation and therefore more prone to
infection. Having sex during menstruation was most frequently attributed to migrant
labourers, whereby if the couple were only together for a short period of timkile the
migrant labourer was homeand the women was menstruating the whole time, then they

would not forego sex.

Despite the objections to sex during menstruation, in the quantitative data 9% (100/1143) of
women reported ever having sex during menstruation and 6% (70/1143) reported it during the
trial. In the IDIs 14 of the 84 women reported lraysex during menstruation while in the trial.
Eightyseven per cent (61/70) of women in the quantitative data and over half in the
qualitative data reported usually using gel when having sex during menstruation. In the

qualitative data over half reportethtravaginal cleansing after sex during menstruation.

Unlike in the FGDs, the impact of condom use on intravaginal cleansing was broached regularly
in the IDIs. For the majorityhe use of a condom did not alter their need to cleanse after sex

as they dil found it necessary to remove their own vaginal fluids. However, a few women
reported that they were less inclined to intravaginally cleanse after sex if their partners had

worn condoms:

N(YJE | o8 ES pe]vP }v Yue / pe 8} A iih¥sX KdEdusedZ E ]
u peJvP }v YTual IDK6 year old woman).

5.6 Discussion

In this chapter | set out toinvestigate postcoital intravaginal cleansingractices.Using
quantitative data | compared women who intravaginally cleansed up to one hamrsdk with
those who did not. Using qualitative dataekamined community perceptions regarding
motivations classifications and implications of intravaginal cleansing. Finally, | explored
intravaginal cleansing among women using microbicide gel who bessh advised not to

intravaginaly cleanse up to one hour after sex.

By drawing on both the quantitative and qualitative data, | found that the prevalence of post

coital intravaginal cleansing was higher in this community than previously repdktéthud
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the majority of women did not report postoital intravaginal cleansingpproximately one

third of the womendid report this at some time during the tridh this populationyounger

age and household crowding are associated with intravaginal cleapsawgices, although
condom use is not. The quantitative analysis also highlightadassociation between
intravaginal cleansing and gel use which was supported by the qualitative Idagadition,

both the quantitative and qualitative data suggest thatravaginal cleansing practices are
amenable to change. The main strengths of these analyses are that the findings are consistent
across the quantitative and qualitative data, and the qualitative data helps explain some of the

quantitative findings.

5.6.1 Prevaknce and factorsissociated withintravaginal cleansing

It is striking that approximately a third of women reported intravaginal cleansing up to one
hour after sex in both the quantitative and qualitative data. In the WHO household survey
among women whaeported practsing intravaginal cleansing at the time of the survey, 19%
reported cleansing after sefScorgie, 2011 If the WHO survey had measured posital
cleansing among all women who had intravaginally cleansdtie last yearas | have, it is
likely that the prevalence would have been closer to that observed in this MDP analysis. |
believe thatthe different measurements explain thdifferencesin prevalence between the
studies.There is no other evidence relating specificatlypost-coital intravaginal cleansing in

KwaZuldNatal.

The main strength of this analysis is that it is the first to measure intravaginal cleansing up to
one hour after sex, which is the period of greatest relevance for microbicide gel use. It is
concening that a third of women continued to cleanse intravaginally up to one hour after sex
despite beingexplicitlyadvised not to. If the efficacy of a microbicide is reduced by-poisal
cleansing, the high prevalence of intravaginal cleansing aftecsel negatively impact on

the feasibility of vaginal microbicides in KwaZhilatal.

One limitation of the quantitative analysis is that | rely solely on-reglbrted intravaginal
cleansingdata from the CRF. A previous study found that compared amministered
questionnaires pictorial daily selftompleted diaries can improve collection of data on
cleansing frequency and cleansing in proximity to (feancis, 2012 ees, 201D However, n
MDP301IDIs weremore efficient for the collection of sensitive informatitiman CRFs or coital
diaries (Pool, 2010h As such, the fact thahe quantitative dataare remarkably consistent
with the qualitative IDI dataincreasesconfidence in the estimated prevalence of pasital

intravaginal cleansing in this cohort
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Age

The quantitative data indicates that younger women were more likely to intravaginally cleanse
up to one hour after sex than older women. As this is th& Btudy to characterise women
who intravagindl cleanseup to one hour after sexit is difficult to compare thiginding to
previousstudies Two other studies in the Western Cape Province of South Africa found an
association between younger age andravaginal cleansing generally, although the cohort
was substantially older (35 to 65 year olds)yer, 2006 Myer, 2004. However, these MDP
findings are comparable to th&/ HO household surveyhichfound that intravaginal cleansing
was lower among 30 to 44 year old women, although there was no linear correlation with age
(Smit, 201).

There were no suggestions in the qualitative data that intravaginal cleansing was a new
practice or that practices might differ by age. The qualitative data did suggest that in some
circumstances intravaginal cleansing immediately after sex could iberpreted as
disrespectful to a partner. Other studies have found that married women are less likely to
intravaginally cleans@Myer, 2006 Myer, 2004. It may be the case that older women were in
more stable relationshipsind were less likely to intravaginally cleanse after sexcase it
offends their partneror alternatively merely felt less of a need to intravaginal cleanse with a
stable partnerlt is a limitation of this analysis that | was not able to control for marital status
in the quantitative data andm therefore unable to test thee hypothess. Either way, this
finding suggests that the need to intravaginally cleanse after sex declingerasn age and

highlights the need to target younger women with messages about intravaginal cleansing.
Crowding

The quantitative findings demonstrated that women in larger households wene likely to
intravaginally cleanse after sex. The qualitativeadaffers a possible explanation for this
finding. Households in KwaZtiMatal are often multgenerational and there were frequent

& (E v 8} 8Z v s} Z o v[ (}E& P&hoddehBlldsS&Zsigh dfeo } %o O
respect As such,n the IDIswomen often talked about placing a bowl of water next to their
bed in order to wash after sex. Household crowding was inversely associated with intravaginal
cleansing in the microbiciddiaphragm trial in Madagasca(PenmanrAguilar, 201}
Madagascar is verytlnically diverse and intravaginal cleansing practices varied widely by
region. The qualitative data from this MDP analysis illustrates the extent to which-socio
cultural norms inform intravaginal cleansing practices. This would suggest that the disparity
between studies in the influence of household crowding is highly likely to relate to differences

in household structures and soemmltural norms regarding intravaginal cleansing between
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KwaZuluNatal and Madagascar. Crowding has been shownrdduce adheence to
microbicidesin UgandaAbaasa, 201although not in South AfricéCrook, 2010 The impact
of household size on both intravaginal cleansing practices and microbicide use should be

considered in future studies.
CondomUse

In this study both the quantitative and qualitative data suggest that intravaginal cleansing after

sex is not influenced by condom use. Only a few women stated that a condom reduced the

need to clean internally after sex. This finding differs fromeotstudies in South Africa which

have found that intravaginal practices, although not specifically -po#al intravaginal

cleansing, are lower among women who use conddwas der Straten, 2010&8mit, 2011

Myer, 2006. Van der Straten suggeststha§Z pe }( u o }v }ue «Z}po % E A v§
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However in this analysis, the qualitative data clearly demonstrated that intravagjesaising

is influenced equally by the need to remove semen as well as vaginal sexual fluids and sweat.

This may explain why condom use does not influence-poséal intravaginal cleansing in this

cohort.
Menstruation

The qualitative findings reiterate previoudescriptions of sex during menstruatiors aot
culturally acceptable in KwaZuNatal (Berglund, 197% However, both the quantitative and
qualitative findings confirm that a minority of women do have sex during menstruation in this
community. The qualitative findings suggest that during menstruation women may be more
inclined to clean intravaginally after sex. Increased intravaginal cleansing during menstruation
has been well documente@/eldhuijzen, 2006Scorgie, 201}l However, there has been little
attention to intravaginal leansing specifically in relation to sex during menstruation. In the
quantitative analysis, ever having sex during menstruation was not associated with intravaginal
cleansing after sex. Nonetheless, collectively the quantitative and qualitative analys&s sh
that some women have sex during menstruation and use gel when having sex during
menstruation This finding highlights the need to understand more about gel use during

menstruation and intravaginal cleansing after sex during menstruation.
Other associatins

Other studies in South Africa have found assocmizetweenintravaginal practicesa{though

not specifically pascoital intravaginal cleansingind educational level, sexual activity, and
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HIV/STI prevalencéMyer, 2006 Myer, 2004 Scorgie, 201)1 These characteristics were not
associated with intivaginal cleansing up to one hour after sex in this MDP cohort. The
differences in the findingsan most likelype attributed to the fact that in this analysis | focus
exclusively orpostcoital intravaginal cleansings opposed to intravaginal cleansipigctices
more generally However, it is also worth noting that this analysis is the only one to exclude
HIV positive women. Therefomge cannot exclude the fact that thdisparity in the findings
could also be reflective ofdifferent postcoital cleansingractices among HIV negative and

positive women.
Cleansing practices

Although we did not ask women what they used during intravaginal cleansing in the sexual
behaviour questionnaires, it is clear from the qualitative data that intravaginal cleansing
mainly involves water, fingers and/or a cloth. One of the systematic reviews of intravaginal
practices and HIV found that fingers were the most commonly used way of applying liquids
during intravaginal cleansingHilber, 2010% Conversely the WHO hsehold survey in
KwaZuluNatal found that most women who intravaginally cleansed used a product, with cloth
being the most frequently used although not necessarily after (Sewit, 201} The use of
water and fingers may be preferable to the use of cloth because, as described in £ettHn

the metaanalysisof participant datafound an association with HIV in terms iofravaginal
cleansing with soap, cloth or papérow, 201} It is also promising that, unlike in other
studies(Scorgie, 201)1 there were few reports in this analysiE@mmmercial or other products
being used for intravaginal cleansing. It would still be useful to understand the impact that
each of these different cleansing practicdgater, fingers and clothhas on the removal of gel

after sex to find out if the conea about postcoital cleansing is justified.

5.6.2 Intravaginal cleansing when usingicrobicidegel

In the quantitative analysis there were no differences in intravaginal clearisétgeen

women in the producbr placebo groupsOnly 1of the 12 microbicide tdls described ifable

5-3 reported on intravaginal cleansing during trial follew and they did not observe

differences between gel groups eith@talpern, 2008

It is of particularnterest that intravaginal cleansing up to one hour after sex was higher among
women who consistently used gel throughout the trial compared to women who were less
consistent usersThis quantitative evidence suggests that the presence of the gel maysecrea
some A}u v [desireto intravaginally cleanse after sex. The qualitative data supports this
finding with a number of women talking about the need to cleanse intravaginally to specifically

remove the gel between sex acts or after sex.
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Interestingly a diphragm trial in South Africa and Zimbabwe found the opposite refudis

der Straten, 2010a They found that in the intervention arm, women who intravaginally
cleansed were less likely to report consistent usegelf when administered in diaphragm
(Replens gel) The authors suggest that intravaginal cleansing may interfere with the use of
the diaphragm, which has been shown elsewhgbarma, 200@Montgomery, 2009. The fact

that the van der Straten study attributed the differences in intravaginal cleansing to the
diaphragm rather than the gel, may explain the differences in our findiHgsvever it is
important to note that the diaphragm trial measured intravaginal cleansing unrelated to sex
and this may also have influenced tbigference withour findings.Neither the C®nicrobicide

trial, nor a phase Il microbicide triakhich measured intravaginal practicearohg follow up
measural the differences in intravaginal cleansing in relationdonsistency oproduct use

(Altini, 201Q Halpern, 2008

Evidence from MDP 301 and other microbicide trials has shown that many women describe
microbicides as being cleansing and hygierfddantell, 2006k Saethre, 2010Gafos, 2008
Montgomery, 2010h The gel has been described as treating vaginal aigehand itching,
cleansing the bodin terms of purifying the bloodgetting rid of unpleasant bodily secretions
and odours, and protecty against diseas@Montgomery, 2010h However, to date the
impact of women perceiving the gel as having cleansing properties has not been considered in
terms of intravaginal cleansing.women think the gel is cleansing,is feasibleto think that
they maywant to leave the gein situafter sex in order for it to absorb impurities whiclan
then be discarded in the gel as pesixual discharge. Howevehe fact that in this anakis
the prevalence ointravaginal cleansing was higher among women who consistently used gel,
could suggesthe opposite. This is to say, for some wontbe idea that the gel absorbs
impurities could exacerbate the need to remove the gel after sex. A diaphragm trial that
observed higher levels in intravaginal cleansing with HEC placebo gel compared to the less
viscous Acidform gel concluded thatP o« u C Z A Ve Ve c U}]*SHE J}E A
vaginal cleansing may have been motivated byvbkime of gel that was present; that is, as
more gel accumulated in the vagina, women may have experienced a gezatgulsion to

0O Ve *%]% Z A]vP v ]ve3 E (PamanAgiilar} 2011198

Despite the difference in results in terms of whether intravaginal cleansing is assowisted
higher or lower product adherence, the findjrthat product use (microbicide or diaphragm) is
impacted by intravaginal cleansing practices vice versais critically important for the future

of HIV prevention and requires far more focused attention in future research. It is vital that we
understard more about the impact of postoital intravaginal cleansing on the effectiveness of
microbicides and the association between the use of microbicides and intravaginal cleansing.
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We should not lose sight of the fact that the majority of women did not repast-coital
intravaginal cleansing. However these findings @specially important in the context of the
current tenofovir microbicide trials which are evaluating both pre and post coital gel
application. If the efficacy of a microbicide is reducegbbgt-coital cleansing and,ifor some
women,the presence of the gel increases tiesireto intravaginally cleanse after sex, we may
need to considealternativedelivery mechanisms that limit the volume of gel left in the vagina
after sex. In the meanime it is vital that te impact of the vaginal ring omtravaginal

cleansing islsoevaluated.

5.6.3 Changing intravaginal cleansing practices

Although the prevalence of intravaginal cleansing up to an hour afteinséms study wasot
optimal for microbicide use, it is evident from both the quantitative and qualitative data that
some women were willing to change their behaviour when using microlscitte the
guantitative data there was a marked decrease in intravaginal cleansing after sex frémsthe

to the second half of the trial. In the qualitative data it was clear that some women were
willing to stop intravaginal cleansinghen using the gehfter being counselled to do so.
However the qualitative data also highlighted that some women miderstood the
messaging and assumed thefiouldremove the gel after sex. These findings illustrate the

need for consistent counselling regarding intravaginal cleansing.

Another finding supporting the need for effective counselling is the fact that thegbence of
post-coital intravaginal cleansing was higher among women enrolled at Mtubatuba and
Madwaleni clinics than KwaMsane clinic. Area of residency was not assogigtecleansing
practices, suggesting that the differences observed by clinic afiment are most likely to do

with differences in counselling. The fact that women enrolled at Mtubatuba and Madwaleni
clinics were most likely to stop intravaginal cleansing in the second half of the trial suggests

that counsellingagainst intravaginal cénsingafter sexat these clinicdiad an impact.

Counselling has been shown to decrease intravaginal cleansing among women in other
microbicide and diaphragm trial@enmanrAguilar, 2011 van der Straten, 2010aHalpern,

2008 Altini, 201Q. However, in the diaphragm trial in Zimbabwe and South Africa, the
counselling messages were more successful at decreasing intravaginal insertion than
intravaginal cleansingvan der Straten, 201QaThere are certainly counselling models that
have been used successfully in the USA to reduce intravaginal cleansing pré@tiogsy,

2005. Prior to microbicide roll outprocesses should be developed to idéptwomen who
require intervention andstandardised counselling techniques should be evaluated in South

Africa to assist in the reduction of intravaginal cleansing after sex.
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The deliveryof messages about the public health risks of vaginal practices less ttiadered

by the lack of sufficient evidence associating vaginal practices to HIV acquiSinoitarly
evidence supporting the need to avoid pasiital intravaginal cleansing when using
microbicides is insufficientGiven that mtravaginal cleansings clearly an important socio
cultural norm for women in terms oexuality andsexual health it is not advisable to
discourage the practices without an evidence bdseen then, messaging to discourage the
practices must be sensitive twdal motivesfor intravaginal cleansing and under what
circumstances these may be waived by wom@&hese factors highlight the need for the
development and delivery of clear amnsistent public health messages about the risks of
intravaginal cleansing in relation to boHIV and microbicide uséconsistent or inaccurate
messaging could have a major impact on intravaginal cleansing and ultimately the feasibility of

microbicides in this community.

5.7 Conclusion

The majority of women did not report post coital intravagina@ansing However, me third of
women did intravaginally cleanse up to one hour after sex at some time during the trial,
despite repeatedly being advised not to. Discouragingpogal intravaginal cleansing clearly
runs counter to local vaginal hygiemgactices for a substantiahinority of women inthis
community. However the analysis demonstrates that it is a practice amenable to change. In
order to develop effedte messages and counselling practices, it is vital that we understand
more about the inpact of postcoital intravaginal cleansing on product effectiveness, establish
definitive public health messages regarding the HIV and STI risks assodiaitéutravaginal
cleansing, and explore further the association between ostal intravaginal éansing and

gel adherence. If postoital intravaginal cleansing significantly reduces the efficacy of
microbicides,whether delivered before and after sex or in a vaginal ring, then cleansing
practices could undermine the feasibility of microbicides some womenin the absence of

effective behaviour change programmes.
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6 Intravaginal insertion in KwaZuhlNatal

Summary

As described in chapter 2, there are substantial gaps in our understanding of how socio
cultural normsrelating to intravaginal insertion may influence the use of vaginal microlscide
Intravaginal insertion is practiced in many parts of Africa. It is often associated with a
% E ( E v (JE Z EC[ » £X 00 ,/s % E A v3]}v u]vaghally] e+ 3 o
applied lubricantbased gels. Consequently the acceptability of microbgaimong women

Az} vP P Jv ]JvS8E A P]v o Jve ES]}v 8} Z] A Z EC[ « £ Z - \
present results of a systematic review of the literature intravaginal insertion in Africa. To

better understand whether a lulirantbased vaginal microbicidevould be acceptable in
communities where intravaginal insertions are used, | use the MDP 301 data to investigate the
desired effects of intravaginal ing&m. | then investigate how women experienced the use of
microbicidesin the clinical trial. | compared these findings to further understand how sexual
practices, preferences and expectations could impact on the use of microbididis analysis

is bas@l on qualitative data collected during-depth-interviews and focugroup discussions

with women enrolled in the trial as well as women and men from the community. It focuses on

% }%o0 [+ IVIAo P }( JvS8®E A P]Jv o ]Jve ES]}v v 524% V8Uuv]s
experience of usingiicrobicides This analysis aims to examine whether the traditional use of

intravaginal insertions could be in conflict with the use of vaginal microlsicide

6.1 Literature review

As described in the last chapter, the systematic review of literature on intravaginal practices in
Africa identified51 articles on intravaginal insertion. In this section | present evidence from the
systematic review of the literature on intravaginal insen in Africa Table6-1 presents the
manuscripts included in the review, lists the country or countries where the study was
conducted, notes if the paper reportespecifically on intravaginal insertion (indicated with an

X) or if the report included intravaginal insertion but did not exclude other vaginal practices
(indicated with an O) and lists the prevalence of intravaginal insertion when reported in the

manuscrpt.
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Table6-1: Systematiciterature review ofintravaginalinsertion in Africa

No. | Reference Country IV IV Insertion
Insert | Prevalence
1 Allen 2010 Tanzania X 5%
2 Allen 2007 Tanzania X low
3 Bagnol2008 Mozambique X
4 Baisley 2009 Tanzania X 5-10%
5 Banda 2007 Zambia X [45%]
6 Beksinska 1999 South Africa X [46%]
7 Beksinska 2010 South Africa X Treatment 24%
8 Braunstein 2005 Brazil, Burkina Faso, Senegal,| X
India, Kenya, South Africa,
Thailand USA, Zimbabwe
9 Brown 1993 DRC X 33%
10 Civic 1996 Zimbabwe o]
11 Dallabetta 1995 Malawi X [47%]
12 Guest 2007 South Africa X 13%
13 Hilber 201@ META: Burkina Faso, Kenya, | X
Ivory Coast, Malawi, South
Africa, Tanzania, Uganda, US/
Zambia, Zimbabwe
14 Hilber 201® WHO GSVP: Mozambique, X
South Africa, Indonesia,
Thailand
15 Hira 1990 Zambia O
16 Hull 2011 WHO GSVP: Mozambique, X Moz=72%, SA=17%
South Africa, Indonesia,
Thailand
17 La Ruche 1999 Ivory Coast X 10%
18 Lees 2010 Tanzania X 0%
19 Low 2011 META: Kenya, Malawi, South | X 1-20%
Africa, Tanzania, Uganda,
Zimbabwe
20 MbikusitaLewanika 2009| Zambia X 75%
21 Mbizvo 2004 Zimbabwe X 28%
22 McClelland 2008 Kenya (FSW) X 10%
23 McClelland 2006 Kenya (FSW) X 1%
24 McFarland 2009 Botswana X
25 Mehta 2007 Kenya (men) X
26 Mehta 2008 Kenya (men) X
27 Morar 1998 South Africa (FSW) X 91%
28 Morar 2003 South Africa (FSW) X 94%
29 Myer 200% META: CAR, DRC, Kenya, Ivo| X 26-99%
Coast, Malawi, South Africa,
Thailand, Zambia, Zimbabwe
30 Pitts 1994 Zimbabwe X
31 Ramjeel999 South Africa (FSW) @)
32 Ray 1996 Zimbabwe (men) X
33 Reddy 2009 South Africa X 37% prefer dry sex
34 Roddy 1998 Cameroon (FSW) X 45%
35 Runganga 1992 Zimbabwe X [87%]
36 Runganga 1995 Zimbabwe X 99%
37 Rustomjee 1999 South Africa (FSW) @) [80%]
38 Sandala 1995 Zambia @)
39 Sandgy 2007 Zambia @) [5-20%]
40 Schwandt 2006 Kenya (FSW) X [13-36%]
41 Scorgie 2011 South Africa X 12%
42 Scorgie 2008 South Africa X
43 Scorgie 2010 South Africa X
44 Smit 2011 South Africa X 12%
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No | Reference Country \Y IV Insertion
Insert | Prevalence

45 Turner 2010 Zimbabwe X 40%

46 van de Wijgert 2000 Zimbabwe X 96%

a7 van de Wijgert 2008 Uganda, Zimbabwe X Uganda=2%,
Zimbabwe=12%

48 van der Straten 2010 South Africa, Zimbabwe X SA Gauteng=19%,
SAKZN=13%,
Zimbabwe=21%

49 van der Straten 2019 Zimbabwe X 67%

50 Veldhuijzen 2006 Rwanda X

51 WatsonrJones 2007 Tanzania X 4-9%

NB: METAmeta-analysis; WHO GSMefers to the World Healti®rganisation multcountry study on

Gender Sexudy and Vaginal Practices; FSW=Female Sex Worker;d2R©cratic Republic of Congo;
CAR=Central African Republic; SA=South Africa;K¥MNFUldE S oV /v §Z
is used to showZ § §Z
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article reported on intravaginal insertion but it was not possible to exclude other vaginal practices. In the
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vaginal practices.

6.1.1 Prevalence ofntravaginal insertion

Zls Ive E3]}v WE A ed wheij it @as noSposible @ exglude other

Out of the 51 papers identified in the systematic literature review, 33 provided primary data

on the prevalence of intravaginahsertion Two metaanalyss articles provided secondary

data, some of which had not been previously published. The minimum and maximum

prevalence reported for each country is illustratedFigure6-1. The reported prevalence of

intravaginal insertion ranged from 0% in Tanzania to 99% in Zimbabwe. Comparing the

prevalence of intravaginal insertion across studies was subject to the sarblep® as those

outlined for intravaginal cleansing describedccivapter5 section5.1.2

Prevalence in South Africa

Although initial studies in South Africa among femalewerkers suggested that intravaginal

insertion was commonly practice(Morar, 1998 Morar, 2003 Ramjee, 1999Rustomjee,

1999, subsequent studies amongomen not engaged in sex work found that the prevalence

is relatively low. For example, a muituntry survey found that intravaginal insertion

practices were substantially lower in South Africa than in Mozambique (17% compared to 72%)

(Hull, 201).
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Figure6-1: Prevalence of intravaginahsertion in Africa as reported in thaterature

As shown ifTable6-1, among women nbengaged in sex worktravaginal insertion has been
reported as rangingrom 13% to 46% in Gauteng, although the latter study reported on all
%% E 3] + +]Pv 38} Z EC[ §Z AP]v v 8Z E (}JE uC ]Jvou
and insertion pradtes (Beksinska, 199%an der Straten, 2010QaGuest, 200Y. The only
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the use of intravaginal insertions. The study found that 37% of women reported a preference
for dry sex which again could indicate intravaginal cleansing as well as ing&iddy, 200p
In KwaZuleNatal, reports of intravagad insertion have ranged from 94% among sex workers
to 13% amag women not involved with sex woilkan der Straten, 201QaVorar, 2003.
Anotherstudy in KwaZuliNatal amongvomen with symptoms of reproductive tract infections
and STIs, found that a quarteaf women practiced intravaginal insertion to treat the

symptoms(Beksinska, 2010

The 2 articledrom the WHO GSVP household sunidgntified in the systematic literature
review, found thatin KwaZuleNatal17% (95%CI: 12 23%) of women reported ever practicing
intravaginal insertion and 226 (95% CI:,87%) reported currently practicing i(Hull, 2011

Snit, 2011). Overall, intravaginal insertion in South Africa is low among women not engaged in

sex work.As with intravaginal cleansing, the vast differences in prevalence across countries
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and population groups suggests that intravaginal insertion practices are rictdeby socio

cultural norms regardingexuality and sexual health.

6.1.2 Motivation for intravaginal insertion

As described in the last chapter, tmeotivation for intravaginal insertion overlap with the
motivation for intravaginal cleansing and include vaginhigiene, vaginal health,
contraception, treatment of sexually transmitted infections or vaginal discharge;parsim
vaginal restoration, and sexual preparation. A sevantttivation for the use of intravaginal
insertions was as Z o0 }% } §]1ov &ttract or retain partners) will return to this topic in
chapte As explained in the last chapter, despite the overlamofivation for intravaginal

practices, irthis chapter | focus on intravaginal insertion practices for sexual preparation.

6.1.3 Intravaginalinsertion as part ofsexual preparation

The most frequently reportedmotivation for intravaginal insertion is to enhance sexual
pleasure(Morar, 2003{Brown, 199y Civic, 199§Sandala, 19E1F?unganga, 19€ﬂ25mit, 2011
Hull, 2011{Reddy 2009(La Ruche, 19!?P/eldhuijzen, 200|(fBeksinska, 1998Bagnol, 200B
Scorgie, ZOqF\Aehta, 20018corgie, 20:|.||IHiIber, 2010? The WHO study found that the main

reasons women in KwaZuNatal reported using intravaginal insertions were to increase their

% ESV Ee[ « EL 0 %0 *pE ~iT9eU 8Z JE }Av « £ 0 %0 *pE

committed to the relationship (4%)(Hull, 201]}. This said, it is important to stress that many

women reported multiple reasons for intravaginal insertion and the desire for sexual pleasure

often overlapped with the desirfor vaginal hygiene.

A wide range of products have been reported to be used as intravaginal insertions in Africa.

There are a number of regional variations although a surprising amount of consistency

between the types of products used. They can be group#o 7 main categoriedBrown,

2000:

x Traditional medicinesroots, bark, leaves, herbs, mineradsd animal parts;

x Food items cassavakapok, nuts, kola, mango, root ginger, chilli pepper sauce,
tomatoes, salt, vinegar, berries, lemon juice, sutga, food seasoning, ice cubeand
Coke;

x Cleaning or hygiene productsog powder, talcum powder, toothpaste, detergents,
caustic soda, argeptics,andbath salts

x Commercial products tobacco or snuff (finekground tobacco), aspirin tablets,

antibiotics,and perfumed oils;
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x Over the counter remediesTiger Balm (a menthdlased anodyne and artiching
remedy used for colds, headaches oreicishites), Blue Stone (copper sulphate: used
locally to clean wounds), alum (hydrated aluminium potassium sulphate),
Entressdruppels (oral remedy to relieve nervousness, restlessness, and sleeplessness.
Locally believed to protect a baby from evil wheragadd on the fontanella), and
" 0 EU%Bo% 0 ~ Vv }E 0 o]J<u] SE& Su vs (}E& JE&}v (171 v
bleeding resulting from minor cuts);

X Items marketed as aphrodisiacsablets, ointments and powders, such as Tong Yong
tablets, pautyuentong Clinese balm,Love Drops and China Fruit (dried Chinese
plums) or granules sold in plastittaws and sucked like a sweet;

x Absorbing materials paper, tampons, cotton wool, cloth, gauze, flannel, tissue paper,

andnewspaper

Items are reportedly either diluted in water and then inserted, or inserted as they are and left

8} Z ]**}0A [U }E v ES v SZ \Schrgie} R00P ¥ Kiopa@bidgue thefe
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is tying traditional medicines into small pieces of nylon tights and inserting it for a few hours,

removing it before sekScorgie, 2000

In the literature, he use of intravaginal insertions to enhance sexual pleasure is oftemadfer

§} « Z EHiwevdEtKe t, K Sy C (}uv SZ 8§ % E S]] e« 8} vZ v « FEU
vi§ oA Ce+ Ju § Z EC]JvP[ 8Z A P]vV Aluv (} po u}E }v
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of intravaginal products is evident in most of the literature even if it is not explicitly
differentiated from vaginalZ ECRJREX £ u%o U AZ]Jo JA] [+ ES3] o ]+ v§
Aluv A E -l Jus 83Z JE pe }( ZA P]Jv o EC]VP P v3e[U «Z
Z3]PZ3 vlvP[ A E <«pooC s]E o (( 8¢ }( %E} p s pue U v
Civic, 199p
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secretions, appposeal to the removal of smalimounts of normal secretions caused by sexual

excitement, or unusual vaginal discharge caused by infe¢Boown, 1993. Similarly research

in South Africa found that ideally the vagineas expected to be clean, not too wet or dry,

tight, closed and warm in preparation for s¢iilber, 2010?1 This idea of the removal of
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unusual excessive amounts of watery secretions or a vagina that is neither too wet nor too dry,
differs from the definition ofZ EC[ « £ SZ S ] }(S V %o E} %o} ]Jv. $ CGue- }

vaginal secretiongBraunstein, 200B In contrast to he idea of dry sex, a number of studies

have highlighted the use of intravaginal insertions to increase vaginal lubrication. Although
there is some evidence from South Afr@est, 200}, the majority of the evidence is from
the Great Lakes region of East édr{Baisley, ZOOEPWatsonJones, 200[fMcClelland, 2008

Mehta, ZOOﬂVeldhuijzen, 200|13—|assan, ZOC“Priddy, 201HSharma, 200fBraunstein, 200p

dZ vpv « SA v §Z Z EC]JvP[U z38]PZ& v]vP[ v ZZ S3]vP[ ((
relatively unimportant in public health research that has been concerneditaine desiccant,

irritant and astringent effect of intravaginal insertions on the vaginal mucosa and flora in terms

of increasing the risk of HIV acquisition. However, these nuances become critical in terms of

considering the acceptability of lulbant btased vaginal microbicideés the future.

The WHO study found that in KwaziNatal the intended physical effects of using intravaginal
insertions were to tighten (43%), heat (30%) or dry (23%) the vdbiniy 201]. In addition
§} ZA E®u]vP[ Rekshskad \19<.Tprown, 199:1|Civic, 199p references tdntravaginal

insertion making a womv ZZ}S[ pE]VP ¢« AU Jv S EGue }( JvP ¢ A£p oof

noted in KwaZukNatal (Scorgie, ZOO?Berqund, 197gMorar, 199§ Mozambique(Bagnol,

200§ and ZimbabwgRunganga, 1992

6.1.4 Intravaginal insertion and microbicides
In addition to concerns about the HIV risks associated with intravaginal pracioesnber of
authors have questioned whether microbicides will be acceptable among women who engage

Jv A Plvo %E 3] « 3} (BeKsidskaZl9HICThe mi&in concern is that lubricant

based microbicides will not be acceptable to women who engage in intravagsetion,

espeiallywhere sociecultural norms prioritise a preference for dry sf@eksinska, 195H9<un,

199§. This concern is fuelled in South Africa by the tlaat research has shown both women

and men asociate the use of progestogémectable contraceptives with vaginal wetness and

consider this a unacceptable side effe¢Gmit, 20@||Beksinska, 20091

As with intravaginal cleansing, the compatibility between the desired effectatiEvaginal
insertionand microbicide use need to be understood within the context of $beb-cultural

( 8}Ee+ 3Z 8 Jv(ou v  A}u v[e.A Eis/cbapierd use qualitative data to
compare and contrast the impact ahicrobicides and intravaginal insertions on sexual
pleasure. To better understand whether a lubricdmatsed vaginal microbicide gel would be
acceptable in communities where mtvaginal insertions are used, | investigate the desired

effects of intravaginal insertioand sociecultural norms of sexual pleasuré then investigate
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how women experienced the use of vaginal gels in a microbicide clinical trial in Kvikedalu
I canpared these findings to further understansbciocultural norms relating tosexual
practices, preferences and expectations and to examine whether the use of intravaginal

insertions conflicts with theseof microbicidesn a rural part of KwaZulMatal These findings

were published in the Journal of Culture Health and Sexuality in ZBdf0s, 201p

6.2 Methods

The analysiss based on accounts FE] 0 %o ES]S5|Zo] ES %o @E Sv @xppri¥nc€E<}v o
}( pe]vP P 0eU SE] 0 % ES] 1% v3e[ « A oo + }luupv]SC uu a
Jve ES]}v Jv §Z juupv]sCU v v ulJvi@E]sc¢ }( e U E *%o}V

using intravaginal insertions.

In total, data from 118 IDIsith 63 women and 8 men, and 15 FGDs with 73 women and 53

men, are included in the analysi$he composition of the IDI samplis presented ifTable6-2

and of the FGD sammén|Table6-3| The overall management and analysis of the qualitative

data have been described in chapter 4 sec@ For this chapter there were two stages to

the analysis. Firstly, | analysed data from the 15 FGDs with trial participants and community
members and 110 IDIs with trial paipants coding all text that addressed issues relating to
intravaginal insertion. Three main themes erged from the data: motivatioffor intravaginal
insertion, types of intravaginal insertions, and desired outcomes of using intravaginal
insertions. Secorly, | analysed data from the 6 FGDs with trial participants, 110 IDIs with trial
participants and 8 IDIs with male partners. | coded all text relating to the impact of the gel on
sexual experience. | compared and contrasted the expected outcomes of nsiagapinal

insertions with the actual experiences of using microbicide gels.

The analysis was completed prior to the end of the trial as data saturation had been achieved

in relation to the topics of interegDahlgren, 200) Transcripts of IDIs with the subsequent 21

women and 9 men as well as the subsequERFGDs were reviewed after the end of the trial.
The data in these transcripts supported the findings of this analysis and there were no

contradictory findings.

156



Table6-2: Description ofthe IDIsample

Female participant

Male partner IDls

IDIs
Week 4 63 8
Week 24 38*
Week 52 o*
Total number of IDIs 110 8
Number of respondents 63 8
Mean age 33 41
Age range 19-64 26-60

* The 38 women interviewed at week 24 and the 9 interviewed at week 52 were initially interviewed at
week 4

Table6-3: Description of theFGDsample

Female Female Male
participant community community
FGDs FGDs FGDs
Total number of FGDs 6 3 6
Number. of respondents 47 26 53
Mean age 35 29 25
Age range 19-65 1859 1845

As described in chaptﬂsectior 4.3.3 during a workshop with study staff | interrogatéte

meanings of the words used to describe the expected outcomes of using intravaginal
insertions and the actual experiences of using miarioles. This involvedisting all words used

in the study to describe sexual experiences, discussing alternative uses of each word in
sentences not related to sex, listing alternative words that could have been used to describe
the same experiences but wemot, cross referencing words used to describe intravaginal
insertion and gel usage, and, finally, categorising the words into etedaexperiences. This

resulted in the three categorisations of hot, tight and dry sex which | present below.

6.3 Results

6.3.1 Intravaginal insertion

In both the indepth-interviews and FGDs, women and men widely acknowledged the
intravaginal use of a variety of products. In their first interview, 47 of the 63 trial participants
said they knew that women in the community used intrawad) insertions. The majority of
participants in 14 of the 15 FGDs were also familiar with the topic. Knowledge about the use of
insertions was based on rumours in the community, seeing products sold on the street, stories

from neighbours, friends or femalfamily members using products and, occasionally, personal
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experience. Respondents said that women used intravaginal insertions predominantly to
enhance sexual pleasyralthough dher reasons weralsoreported such asvaginal hygiene

andmaintaining god health.

Of the 63 trial participants interviewed, only 7 reported ever using intravaginal insertions

themselves for sexual pleasure before joining the trial. None of the participants reported use

during the trial. Female community members not enrolladhe trial were not asked directly

about their own personal use of insertions because this informationneasollected in FGDs,

but a similar proportion spontaneously described using insertions themselves. There was no
P ](( & v] 8]}v ]v widgdgewdfprodijct use. The majority of all female and male

respondents said this was an agkl practice as articulated byhis woman who had

experience of selling and using intravaginal insertions:

A"t A E pe]vP 8Z u ~]ve ES]}vee JEPul3d ER}A @A we]vP §
(Community FGIR0 yearold woman).

Respondents said they were aware of a number of products that were used as intravaginal
insertions to increase sexual pleasufgiglire 62). These included a range ebmmercial,
hygiene or dod products such as snufDisprin (Asin), Inza (Ibupfen), Colgate toothpaste,

bath salts and Knorrox cubes (South African food seasoning), as wall/esthe counter
remedies such as Tiger Balalum Blue StongEntressdruppelsand StaaldruppelsThere was

a range of sexual stimulants that were designed to be taken orally, but were sometimes
inserted vaginally, such as Silver Bullets (tablets crushed before insertion) and Love Drops
(liquid). In addition there was a range of traditional mediciflesally callecumuthi [singular]

or imithi [plural]). Generally respondents were unaware of the actual names or contents of the
imithi, but some were mentioned such asbuluoil (ol and fat of a water monitor)snake oil,
hippopotamus fat, andimganutree bark (soaked and then water inserted vaginally). Other
general items infrequently reported to be inserted vaginally included whisky, newspaper after
being softened by rubbing, water after boiling rice in it and water after soaking a type of jelly
fish (also renowned for treating asthma and arthritis when taken oraerall, the most

commonly reported intravaginal insertions were snuff, alum and a rangmaitifi.
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Figure6-2: Intravaginalinsertions

Intravaginal insertions were reportedly used in a variety of ways to enhance sexual pleasure.
Some products werdliluted in water and then applied intravaginallparticularly alum), or

Jve ES v 13Z E o (5 8} Z ]**}oA [ ~ on®Xordjseri@ and the} E o
remnants removed prior to sex (e.g. traditional herbs and sniffiere were no reports of
umuthi being inserted in pantyhosdrespondents reported that these products were readily
available from pharmacies, shops, and traditionedlers. | purchased most of the products at

the local pharmacy, includingmbulu oil. The pharmacy staff were clearly aware of the
intravaginal use of the products and even specified that only the pure white Colgate
toothpaste was used vaginally, notethmulticoloured Colgate containing breath freshener. A
male customer in the pharmacy assisted in identifying the English name &hthduanimal,

and when asked what the oil was used for he said women use it, pointing towards the genital
area, and was loviously embarrassedknowledge of intravaginal product use is clearly
commonplace, but because of its sexual and personal nature it is a subject addressed with

embarrassment and often humour.

Many respondents referred to a state of sexual preparedneas dhwoman was expected to
Z] A v 8Z]e A s u}+3 E Ppo EoC -« E] « nddafsex. AP Z oG

example, this participargaid that women use intravaginal insertions:

A @ that should her lover arrive he would find her in a goddvc ]3]} Vrial D) 24

yearold womar).

In order of reporting frequency, the desired outcome of using intravaginal insertions was to
u l A}u v ZZ}8[U Z3]PZ3[ }E& Z EC[ ME]JVP « £ Vv 3Z +« }V %o
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Z Y8 » E

Intravaginal Jve E3]}ve Z A % E Al}ucoC v e E] « Jv & +]VvP
A P]Jv X ,JAAEU Jv 8Z]s «3u C AZ v E *%}v vie E ( EE &}
(shisasU }voC }v (A} ]}ve ] 8Z]e E o &8 3} 8Z A Piv ]38+ 0
% & }u]v vSoC E o S S} ¢« Ep o E}pe oX "ulo EoChadtla( &E v -
or gandg related to women not being sexually attractive, not being aroused, or being sexually

unresponsive.
tZz v I 8} (]Jv 8Z ]J(( & v v3 X Yeed Bie&participant explained:
If sexwasnothot ~/ }v[§ @& ]J( Z *S5}%oe ~ A~
Whereas if sex isot: / AJoo Z}o }VIri} @] 22 yessld womar).
dZ «<pu}8 + 0}A JoOu*3E & 3Z pue }( 83Z A}EradliB}s[ 8} + E] -

ANVU(( E]JvPe §Z § Z § |uldghisakweBazico JTrial 4DI, 31 yeaold

woman).

ANVU(( ul e« Clp Y ulE vi}Ghisee NEZVBTHalADI, 33 yeanld

womar.

The idea of hot sex was often combined with referencesirioreasing male sex drive
(langazeleu v]vP Z3} o}vP (}E[ }E Z +]E [+ }E& u I]JvP 8Z A}lu v Z-
of being physically active during penetration. The words translated as strong indigieel
~Zu |JvP «SKEjhaR[+d S]Ao[P ¥3] }E Z]v p-Sifmhjq~pf3d} R S «SE}VP
especially after iliness). The wasiiname]s o0} pe 8} E ( & S} Zepuy o[ Jv § EI

who is hard working and has elevated their social status.
The following quotes explain the use of emtaginal insertions in terms of increasing libido:

Az} W uC v %  AE% E&] v JvP  ]((] poSCU u C CluE
(akasakuangazeléis (}E& <« AXY z}u Jve ES spopn SZ]JvPe ~SE ]8]}vV
for your partner to find you right, so thatehis eagergkuangazelee (} & 9rig& D]~

33 yearold woman).

ANYU ¢ C Clu uped Jve E3SU u C ]38 A]ousirZardswher yous } x3
& Z A]vHrial U, 46-year old woman
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Avu(( A « 8Z u}ed }luulvoC E %}ES JvSE A P]Jv o Jve ES]}V ue

are references in the literature to the intravaginal use of snuff by women on their own for

personal sexual satisfactigidcorgie, 2000 Similar reports did emerge in this intgstion

although they were rare and generally described in terms of woilnecoming addictd to
He]vP svpu(( A P]v 00C qaleky: E AJvP 13 _ -~

AIvIA Y ( v Yo Alu v AZ} v v} 0}vP E ¢3}% ]Jve ES]VP evy|
Jve E&e We +Z pe &) } ]38 Az v Teid F@Ds 3% yemle _ ~

woman).

Theae were a feweports ofsnuffincreasing the risk afervicalcancerwhichmay be informed

by public health messages regarding the risks of smoking tobacco.
Zd]PzsS[ ™ E

Increased sexual pleasure was also reported whZ A}u v A « Z3IRZ&§ods toZ
explain this includd buyisaW Z pe S} €& SUEQQRERZ&E&Z - & E}PVSZ E[ 1€ Z
generally after being dismantleduyisana: ZE& SuEv[ }E& Z }shwdga:idv o o[Vs
S}IP SZ G & ZPE *%[X 00 $Z « § EBues E ( EEl $3P FH|@E[WP
Ju%oC]lvP E SpPEV 8} §8Z Zv SUE o] VvV }%SJu o 3 5§ }( }vs
}v 18]}ve AE E Puo EoC =« E] into@birfte &1 o]vP ADEPRR[ P CE
Az} Z + v}§ v §} pitshitshi rgf@&ring to theage set of young virgin girls) or not
]vP Zo}Xegd. Fhe term loose is viewed as a negative attribute and is associated with

promiscuity and infidelity, as well as older age.

There was another interpretation of beaintight, as described by th2ulu word shuba(or -

shubis3. This means becoming thick in terms of food, literally describing the process of
Z% E ]%]5 81}v[ (E}u (op] 8} <}oJ] U (}JE /&£ u%o AZ v i oo
associated is the wordinisawhich also means to tightenub more specifically is translated as

§} Zu | (JEu[ }E ZBE EPLBlv[Xvse E ( EE 3§} |JvP ZA 3[U &z
E (EE]VP 8} §Z % E v }( ZA 8§ &[ ]Jv 8Z A PJv X "} §Z]- ]
transformation of waterysecretions into thick mucus. Being tight or thick during sex was

Al A e E % @E * vVE§]VP C}usZU A]J]EP]V]SCU +]E ]o]3CU v =«
sexual pleasure. Alum, Blue Stone, Tiger Balm and Disprin were most regularly associated with

tight sex, although Staaldruppels and Entressdruppels were also mentioned.
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It is usual (to use insertions) because sometimes you find that you are loose

(uyaxegd and you want to tightenegizokginisas C } p & Trial(1DI,~46 yeaold

woman.

~| zZ AardZladies say that they insert. | do not know whether it is those things that

thicken payazshubisee $Z ] E ATrR[|NDI, 19-yeasld womar).

Z EC[ " £

Respondents were far less likely to refer to the use of insertions for vaginal dryness compared
w]SZ $Z FEIZZEZS]IPZS[ 353@[ AF EX @ fmaanddedcribes becoming dry,

being thirsty, or the weather being dry such as in a drought. Bad sex was described as being
ZYo[ v ZA §[X I3 A}uo *C S} eepu SZZISEPY} Z -®&E [Wu-g
§Z « ]Jvs EA] A 3Z E A - ]*3]v 8 u v]vP 8} JvP ZA 3[X t §
state for the vagina, generally associated with watery secretions or STI related discharge. It

was sometimes said that if a woman had hee p E ° C v AJo *% 00 Z & A P]v

}(A S E[X , v §Z ]E &) EC A+}(&Vv Eo0& &) §Z &E u

l* Z EP v 8Z A P]Jv U v v §} Z & v 8z A s E[W

ANdZ C Jve ES S} yomile beEaDse-maybe aaman feels that she is wet or
there is water (discharge) coming out, then she needs things to insert to make@ef

(Trial 1DI, 28 year old woman

None of the references to becoming dry referred to the absence of secretions or abrasive
penetrative sexWomen clearly distinguished between lubrication and excessive wetness as

the following description of good and bad sex demonstrates:
"1} AN EW AS ]e AZ v suyssheleleo B % [EQ-~u}E Vvi}C o _X

NEW MNS[e AZ v Clu ( owaetoovwat Xirhd@az)] youCdo not enjoy

» ATrial IDI, 22 yeasld woman).

6.3.2 Microbicidegel
There was an unexpected positive impact of gel use on sexual pleasure. Of the trial

participants and their partners interviewed, 49 of the 63 women and 4 of thee8 said the
gel enhanced their sexual pleasure. Only one male reported a decrease in sexual pleasure. The
remainder reported that gel did not affect their sexual experience. A number of women

discussed the use of gel in the context of their knowledgetodvaginal insertions:
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NS Z o Z %% v (}E o}vP SJu §Z 8§ SZ E & SZ]JvPe Clu
informing your partner about such things. Now that there is gel, there is no need to
o}}l (}E& }SZ &ridlmMly42eyearid woman).

dE] 0 % ES] ]% vSe ] §Z S SZ Po]JvE « SZ]E *« £ 0 %0
Zeu}}sZ[ v Z EC[X dz 2Z}SU §]PZS v E&C }us }tues v SZ (&
reported were consistent with the desired outcomeusing intravainal insertionsin addition

Alu v vi}C 38Z op E&] 3]vP (( 81}(8zZ Po Azl Zu s /E Zeu}
experiences did not change across the IDIs at different time poiiits.pattern of reporting

was also similar across thikree different vaginal gelglispensed in the trialThe concepts of

hot, tight, smooth and dry sex in relation to gel use are explored below.
Z,}S[ » E

Trial participants were familiar with the idea of both intravaginal insertions and gel making sex

ZZYS[ v % 8Ju e }Ju% E P o pe 3} }53Z @& A}u v[e pe }( 0o} o ]v

"dZ C +C 3ZC } ]85 ~]vSE A P]v o Jve E3]}ve (HENGEZ u §}
(insertions) make someone to be alright, others become hot during sex, others

Ju %0 e+ v38 HE]VP ¢ EY / pep 00oC § 00 $Z u $Z2 35/ Z A
metob o0oE]PZS_ ~dEDpldwdnidn).0i C &

The trial participant quoted élow is one of three wives in a polygamous marriage and states
that she receives more attention from her husband than the other wives since she started

using the gel:

N eZYAe §Z E e 1(( Ev 8Z 8 8Z P o kugdhisythat E A -
EJ]e U v ]S u ve Z Ve 38Z ]85 ] o}dkuskiZae3TaRNIDISU v ]

54 yearold woman).
Do % E&Sv E* o0} E (EE 8} SZ P oul]lvP « £ Z}S v ]Jv &

NS ~P oeul e Clp ( 0o Z}SU v u lo Mak I }pdtnerof}3D

yearold trial participant).

Az} e U 18 Z %% ve 3Z 3 J( A +8 €3 Z AlvP « EU | E Z
AZ v uC % ESv E Jve ES* P oU §Z E ]+ Vv }u@E Bnessvs Jv }|
~ HWE]VvP e« ADI partierof 37 yeaold trial participant).
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Zd]PZ§[ « A&

References to the gel tightening the vagina also reflect how respondents described
intravaginal insertions. As the quote below demonstrates, women often used intravaginal

insertions as a referece point:

"Z 8§ Z A v}IE] Al8Z 3Z P o ] 8Z &8 AZ v | Jve ES ]8U
traditional herbs imithi) because it tightenedb(lyisas uC A P]Jv Y /& ( o+ 3§]PZ
that of a child ifshitshie _ ~d@&] o / dtdwodhag. E

The presence of the gel, which is viscous in consistency, was often described in the same way
e« §Z pue }( ]Jv8E A P]v o ]Jve ES]}veU = Z5Z] | v]vP[ 3Z A P

describes the gel as having a thickening effect, like hair gel:

N~' o §Z]shukisa the vagina, | will compare it to the styling gel that is used in
Z]E Y /3 AYEIle % E( 30C v [/ 8Z]vl ]85 Alpuo Z 0% 5Z}e
because it thickeng§Z A P]v _ ~d&E] adidrubarid C E

In terms of gel use, women useiimame S} e (E] §Z P o JvP Zepy ee(po[ ]\

sexual pleasure thereby having a positive impact on the relationship overall.
Z™Nu}l}ysz[ N A

After describing the gel as making sex hot and tight, its lubricating impact was the third most
commonly € %o} E 3 % }e]3]1A SSE] us X dz]e € ( € v §} %o
lubricated sex only emerged in relation to gel use, and yet was not divorced from the ideal of

sex being tight or dry. The quotes below highlight the reasons why some womenthé&ed

lubricating effect of the gel:

NZ | veC 3Z3 (8& ZAJVP « E | E% E] v %o JveU
gel I have been okay and sex is not painful. | even felt like after having sex | could have
more because it was not painfulpdcaus ¢ ]85 ]¢ ¢0]% % E&C_ ~di€E] o / /

woman).

/I have inserted the gel and by the time we are having sex, he usually feels it being
very hot in a pleasant way and that nice slipperiness. Everything is just nice for him.
That is why he would just SCU ZuC Eo]vPU ]Jve EZriglp@6yEgvP[ ~P

old woman).
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The desire for lubrication was not universal, and the potential lubricating effect of the gel had
caused concern for some participants who ended up being pleasantly surprisechéhgel
A e v}E Z3}} *0]% % EC[W

NOA e E% SIvP 3Z P duggdsheleBa@bdib BoliKE Caseline, but only to
find out that this gel tightensk(lyabambae _Trtal ID] 43 yeamold woman).

Z EC[ " £

The gel idubricantin textureU C & §Z ( & 8Z 8 8Z P o Z &] [ 83Z A Plv

frequently reported positive attribute, after hot, tight and lubricating:

r"tZv] ] vS pe 8Z P o/ P} ASU pus AZ v /I s B2 P o
ul}E& Vvi}¢C o _ ~eyEdrol womani

AN~ (}E » 8Z E A ¢ ipe8 A S E }u]vP }pud }( 8Z A P]Jv U ps
| feel alright and dryngizmeles  ~d E&] o / didwodmag. E

Only one of the eight male partners interviewed commented that he preferred #wow the
P oU He }( 83Z Jv E + A Sv eeX | e E] §Z P o e« ]vP

that a woman using the gel is:

A>T % Es}v AZ} ]+ pe]vP }VEE %3]}v ~]vi & o0 U C}lu
next she is not the same (becomes}toA & Male-IDI, partner of 40 yeasld trial

participant).

6.3.3 Social acceptability

Respondents stated that intravaginal insertions were generally used secretively without the
knowledge of the male partner. The majority of female respondents talked abmmen
using products for sexual enhancement without expressing either positive or negative
attitudes. However, the majority of the male respondents viewed the use of insertions
negatively and were suspicious of women who used them. There were a numbegative
connotations associatedith the use of intravaginal insertions. These included assumptions of
sexual inadequacy, infidelity and promiscuity if a woman had to use a product for her or her

partner to enjoy sex:

r"dZ & ]+ uC (E] v U trAwayingy msa@tions): She says that she does that
because she wants to be enjoyed during sex. Maybe her partner told her that she is
v}S PE § TsiablDE 23 yeavld woman).
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N ZA Z E % }%0 3 s Z}}o o C]JvP $Z § been¢héatinge (po A
) 82 8§ 8Z E 0 % ESV E } + v}$ ( o §ZCONGimitgFAD, v Z

21 yearold woman).

Converselythe majority oftrial participantsdiscussedjel usewith their partners. Gel use was

viewed positively by both women and mealthough men from the general community were

adamant that they would want to know if their partner was using the gel. There was a
Juulv o] (8Z 3 uv }po Z( o[]( A}yuvz z &£ AlS3Z <}u

stated;

Ne | Z A /E %koowherShis partner), sometimes it happens that when you
start to have sex you feel that she is wet, and | wonder how come she is so wet early?
She will be shy, I will then ask her where she was before and ask her to leave, she will

thentellthetruthtZz § «Z Z Gommunity FGD, 25 year old man

This assumption made some men suspicious of the gel. One male partner of a trial participant
reported that the only thing he did not like about the gel was that he could not tell if his
partner had been ufaithful:

ANooveCl(Cly E& Z AlvP o £ AlS8Z «}u }v 3Z & - 10(
sex with her many days ago or if you had sex with her yesterday. There is a difference
that feels like this person has been having sex with another persondiffeesence is

~AZ v pe]vP P os C}pu Vvv}s ](( & v8] 8 AZ 83Z & «Z Z -
(Male ID] partner of 37 yeapld trial participant).

One woman was forced to stop using the gel due to her partner hearing rumours in a bar that

women wereusing the gel to hide infidelity.

6.3.4 Sexualpleasure

Although the conversations about the use of intravaginal insertions related to increasing
sexual pleasure, it was often unclear as to whether they were considered to increase the
uo [« AL 0 %tbat eoftliE wdrdan. When this topic was probed, it was often difficult

to distinguish between a women being sexually satisfied versus her being satisfied that she had
sexually satisfied her partner. This discussion was infused with the expectation thahanwo
was supposed to satisfy her partner and failure to do so could result in the partner taking an

additional girlfriend or the complete dissolution of the relationship.

However, the discussion relating to gel use and sexual pleasure was far less arab{@oeu
third of the women who reported that gel increased sexual pleasure claimed that the
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increased pleasure was predominantly experienced by the men and another third claimed it
was predominantly experienced by the women. In these discussions there faas@onger
emphasis on female sexual desire and pleasure. This often related to the lubrication of the gel
reducing pain during sex, as well as increasing sexual stimulation and consequently, female

satisfaction:

NA e ( 0]VP % Jv  (}@ nowjbecauBe it (del) softens (lubricates), now
/I u Vi}C]JvP « &£ «Trighlpi, 39 yeasld woman).

While many women reported experiencing pain during sex, it was clear that pain was not a

necessary aspect of sex and was not desired by worhis. differs from recent findings in

Mozambique where good sex was expected to be painful and involve fr{@agmol, 200

In addition to sex being less painful with gel, female sexual pleasure was described in terms of
sex beingo}vP €& Jv pnE S]}vU ZZ}S[U ZS]PZS[U Zeu}}SZwomenZz EC[U
achieving orgasm. Th2ulu word used for orgasm wasivuthondabaAZ] Z u ve Z o]u A[!
03Z}uPZ 3Z]s A+ + E] lv A E] $SC }( ACes Jv SAHIPZE[3Z
(kulunge- U JvP Ze+ g8duwdneled Ze+%]Joo]vP }usS[ leEhit@ePsein ¢efmPof}us[ -~
A P]lv o (ou] » (0}A]vP pE]VP JuEhRlukkéd YE o JZPZPGKuhRmbde oo ~
kahleeX dZ E A E o0°} uUpo3]%0 ]YRE}ZS]WE }0uz@® okl (]v]eZ
winning a race or completing the task. These references includedye kugalaneaning to

Z SlI(]v]*Z diikEkdgplau v]vP §} ZE  Zniikid@nmé Ja nifikisananeaning to

Zul C}u P 3 8} AZ Gudhats ES} P § S}[X tZ v % E} }us 8z
describe reaching orgasm, women generally compared it to the male orgasm resulting in

i po S]pupvBpu A e0]e pu o Z]3Z w w]wil 2EZ v u 0 *%]ooe }
Uuo ¢ & S]}ve[eX

The quotes below also demonstrate the impact that women felt gel use had on their sexual

pleasure:

ALVIYC e fE He A &1 o}JvP @ (JE A }ERIKY2B A pe

yearold woman).

NS ] V[E Z %% Vv 3Z 5/ o P Z]wP AZEv-~-M]SE PZoAX Y /5§ }
that the woman reaches orgasm first, or the partner first, this time since | used your
thing (the gel) it is me who cam@€]E+3 o]l AZ v Clp E Z (JE+8 v §
(Trial IDI, 56 yeasld woman).
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thu v[e * |f@ sexual pleasure was also demonstrated by their expectation of foreplay.
Foreplay was only specifically mentioned by 9 female interviewees and discussed in 5 FGDs,
although this was not a topic explicitly probed. Additionally women stated the need to be

ZE C[ JE « £ AZ] ZucCc Z A V 09 A%o0]]8 E (E v
JVEE A P]v 0 Jve ES+X &}E %0 C A+ P v E 00C + E] . ZC
English word was uslly used in the context ofuli grammar fomansand or explained as

Z% E % E]vP][ laihisFed NE partidpant explained that she did not like it when her

% ESV E N §Zeu }((PuE _ pe W

Me has to romance me so that | will zwa ~ZP $8]JvP 8Z ( o]JvP[ ]Jv § Gu
sexually arousedbecause | have to be aroused so that by the time he comes to me

(starts intercourse) A]oo A Eu TWwialP],R& geanld womar).
This view was expressed by other women and this woman describes the foreplay she expects:

M he just forcs himself(onyou) C}p  }v[S Vvi}C ]JSU Z upesS (JE-S S}p Z
C } UTrial 1DI, 36 yeasld woman).

Unlike intravaginal insertions, the use of which was rarely disclosed to male partners, the use
of gel was at times incorporated into the proces$ sexual preparation, as this quote

demonstrates:

NZ v Z 58 ESe E}uv ]vP u Z ¢ + 3Zx3hédwouHthéEsa]C (}E -
my paESv EU S | CluE .FHo also erjjuys @B fel a lot because he is
JU(}JES o ATazin)E7 yeaold woman).

Another related theme only reported on two occasions was that because gel reduced pain

during sex, women could enjoy a wider range of sexual positions, as this woman explained:

NS u ve/ Vv ZA < /F JvuvC ACeU (flaErt befojqulovad 3 I
pe]vP 3Z P oX / A}po } ]38 8Z +u ACU pus viA/ v } ]8
Z A e+ /£ 0o}}I]JvP }AvU ] A Ce }riplIDI, 22 yedold womar).

6.4 Discussion

In this chapter, | set out to examine whether the udei@ravaginal insertions could be in
conflict with theuseof microbicide gels in a predomingy rural part of KwaZuhiNatal | have
described the types of intravaginal insertions used in the community and their desired effects.
| found that the experiace of using geld which made sex hot, tight and dry precisely
matched the desired outcomes of intravaginal insertion. This study provides evidence that
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vaginal microbicide gels may be mosecicculturally acceptable in communities where

intravaginalinsertion is practiced than previously thought.

The validity of these findings is supported by the evidence from the WHO GSVRwviady

was also conducted in KwaZtlatal while the MDP 301 trial was -@oing (Scorgie, 2011

Smit, 201} In the trial we prohibited the use of intravaginal insertions and therefore did not

attempt to measure the prevalence of intravagimadertion. The fact that only 7 out of the 63

trial participants reported ever using intravaginal insertions is more believable in comparison
to the prevalence reported in the WHO household survey than in comparison to previous
studies among sex workers. Findings in this study are consistent with the WH\DIirstterms

of reported motivation for using intravaginal insertions, the products used and the ways in
which they are used. The desired effects of using intravaginal insertions were similar across the
two studies, although sexual arousal and increaskididi were evidently more important in

this study than the WHO study. Nonetheled®4ge findings support the WHO study in arguing

that intravaginal insertions are not exclusively associated with a desire for dry sex.

There are two reasons why the assomat between intravaginal insertion and dry sex may
have been previously overstated. Firstly, there has been research into intravaginal insertion for
almost six decades with insertions being reported to tighten, dry and warm the vagina.
However the advent fothe HIV epidemic reignited interest in intravaginal insertion and raised
concern about a link between the drying effect of various vaginal practices and HIV infection

Dallabetta, 1995Fonck, 200flGresenguet, 199TMann, 1988|Myer, 2006|Myer, 2005b

Runganga, 199bvan de Wijgert, 2000 Consequently researchers focused on dry sex and

often phrased questions about vagingtactices to explicitly ask about the use of vaginal

drying agent§Banda, 200y

Secondly, the desire for dry sex is atypical in terms of western concepts of sexuat®lang

32 € (}J@&E u Z UWOSPUE 0 % E 3] }( ]Jvd E *3[X }VA E- oCl

Western countries to desire a tight vagiftaraun, 200}, evidenced by a growing demand for

vaginal laser treatment and cosmetic surgery to tighten the vagina and vulvar structures. The
idea of heat stimulation is also not uncommon in Western countries; akmelivn condom
brand markets a heat lubricant, descri « €& S3§]vP Z A Eu]vP + ve 3]}V

Juu ] & 0C Z ]PZ% v « ve]§]A]EC[X

The main strength of this study is my ability to investigate in depth the concept of dry sex
among a cohort of women using lubricamased vaginal gels. When respondentsdssed the
use of insertions to dry the vagina, it might have been assumed that vaginal secretions were

being removed to reduce lubrication and increase friction. However, the same respondents
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described the lubridang gel as drying the vagindhe compadgon between traditional
intravaginal insertions and the gel has allowet to critically review the idea of vaginal
Z & C vlheseXrial participants could have been using one of three gels; 0.5% GRQ20
PRO2000 or placebo. Whiteere were no obvios differences in reports between the gel
groups it will be important to evaluate the impact afther gel compoundssuch as tenofovir
gel,on the sexual experiences of woment@rms of making sex hot, tight or driyp KwaZulu

Natal and elsewhere in Africa

A limitation of this study is that only a minority of the respondents reported using intravaginal
insertions themselves, and only the women enrolled in the trial and timeile partners had
used the gels. This limited my ability to directly compare the experience of using intravaginal
insertions with the use of microbicide gels. In addition, given that the use of intravaginal
insertion was prohibited when using the micraldie gelsand given the higher prevalence of
intravaginal insertion reported in the WHO stydlyis probable that women who regularly use
insertions were discouraged from joining the trial and possible that women in the trial
underreported intravaginal irestion. Finally, in thischapter | focused exclusively on
intravaginal insertions. However, intravaginal cleansing, external application and oral ingestion
of products are also associated with increasing sexual pleasure in Kwéatalu It will be
important to also investigate the desired effects of these practices in order to evaluate a
possible coflict with microbicide gel use in terms of soaaltural norms of sexual

expectations and pleasure.

These findings also highlight issues that need to be dersi before the introduction of an
effective microbicide. There were some reports of negative associations with intravaginal
insertion relating to sexual inadequacy and promiscuity. In this study, trial participants often
explained their use of gel inms of their knowledge of intravaginal insertion. Given this cross
fertilisation of language, the potential risk of these limited negative connotations being
transferred to an effective microbicide gel need to be considered in the development of future

microbicide marketing strategies.

A major difference between intravaginal insertion and gel use was the focus on female sexual
pleasure in relation to the gelThe ambiguity regarding whether intravaginal insertions
increase sexual pleasure for women or memay be because only a minority of the

respondents had used intravaginal insertions themselves. Certainly female sexual pleasure was

a more dominant reason for intravaginal insertion in the WHO study than in this §tidly

20117). In addition, thestronger emphasis on female sexual pleasareelation to microbicides

may be the result of the gel itself. However, it is important to note that women enrolled in the
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microbicide trial were enaaraged to talk about their sexual experiences regularly. Therefore,
women enrolled in the trial may have been more forthcoming in discussing sexuality and
pleasure in terms of gel use. These findings do not negate the gender imbalances of sexual
encountes in this population, but they do present an image of female sexual desire and sexual

expectation that has often been absent in discussions about intravaginal insertion.

Women were eager to use a product that could reduce pain and discomfort during dex an

increase sexual pleasure for both themselves and their partners. The gel offered both relief
and satisfaction. Local familiarity with the idea of physically inserting products vaginally
appeared to demystify the vaginal insertion ofngicrobicide gel. In terms of microbicide

acceptability it is importance that women are comfortable touching their gen@ der

Straten, 2010p In addition, the discourse surrounding intravaginal insertion has provided

clear terms of reference for women to explaimeir use of a novel vaginal product. This not
only counters the fear that microbicide gels may be less acceptable in communities where
intravaginal insertions are used for sexual enhancement, but suggests that local knowledge,
language and understandind osing products vaginally may actually facilitate the introduction

of microbicide gels.

6.5 Conclusion

Regardless of whether or not an effective microbicide is eventually formulated in a lubricant
gel or another formulation applied vaginally, marketing strategies will have to take account of
sociacultural norms regardingntravaginal insertion as well ag»aial practices, preferences
and expectations. There is evidence to date that microbicide gels@eptable among trial
cohorts. In this chapter | have demonstrated that a desire for dry sex does not preclude a
desire for lubrication.l have also demonsited that microbicides meet sociultural
expectations regardingntravaginal insertion andexual pleasure in KwaZtMNatal. Thee
findings provideoptimism regarding the acceptability of a lubricdydased microbicide in the

broader community if a mictacide gel isnade available for HIV prevention in the future.
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7 Az 3Z]vPe A } (}E o}A [W >}A u ] ]v -
Summary

As described in chapter Gtravaginal practices include the use of love potionsve potions
are a commonform of traditional medicine in many parts of Africen the microbicide
acceptability literature the role of traditional medicine has been largely ignored, as highlighted
in chapter 2.Theliterature describesthe use of love potions as beirggmilarto many other
intravaginal practices designed to enhance sexual pleasnréwaZultNatal love potions are
referred to asimithi yenthando (love medicines) and some are believed to work through
supernatural forcesln the last chapter | demonstrated that the traditional use of intravaginal
insertions does not conflict with the introduction of microbicidds.this chapter | explore
whether the concept ofsupernaturallove medicinescould influence the acceptabilityf
vaginal microbicide gel&n KwaZuleNatal | present evidence regarding love potions that is
available in the vaginal practices literature and explain ¢ffeno-medical and cosmological
beliefs that underlie the concept of love medicines in KwaRidtd. | comparethe narratives
people use to discuss love medicines to tieratives used to describiie microbicide gel
This analysis is based on qualitative data collected duriogth-interviews and focugroup
discussions with women enrolled in theal as well as women and men from the community.
This analysis explosavhether the concept of love medicines could be in conflict with the use

of vaginal microbicide gels.

7.1 Literature review

In chapter 2 highlightedthat the role of traditional medioe has been largely neglected in
microbicide acceptability research. In South Africa the majority of the population access both
biomedical and traditional health practitionef8VHO, 200} Dickenson, ZOOIFPefiIe, ZOOfa

There is an abundance of literature on traditional health practitioners and traditional medicine

in South Africa. Theontemporary role of traditional health practitioners and traditional

medicine in public health programmes has been extensively descfbelin, 200P|Munk,

1997||Pe|tzer, ZOOHFreeman, 199Ha_ouw, 199ﬂWiIkinson, 199ﬁPeItzer, 199ﬁPeItzer, 200D
Peltzer, 200{IPeltzer, 2008Colvin, ZOOHRichter, ZOOHGreen, 199% Traditional Zulu culter

and practices relating to health and wblking have been particularly well documented

Ngubane, 197[{Berglund, 197gJolles, 200[}Flint, 2008|Wickstrom, 2008p However, to

)

date, microbicides have not been described within the context of traditional heeiltfure.

Mantell highlighted a gapni our knowledge regarding the role of traditional health

practitioners in shaping opinions about the acceptability of microbicif#®03. Similarly,

there is a gap in our understanding about the extent to which traditional na¢digturecould
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impact onmicrobicide acceptability. Whilthere is a need t@xplorehow microbicides may be
understoodin relation to a range of traditional medicines, in this chapter | focus spaityfan
the use oflove medicinesn KwaZuleNatal as one form of traditional medine [Flint, ZOOT.

In chapters 5 and 6 éxplained that mtravagnal cleansing and intravaginal insertipractices

are used by womerto managevaginal hygiene, vaginal health, contraceptitmeatment of

ST$, postpartum vaginal restorationand in preparation for sex. A seventiotivation for the

use of intravaginainsertionswas asZ o} %o } § ] to sftract or retain partnersLove potions

are a common form of traditional medicin@ imany parts of Africa. Certainly each South
African language haa term for love potions. IriZulu, they are calledmithi yenthando
(singular umuthiwenthando) AZ] Z S@& veo v ] ]Zo#Addition to being used as
intravaginal insertions, the literature also reports the use of love potions during other vaginal

practices including external application, oral ingestion, andisions with insertion of

substances into the lesiosdgTable5-1{for definitions of vaginal practicgs

As shown inTable 71, the systematic review of literature on vaginal practices in Africa

identified 7 papers that included references to love poti@ndove medicines. However, four

of these relate to research conducted as part of the WHO GSVP [®adpol, 200gHilber,

20104 [Scorgie, 2009Scorgie, 2010 In addition to the search criteria used for vaginal

practices &ppendix G) | condut¢ed k C A}E =+ €& Z » (}E Zo}A [AND] ]v [U
Z 1 ]1vI[U Zo}A % }SAND 26}Z0VA v Wu D Ut }( <viAo P v
which yielded 102 citationsHowever, only 1 citation related to the use of love potions in

Africa (Morocco) although this did not meet the inclusion criteria as it was a French language

article (Akhmisse, 2000

Most of the discussion of love potions is to be found in anthropological studies on witcHcraft
wanted to look specifically at love potions within the context of vaginal practices and therefore
did not conduct an extensive literature review on witchft in South Africa. However,did
draw on key ethnographic tegbn Zulu traditional health practitioners and medicines. Before
describing love medicinest is necessary to describe the ethnmedical and cosmological

beliefs that underlie the concept of love medicines in KwaRdtal.
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Table 7-1: Literature onlove medicines within the systematic iterature review of vaginal

practices in Sukbaharan Afica

No. | Reference Country Love
medicines

1 Bagnol 2008 | Mozambique X
2 Brown 1993 DRC X
3 Civic 1996 Zimbabwe X
4 Hilber 2010 WHO GSVP: X

Mozambique, South

Africa, Indonesia,

Thailand
5 Morar 1998 South Africa (FSW) X
6 Scorgie 2008 | South Africa X
7 Scorgie 2010 | South Africa X

7.1.1 Zulucosmology

Zulu cosmology is pmised on the role of both thereator and ofancestors.There are a
number of differentZulu narrative that describe the creation of human beings by tireator,

calledNkosiin Zulu{Berglund, 197[?Ngubane, 197]’Carton, 2008H1Carton, 2008). However,

in contemporary Zulu societiykosimost frequently refers to the Christian Ged creator of

all things{Carton, 2008h God is praised with names suchNiaulunkulu(the one aboveor

the GreatGrea)), Mvelinggangi(the one who was there before adlseor the maker of the
world), Mdali (referring to origin and creation)lehovah(from the Old Testament) andhixo
(or Tikxofrom the Xhosa word for Supreme Bein@pd is distinct from other spiritual beings

such as thencestors. In some interpretations of the creation narrative, God is attributed with

bestowingpowers to theancestorgBerglund, 197fCarton, 2008

The ancestors are family members who are deceased but are able to influencepramitle
guidance and directignto their own family memberson earth Ancestors are known as
Amadlozi(ancestos), Abangasekhdsouls that have passed par Abantu abadaldelders of

the family).In traditional Zuluculture, the interfacebetween the world of ke living andhe

world of the acestorsis fluid and theancestorsare ever preseniBerglund, 197p Within this

worldview, ancestors play an important role in maintaining harmaayong their liking kin

and as such, provide the foundation for many traditional medical practices.

7.1.2 Traditional health practitioners in South Africa
The South African government is attempting tegister, regulate and integrate traditional

health practitionersinto the Nationd Health Servicesinder the 2004 Traditional Health

Practitioners AC{RSA, 2004 However, integration has proved challenging for anfer of

reasons, not leasbecause of the varioudefinitions of traditional health practitioners and
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traditional medicine [Ashforth, 200%. The Act definesfour types of traditional health

practitioners herbalist diviner, traditional birth attendant and traditional surgeofi.e. for
circumcision) Birth attendants and traditional surgeons do not play a role in love medicines
and as a result | will only focus dmerbaliss and diviners.The Act describe both herbalists

v JA]v Es + "~ % Es}v AZ} VP P « Jv SE ]38]}v o Z and3Z % E
herbalist or diviner] under§z]e & _X ,}JA A GU §Z § } ¢ v}S 33 U%S
between differenttraditional health practitionersior define the different uses of traditional

medicines
Herbaliss

In Zulu,a herbalist is known as ainyanga(plural:izinyanga. Inyangahas been translated as
doctor, herbal doctor, medicine man/woman, herbal specialist, or man/woman of the trees.
IzZinyanga use imithi (traditional medicine¥y which directly translates as#ees[ Xmithi are
generallymade fromtree parts, shrubs, herbgpots, minerals from soil and stones, and animal
parts, as well as contemporagommercial andpharmaceutical produst Izinyangatreat

illnesses based on two distinct causative principles: those caused by nature and those caused

by pollution{Ngubane, 1977;229). Natural illnesses can be caused by genetic predisposition

such as epilepsy, seasonal changes such as hay fever, or infections such as colds. In the case of
natural illnesses, somatic symptoms are treated usimithi. It is accepted that natural

illnesses can be treated by biomedical health practitioners as effectively as traditional health
% E 35]35]}v E+X ,}JA A EU }3Z E ]Joov se s v e C  Z%o
supernatural realmThe underlying causes dihiesses caused by pollution can yibe treated

by traditional health practitioners. Pollution can be the result of the environment, for example,

if a vulnerable person walked over the track were a dangerous snake had crossed, the person
may pick up the evil elements left behind by the smaklternatively pollution can be the

result of inhamonious relationships with thergcestors or as a result of other supernatural

forces. As such ammyangacan useimithi to either strengthen a person against pollution or
remove pollution by correctingZ § %o Eelatidrship with the environment, the ancestors

or other supernaturalforces.Imithi can beadministeredin a variety of waysdncludingukudlisa

(oral) ukuchata (enema), ukuphalaza (purging) ukugguma (steam inhalatio, ukuncinda

(licking or ukugcaba(incisions) The most important issue to stress for this discussion of love
medicines is thatimithi are understood to treat ailments from both the natural and the
supernatural realmlt isalsoimportant to note thatimithi can be used to &ier heal or harm a

person, depending on the substances used depending on the motives behind their use
Ngubane, 197[Flint, 200 Berglund, 197p
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Divines

In Zulu a diviner is callech@asangoma(plural:izangomg. Izangomaare called to practice by
their ancestors and from them,ative their knowledge and powerAs suchizangomafunction

through their power of divination and their ability to communicatéth the ancestors and

}18Z E *%]E]3u 0 JvPe A] % ](] Zo vVPu P s[U E usU 3E v

bones.Eunice Nomusa Sihoto described how she was called tpte aisangomaduring a
dream in which her deceased gregitandfather instructed her on where to go to traamd, via

her unconscious state, instructed her teachers on what and how to trair{N@doo, 200

Izangomaplay a vital role in Zulu society in terms of advising traditional leaders, resolving

Ancestral or familial disagreements, aimkentifying and reversing witchcraftFlint, 2008.
Another type of divinerdss frequently mentioed in the literatureis abathandazi(singilar:

umthandazi t thandazamearing to pray) who are known as either water diviners or faith

healers {Ashforth, 200%|Peltzer, 200p Abathandaziuse prayer candlesand holy water

(isiwashg to diagnose andreat medical and social ailmenttn 1998, aGovernment Select

Committee on Social Services on Traditional Heakfissed to includeabathandaziinto the

review as they were not considered traditial in South Africa(SelectCommittee, 1998

Regardless of their Sthu African authenticity,abathandaziare now an integrated part of

traditional medicine in contemporary KwaZtlatal{Ashforth, ZOOT

The ways in whiclzinyanga,izangomaand abathandaziprevent, dignose or treat health and

socal problems differs considerabl\However, their practices are premised on a common

understanding of the relationships tveeen people on earth with the recestors and other

supernatural forces. As such they tap into both natural and supernatural aspects of the world.

Z (EE o 3A v J(( E v3 8C%  }( SE ]18]}v 0o Z 08Z % E

problem can be treated with botlimithi and dvination. The combination of training as an
inyanga isangoma and umthandaziis also common in contemporary Zulu society.
Traditionallyizinyangawere male andzangomawere female, but this gender distinction has
waned over time. As such traditional hdalpractitioners and traditional medicine continue to

%S 8§} Z vP]vP ¢} ] 0o J& pued v v 8Z ZSE ]S8]}v o]

reinvented (Wright, 200§. Nonetheless, the essential link between the natuaald the

supernaturalaspects of traditional medicine have remained constFl?&trus 2011|Niehaus

2003.

7.1.3 Witchcraft

The Traditional Health Practitioners Act specifically excluaesthakathi (witches or evi

doers; singularumthakathi) whose practice is illegal under the Witchcraft Suppression Act
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RSA, 1957 During British colonialule, the roles of traditional healers where often confused

with the roles ofabathakathi However, in Zulu culture these roles are very distinct and

diametrically opposed. Some Zulu narratives diégcan umthakathi as someone who was

born with supernatural powerf-lint, 200§. However other arratives describemthakathi as

anyone trained to usémithi and who uses them to bewitchh@katha) others using witchcraft
(uyathakathg for purely malevolenteasons One role ofzinyangaandizangomais to identify

when the work ofabathakathiis at play and to reverse the evil done tyeem. As such, the
entire function of abathakathiis for evil purposes. The role of trebathakathiis often
provided as an explanation for a range of misfortunes in South Africa, especially unexplained
death({Fottrell, 2013.

There are many different interpretations wfitchcraftin African societiedWitchcrafthas been

described as a way @fplaining andnaintainingthe socialand moral frameworkof socieies

EvansPritchard, 193), as aresponse to political socieconomicchangeqConaroff, 1993,

and as dunction ofmicro-politics such as those relating familial relationshipssexualityand

morality (Niehaus, 200R Cross cutting these explanatigris the association betweerosial

inequalities and witchcraft. Misfortune and fortune avéien viewed as the result afitchcraft

Petrus, 201|1|Niehaus, 200B Whatever the rationale for witchcraft in society, the belief in

the use of the supernatural for both benevolent and malevolent aims remains entrenched in

many societies, including KwaZNiatal.

7.1.4 Types of love redicines

In contemporary Zulu society the terimithi yenthandois used to describe a broad range of
traditional and commercial products that are designedriake someone attractive to others.
This can be for the purpose of attracting friends or business acquaima@

However the main reason for usingithi yenthandois to attract or retain a sexual partner

Scorgie, 200Pp Some ofthe products used asntravaginal insertionsto enhance sexual

pleasuredescribed inthe previous chapter are sometimes calliedithi yenthando. However,
imithi yenthandoalso refer to the use of traditional medicines as love potions thatinto the
supernatural in order to force or compel someone to love another. The idea is not dissimilar to

the European concept of Cupid timat once under the spelthe recipient is uncontrollably in

love with a specific persofCotterell, 20011 The use of love potions has been described

centuries in European literata and theatrical presentationsuch as”~Z | *% & [ Z

D] *puu & E]JPZE[+ &E u[ OME}+Bw @Y [Afohson,[200B

The use of love potions has also been described sxtety across fAica [Vontress, 2005
Keller, 197}} As illustrated in Table-Z, within the vaginal practices literature the uselofre
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potions has been described in the Democratic Republic of Congo, South Africa, Mozambique
and ZimbabwdBrown, 199dCivic, 199fBagnol, ZOOWHiIber, 2010lfScorgie, Zoq?Scorgie
201((Morar, 199§. In English,jmithi yenthando are most frequently described as operating
§ZE}uPZ Z[epGege, ®00Y. However, there is nopop A}E (JE Z-}JE EC[X d
AJE Z+}E EC[ }u s+ (E}us®ZAZ] ZVUAYE Z+% 00[ 035Z}uPZ ]3
conflated with the French worgorcier AZ] Z u ve Z[NOStres, ZOOF As such in

English sorcery in commonly thought of in terms of witchcraft. ltheydfore important to
highlight that in Zulu tradition,imithi yenthando are not considered the purview of

abathakathi Some love medicines are manipulated for evil purposes, can be administered by

witches, and have at times been blamed for the death of the recip|iBa’rIe, 201P There

have also beenr#o}ESe }( Aju v « E] JvP Z}A §Z C Z A v Z Al§ z

in a love triangle out of jealousy or spiBcorgie, Zoq?Brown, 1993 However, in the main

imithi yenthando are considered more likely to be used for benevolent aims to promote love

and intimacy, than for malevolent reasof\&/idkstrom, 2008*1 As suchimithi yenthando are

more likely to be sought from anyanga orisangomathan fromanumthakathi. The rationale
for imithi yenthandois not based on a concept of witchcraft but rather premised on the belief
in the interface between the natural and supernatural worlds that, as explained above, is the

basis of traditional Zulu cosmology.

As described abovéraditional medicinesifnithi) can be made from a range of traditional and
commercial products, and lovinithi are no different in this way. Love medicgean be
directly administered in food or drink. They can also be placed strategically on the body of the
user so as they come inwontact with the lover during intimate encounters. One example of

this involves making small incisions in the skin and placing traditional medicines inside the cuts

Civic, 199% In KwaZultNatal this is a regular form of admétering traditional medicine and

is calledukugcaba(Ngubane, 197|rJoIIes, 200H]—|enderson2005. More recently, this form of

administration appears to have been adopted as a way of applying love medicines around the

vagina as well as other areas that will come into contact with the partner during sexual

intercourse (Morar, 199§|Scorgie, 2010 The WHO survey found that almost half of the

women in KwaZuhNatal were aware of the use okugcabain the genital area (although not

just for the administration of love medicines) and 3% reported applyiadjtional medicines

to the genital area by way akugcaba(Scorgie, 2010

As with other forms of traditional medicine, love meidies can also be activated by being
blown in the air, burnt and sent in the smoke, chewed and spat out while speaking the name

of the intended lover, buried in an area the intended lover will walk over, or sown into animate

objects that are strategicallglaced in positions to call the intended lover to that plgCavic,
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1994

Bagnol, 2004

Scorgie, 200

SPKeIIer, 1978

Bemlund, 1976

D

Ngubane, 197]

Akhmisse

200d

. In some cases, love medicinemed to be mixed with the bodily fluids of the intended

lover in order to be activatedn addition to being used to attract a partner or maintain a

relationship, love medicines can also be administered to a third partner via a lover to make the
third party appear sexually unappealilrlgilber, 2010“Scorgie, ZO(nBagnol, ZOOT

In Zulu society, historically love medicines were only used by men, never by W

1977"Par|e, ZOIHFIint, 2004

bigeibane

p. However, more recent studies in KwazZblatal show that both

women and men now us@vVe medicinesto actively t&e control of and influence the course

of relationships

Scorgie, ZOq?Nickstrt')m 2008:ﬂ8corgie, 201|1Parle, 201

p As suchwhen

used by womerthey have been interpreted as subversivegeindernormsand considered a

threat to the social moral order of society as well as male hegenFWQod, 2007

2002

. For example

Figure7-1

Niehaus

is taken from the South African feminist journal, Agenda, and

depicts how the manipulative use of love medicines by women can be blamed for any

Egladlala, 199r

challenge to traditionalist gender rolg

Figure7-1: Picture from an Agendaburn o
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7.1.5 Lovemedicines andnicrobicides

& u]v]es

The introduction of a new HIV intervention on a mass scale is bound to be interprethad

context oflocal understandingjof the world, health and medicine. This has beeretnu South

Africa in terms of both condoms and AR

(kdunk, 1997

Niehaus, 200B

Stadler, 200

Ashforth, 200?). The ways in which microbicidese interpreted locally could have a major
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vtheme MEErotsididgse have already been described
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However, to date here has been no evaluath of how microbicides might be related tove
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medicines that are also viewed in KwaZiu s o « A C 3} Z]Ju% E}A & o0 §]}veZ]
there is a need to understand how the socigltural meanings attached to love medicines

could influence thereception of microbicides by both women and meifihis analysis is of
particular importance given the suspicion that surrounds the use of love medicines to subvert
gender norms and findings presented chapterEI regarding the crossover of language

between intravaginal insertions and microbicides.

7.2 Methods

As described irchapter 3section|3.4] intravaginal cleansing and insertion practices were

included as a standard topic for discussion in the MDBejth interview and focus group
discussions. Love medicines were not a standard topic for discussiore Mirelstigating
intravaginal insertions, narratives emerged describing the use of traditional medicines as love
potions to influence the course of love and relationships by drawing on supernatural forces.
This topic was not discussed systematically in yVBx or FGD and therefore this analysis is

based on narratives that were spontaneously introduced by the respondents.

Data from all of the 235 IDIs ara¥ FGDs described ithapter 3Table 33 were interrogated

for this analysis. Data are also included framadditional key informaniDI| andan additional
FGDwith traditional healers. The additional IDI and FGD wemadacted in order to seek
clarity on issues that emerged the other IDIs and FGDsrelation totraditional medicinesl
conducted thekey informant indepth interview with a male trainer of traditional health
practitioners who practiced as anyanga(herbalist),isangoma(spiritualist) andumthandazi
(water diviner) with the assistance of Zulu peaking translator (Misiwe) andzulu speaking

note taker (Sizakele). Misiwe conductethe additional FGD with traditional health
practitioners with the assistance of 3 research assistarfie informed the Mtubatuba
Traditional Health Practitioners Coeih of the planned FGD and practitioners contacted
Misiwe if they wanted to participate. Fourteen traditional health practitioners attended the
FGD; 8izangoma 3 abathandazj and 3 practitioners who were botlizangoma and
abathandazi The Council also regsentizinyangaalthough none volunteered for the FGIDf

the 14 practitioners, 11 were female and 3 were male. The FGD addressed a number of topics
including the range of issues the traditional healers were consulted on, the management of
HIV and STighe use of intravagial insertions and love medicinegnd the diagnosis,

treatment and referral processes of different traditional health practitioners.

Thisanalysidraws on the narratives thaSE] 0 % &S] ]% vSe[ v }usedwWdSC u u
descrile love medicinesand the use of love medicines in the communiag well as the
narrativesthatS ] o0 % &S] % v3e+[ usedstd dp€eErille thEsevsalat Experience
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of usingmicrobicidegels. | firsidentified all data that related to the @sof love medicines that

operate through the supernatural and analysed the data, building themes and concepts during
the analysis. | then interrogated the data that | had already coded asinglto the use of
microbicidesfor any of the themes or concepthat | had identified in the narratives on love
medicines] compared and contrasted the narratives Affu v[e ¢ E]% 3]} andvelpe]vP
vaginal microbicide gelvith their descriptions of love medicinesin comparing these
narratives, | consider howthe social concept of love medicines could influence the
introduction of microbicide gels in the futuréfhese narratives provide insight into how
women position microbicides in relation to love medicines that operate through the
supernatural. This evaludggv o<} }(( E- PoJu%oe ]vS} ¢} ] c00oC }veSCEN §

how microbicides fit within the broader soewultural notions of love and relationships.

7.3 Results

7.3.1 Love
The only epop A}E pe  (}E uSYAvV. W theZranscriptsuthando was always
SE veo § « 0}JA U 083Z}uPZ 18 pe Al}lpo }(8 v ul}@®@ I]v &} §

example this woman used the wouthandoto explain that her partner
AY '}« v}$ 0}A  }vThal 4D, 22 year old woman

Nonetheless, in erence to partnerships the translation athando « Zo}A [ pepg 00C < u
UIE %% E}%E] § SZ v Zo]l [X

In this study love could best be described as encompassing sexual satisfaction, commitment,
respect and financial security. As described in the &spter, sex was discussed in the
broader terms of sexuality. Sex in and of itself was not confused with tdee example
women described their male partners as having meaningless or noncommittal sex with other
women. However, the expression of sexuaside and intimacy within a relationship were the

most commonly reporte@xpressios of love.

Commitment to a relationship was most commonly measured in terms of marriage,
cohabitation and joint child rearing. Although marriage rates are very low in the area, marriage
is idealised in the community and viewed as a symbol of status. However, othmptes of

commitment to a relationship are fidelity and the duration of a relationship.

Respectlflonipha respect or reverence) is another important demonstration of love for both

women and men, as this quote illustrates:
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Al AYpo v}S o}A i@het rkgp€ct me. Do you see? As the Bible stigsmen
should love their wives because that is good in the eyes of the, baechuse the

Alu v «Z}uo % E ]}ue $} Mal€EIDE partnerof 37 year oldtrial

participant).

Respect within a rel&nship was also describesk abiding bysocialnorms. These included
sexual norms such as intravagistdansingdescribed in chapter %r avoiding contact during
menstruation(described in chapter 6), as well athe@ norms such aavoidingsexualcontact

immediately after childbirth or the death of a family member.

Financial support and security were also important features of low&nEial symbolsf love
included providing for the household, buying giftsharing information about a salargr
shaing bank accountsAs such, when women and men spoke of love they most frequently
referred to some aspects of sexual satisfaction, commitment, respect or financial security.
These components of love were demonstrated by actions such as marcagplyingwith

sexual norms, and sharing a bank account. This concept of love is compatible with other
descriptions of love in KwaZuNatal {Wickstrom, ZOOSWHunter, 201T.

Despite most women enrolled in the trial being in longerm stable relationships,
approximately a third suspected that theiaginer had other female partners. As such, women

. E] v JA ES Ju% 3]3]}v  SA v A}u vcodlcEprawde}idvein v AZ}
this context, there was a prevailing sense that women needed to work at actively retaining
their partners.This was infomed both by the idea of competition for men and by the social
expectation that both partners need to work at a relationshijpere were a number of ways
Alu v }po ZAYEI[ § E 0 5]}veZ]% U e Z <« u l]JvP 8Z ues oA -
themselves bth physicallyas well asspiritually to be free of any pollution, and in extreme

cases, by using love medicines.

7.3.2 Lovemedicines

Women used the ternimithi yenthando (love medicingso refer to an array of products used

to make them more attractive or seally stimulating, including some of the products
described in chapters 5 and. &0 Zulu, there is no linguistic distinction betweemithi
yenthandothat work to physically enhance sexual pleasarel imithi yenthando which wak

on the basis of supernaturdbrce. Fowever, the descriptions of how love medicines work

make it very clear when people are referring to love medicines that draw on the supernatural

8} Z(}E [ o}A X /v 8Z]* Z %% E 00 u vs]}viugivelpldlove ] Jv

medicines that presuppose a supernatural effect.
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Love medicines were not introduced as a topic for discussion by the research staff, but they
emerged when talking about sexual norms, relationship issues and intravaginal practices more
gererally. Love medicines were spontaneously mentioned by 5 out of 84 trial participants and
2 out of 17 male partners. The topic was also raised by respondents in 4 out of 14 FGDs with
trial participants and 4 out of 19 FGDs with community members (3 fearadel male FGD).

The topic of love medicines most frequently arose when the individuals or groups were asked
about vaginal practice©nce the topic was raised in FGDs, it was evident that the majority of
respondents in each FGD were familiar hwithe corcept of love medicing Certainly,
throughout the IDIs and FGDs, ttde of supernatural forces was spoken ofcasnmonplace

and accepted as a normal part of Zulu traditional cosmology and contemporary social reality
As such, when love medicines wereadissed neone ever doubted that when used they
impacted on the relationship supernaturally. It was frequently noted that love medicines were
readily available on traditional medicine market stalls throughout the toWile a few
women and men reported thalove medicines had been used on themome admitted to

using love medicines on others. This suggests that while the existence of love medicines was
widely accepted, their use was subject to social stigma or to use under prescribed

circumstances.

Tradtional health practitioners in the FGD reported that they were consulted to diagnose,
prevent and treat a broad range of health, social and spiritual issues. They ranked love related
concerns within the top five major issues that they dealt with. Lovetedlassues included
problems with infidelity or domestic violence, as well as the desire for love, marriage and
children. All the practitioners were familiar with love mediciresl discussed them as a form

of traditional medicine that can be used to reselproblems in relationships.

Love medicines were explained within the context of there being competition between women

(JE ZP}} [ u vX /v §Z]s }v& /ESU 18 A+ /E% & 3Z & Aluv .

techniques to attract and retain a partner. Howevdrere was a sense thdhe use of love
medicines toZ (} & [wag Aowned upon as it wassed togain an unfair advantage over
other womenand restrict the free will of menThe degree to which love medicines were
stigmatised depend#on the reasons beind using the love medicines. Two main reasons for
using love medicines emerged from the data. | have described these as productive and

destructive and discuss each below.
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Productive use of love medicines

Love medicines were described as being used iprauctive sense, to help form or
consolidate a relationshipin this context theywere described as making a man pursue a

woman, desire her exclusively, and achieve sexual satisfaction only with her.

These types of love medicines could be sent in dredoamt and sent in the smoke, smeared
on the body, administered via razor cuts made in the skiugcabg, added to food or drinks,

or used intravaginally. The intravaginal usdh#se types ofove medicines was rare butas
considered the most potentThis respondent explained why love medicines were sometimes

used in this way:

nthando ] ¢ UJESPE SZ 8 ]¢ %ouS ]v u vie (}} us J( 8§82 wu
want to do that to him, he will not eat the food when he comes to visit. A woman wiill

then decide to look forinthandothat is inserted in the vagina and will not want the

man to put a condom on during sex so as he gets in touch witlinthando. It is not

easy for a man to get rid of thathandothat was inserted but the one given with food

is +C 8} P8 €] }( CBAFSBE|WPPK « ]+  |CofymuniyEBDy _

35 year old womanemphasis added)

This quotealso Z]PZo]PZSs u v[e eu*%] 1}v }(Uover medicimgs hat was }
regularly reported in both IDIs and FGD$. o0°+} Z]vse 3§ 3Z Z%}A E[ }E }VvSEE}c
assume by using love medicindove medicines could be used by either women or men,
although use by women dominated tbeconversationspossibly because the microbicide trial
focused on female sexiiy. Similarly love medicines could be used on anyone, yet the
prominent assumption was that they were used by women to steal men from an existing
partner or wife. These assumptions were reflected in most of the examples of how love

medicines worked, suchs below:

A ~tien with his wife) the male partner will fall asleep if the other partner uses Zulu
love medicine There will be no sex. In the morning he will return to the other partner

who used thdove medicine v Z A < A& A[Eial EGEBIder wanan)

This quote demonstrates the complexity of love medicines. While slowe medicineswill
Z(JE [ wuv 8§} Jv( 8p § A]3Z ssudedAHedove A&dicide, othersnder
the affected man unable to have an affair with any women other thadhe who has used

the love medicine. Ultimately, both of these responses are designed to achieve fidelity.
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Love medicines were clearly blamed for a range of relationship problems inclinditefity,
men bearing children with other partners, the dissadut of relationships or divorcdequally,
love medicines were evidently used as excuse for infidelity. This woman explained her
% ESV E[* E *%}ve AZ v «Z Z oo vP Z]+ Jv(] 0]3CW

N e Ce 3Z 5 Z ]e v}3 o E]}ue  }uS o}A]vButdti€Enot@dey ep O
for him to dump her because she has used a love medicine on him becauseustse
UuC % ESv E S }(TUiatHRE £7 yeatold woman

Some descriptions hinted at love medicines being used as a rationale for the breakdown of

relationships t whether people believed that they had been used or not.

However, in a society kere masculinity isoften o]vl 5§} u vie ]Jo]SC S} SSE&E

partners,love medicines were also used as an excuséidelity:

ANlu vis  Z S1vP v Csitidg sKill, haybe she did something to mesed

love medicines on hiin (Male IDI, partner of 26 year old trial participant

The duration for which a love medicine would take affect depended on the typdsvef
medicinesused. The effects were gendisathought to last for long periods of time with
women sometimes explaining that they only needed repeating every few years or if you could

see the effect wearing off.
Destructive use of love medicines

Love medicines could also be used destrudyivie acquire o} A C *SE}C]VP %0 (E
relationship with another partner. In this sense, tlowe medicinewould be cast on the other

partner, generally via the man. The most successful way to do this was to inseiivine
medicinevaginally before sexan8@ & ve( € ]85 8} S$Z u v[* % v]e HE]VP PV %o
he would transfer it to his other partner when he had sex with her. Despite the obvious

comparisons, nane ever compared this with the transmission of HIV.

Thisuse of love medicines resulted in a range of negatwasequencs for the affected
woman making sex with her undesirable. For examplemen who were affectedoy
destructivelove medicines were reported to be unappealing to their male partner due to
mendruation, having excessive vaginal wetness or dischadrgeyagina having a bad odour,

*}E ¢ }E po E-U } dBe sensdf Aotllmeirg bexually stimulated or stimulating.

Many of these symptoms were related sociccultural norms regardingexual expectations.

For exampleasoutlinedin chapter 5sex during menses was described as being socially taboo
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and therefore menses would be likely to prevent sex from occurring. Siméarigescribed in

chapter 6the dominant social expectation of gdsexfor both women and memwas that a

Aluv A+ ZZ}8[U Z381PZ8[ v Z EC[U 38Z & (}E wu I]vP « £ v §
wetness unappealim and unsatisfyingMany of the symptoms described were concomitant

with STI related symptoms althougigain no comparisons were madéth STIs other than

umhlume which is described below.

The trial participant below describes her knowledge of the ramifications v$ing love
medicines for destructive purposeSherefersto a tokoloshewhich is a familiaconcept in
Southern Africaimythology ands similarto the mythical figures of the Roman faun or Greek
satyrs. There arenany different descriptions of theokoloshe.The most frequent description
is ofa dwarflike waterspirit that can be utilized by scerers to perform mischievous or evil

acts on othergBerglund, 1978Lillejord, 2005 McNab, 200f|Mkhize, 1996 Scholtz, 200¢4

Zadok, 200r

"NdZ E E SE ]8]}vo Z o Ee AZ} *}u 3Ju s pe Z E - &}

those herbs to people to drink or wash with. Then you become wet and that sex is not

"} [+ Nkulunkul will ~v}S v SHUE o+*X /S ] 0SS &E v Clp (Jv C}puc
been having sex with eokoloshe(bad spirit). You dream that you are with your man

while he is not there. You can wait for your man while he is in Johannesburg and by

the time he comes béacit will be like he came with a tin full of water and poured it in

your vagina. That is what people can do to you. | know this thing is problerhatice

Z 8Z U %E}ou_~dE]o//UfAdC E }o A}lu veX

Cost of using love medicines

There were alsamplications of being the one to use love medicines. The most common of
which was the risk of gettingmhlume Umhlumewas variably described as 1) watery vaginal
secretions, 2) foul smelling discharge, 3) itchy genital rash, or 4) small blisters oaveantsl

the vagina, anus or in the perineum arésémhlumecould infect women and men, and could
be transmitted from mothetto-child prenatally. All of the traditional health practitioners
reported treatingumhlumeregularly. There were threenain causes otimhlume natural,
pollution or sorcery. Firstly, in its natural foramhlumewas an STI which could generally be
treated by either biomedical or traditional medicines. However, all the practitioners stated
§Z 8§ $Z C }po v}aundEmesvhich]dhy occurred in HIV positive patients. These
patients were referred to biomedical practitioners. Secondighlume could manifest as a
result of pollution especially if a woman used love medicines, intravaginal insertions or even

contraceptives. The trainesf traditional health practitioners described how laiscestors had
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ordered him to stop prescribing intravaginal insertions because they did not appreciate him
causing pollutionwhich often resulted irumhlume Thirdly,umhlumewas a very common
ramification of beinginflicted by destructive love medicines. The traditional health
practitioners explained that the reversal eimhlume caused by love medicines required

powerful divination.

This description of a single ailment wittultiple causes is not uncommon Atirican traditional
medicine anchasalsobeenapplied to HIMn South AfricdStadler, ZOOIfAshforth, 200} The

traditional treatment ofumhlumediffered depending on whether it was the result of nature,
pollution or sorcery. However, regardless of whether it was caused by an STI, the use of love
medicines orsorcery umhlume was generally associated with social transgression of some
sort. Everyone who talked about love medicines confirmed that the ramifications of using love
medicines or beingfflicted by destructivelove medicines could only be reversed by traditional
health practitioners. As suchwhile umhlumeas an STI could be treated by biomedicine,

umhlumerelating toother underlyingcauses, includinpve medicinescould not.

7.3.3 Microbicides

From the narratives discussing love medicines, threetkegnesemerged: 1) productiveise

of love medicinesn terms of attracting or retaining a male partner who was or was not in
another relationship, 2) destructivese oflove medicinesin terms of attracting or retaining a
male partner who was in another relatiship by making his existing female partner repulsive
to him, and 3)Jumhlumeas a ramification of using love medicineshaing afflicted bylove
medicines.In order to find out if the language used in relation to love medicines was used in
relation to micobicides,| interrogated the narratives relating to microbicides fmncepts
relating to each of these themes However, irst | describe the impact of microbicides

love.

1

0 [impact on love

In chapter6, | demonstrated how women in this trial drewa ¢heir familiarity with intravaginal
insertions used to enhance sexual pleasure to explain their use of microbicide gel as a novel
HIV prevention option. Consequently, it was striking in this analysis that trial participants
avoided using languagthat related microbicide to the use oflove medicines Only one
person out of the 404 included in this analysis made reference to the gel beingpli&e
medicines The gel wasiewed as having a productive impact on relationships but was never
viewed ashavinga destructiveimpactor ¢} ] 8 A]8Z v P 8]A oC (( 8]vP <}u

relationship to further your own.

188



Approximately half of the trial participants described their partnershipleisigrelationships
mainly in terms of being committed and respkdt As described abovees was not the most
important aspect of a relationship, but it was viewed as a tangible demonstrafiamtimacy,

desire and passion, as this quote demonstrates:

AN vi}CwithEheggel YC Ee P} 18 Z %% v  SAcabédt ndlv there/E
is always love, comforting between mother and fatheife and tusband]sitting in
§Z E}lu_ ~dE] o/ /U AG C E }o A}u veX

The gel improved the sexual experiences of the majority of trial participants and their partners.
Within the first month of using gel, 60 out of the 84 women said that the gel made sex more
enjoyable. This increased to 71 out of the 84 women after almost a year of using the gel. The
reports were similar across the different gel groups; 23/26 on 0.5% gel; 22/2%wgel; and

26/31 on placebo gel (based on reports after a year of gel use). As repgorttpter 6 the

ujlv E *}jve 3Z 8§ Po]JvE « =« £Fuo %0 puE A E pHe 13
increasing sexual desire and libido, tightened the vagiadtially because it was cold on
insertion thereby stimulating the vaginadded lubrication thereby reducing pain during sex,

or dried the vagina by removing excessive wetness.

Many trial participants believed that the gel gave them a competitive eiaigéerms of
retaining their partners by improving their sex lives. One participant even described how she
avoided mentioning the gel to her agife in a polygamous marriage as the husband was

showing her preferential treatment over the other wife since skarted using the gel

By improving sexual pleasure, the gel was viewed as improving the overall state of the
relationship. The gel was often described as reigniting the passion in a relationship, as this

woman describes:

NS Z e Z VP K erefjo¥s hdviyg sex with me now and it makes me
happy to know that my partner loves mend his feelings are workin@ebenzat to
AJEI }JE SE 3 Al3Z u J]ve_~dE]o//UBd0C & }o A}luv

Womendid not talk aboutmicrobicideswithin the contextof the supernatural aspects of love
medicines although they strongly believed that gel had a positive effect on their relationships.

dz ¢ }(5 v § ol JuS 8Z u o % ESv E Zo}A]JvP §Z u u}E [ -
described how their partners respectetiem for bringing the gel into the relationships.
Respect within relationships was demonstrated in terms of the male partner being

monogamous, stopping an affair, agreeing to have a HIV test or agreeing to use condoms. The
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participant quoted below beliead that the gel had a positive impact on their sexual pleasure

and consequently their relationship:

ADC % ESvVv E Z -« v  A}u v]l EX , *}u 8Jus+ ] V[3 c0 Y
came back the next morning but now he has stopped that habit. He is no logeg d
§Z §X , ]+ VIA O0A Ce 3 Z}u X XXXX [ &Z]vl §Ztrial IDI,e %

34 year old woman).

Some women also reported that the effect gel had on setiiti@ed improved communication
within their relationships. This was generallyegented in terms of making the couple feel
closer and more intimate, thereby facilitatimgpen and honestiscussion. This quote is an

extreme example of this impact on open communication:

NdZ]s 8Z]vP ~P o0+ J]* E 00C v] X z}uwiho@E beidg aSkedobyZzu A
CIHME % ESv EX z}H ipgeS « C ]S CIuEe* o(W ZKZU uC % ES
such a day, oh, | am so sorry for what | did, oh, my love, it was just beaftss and
§Z 3[U v  PvémsaAgith him too, he also ml«X , A}po ipe3 « CW Z,
love, | am so sorry because | did this and that on such and such a day, hey, it was

He }( 8Z]e v 8Z S[X E}3 8Z 8 Z 1+ 8Z }v AZ} ]e & ol]vF

because of this thing (gel). This gel is number difirial IDI, 26 year old woman).

dE] 0 % ES] % vse P A /E u%o0 ¢ }( AZ § 8Z C 3}} o Z% E}}
partnerslove them more. Examples included a partner demonstrating love by holding hands in
public places, accompanying her to sbd@vents, providing financial support and security for

the household and evertrusting her with his bank card as this quote illustrates:

NE ~8Z P oe ]* A}YEI]VP (}JE u He / A v P § Z]e vl
groceries. That was no longer P % V]VPY z}pu upes }vs]lvp 3} PJA u
after completion (of trial followup). What am | going to do? My relanship will be

Ce(pv 3]}vo_ ~dE] o & U 380 C & }o A}lu veX

Women reported other positive impacts on their relationships, such asgoeommended for
§ IJvP §Z ]v]3] 8]1A 38} « | 131}v o A C+ }( JvP ZZ 03%ZC[X dZ
the gel as a potential HIV prevention option and in terms of testing for HIV and STIs regularly

as part of the trial requirements.
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Gel incomparison to love medicines

In the main, women placed microbicides apposition to supernaturallove medicines by
« E] JvP u] &} 1] -(mvelovaspiosef taZep% Ev SHE o[X dZ A}lu v

below presents the gel as natural by viewihgs being sent by Gdilkos):

At E Jve E3]VP V}EZIVP £ %3 '} [+ P oYY (JriaPF®D, 1§ &}

older woman).

Similarly women located microbicides in a strictly biomedical sphere, again contrasting them
with the supernatural aspects of traditional medicine. The woman quoted below distances

microbicides frormthe supernaturaby distinguishing it from theole of atokoloshe

"tZ S AE ]/ }/ Y185 v EUE 0oCX / 8} §Z]e ~8Z P o- T
there is no problem with it. There are those who use animal oils and they say it turns

to the tokoloshe ~ % ]E]Se v 35Z 5]« AZzC / }v[3 A vE 8} pue u \
to have the goodness that Godehover %o u $THial 1DI, 54 year old woman).

It was only this womathat referred to thetokoloshe asabove However, it is indicative of the
waysin which the discourse about microbicides was positioned in relation to local concepts of

the natural and supernatural.

Similarly, FGD participants confirmed that the rumours in the community said that the gel
improved sex, much like certain intravagimaertions. However, they never made reference
to the gel being like love medicines and when asked about this, distanced the gel from the

supernaturalkeffect of love medicines.
Gel as a cure for umhlume

There was only ondheme to transverse the dialoguebout both love medicines and
microbicides, and that wasmhlume Approximately a fifth of trial participants included in this
analysis claimed that the gel treated theimhlume.However, they did not clarify the source

of their umhlume in terms of it béng the result ofnatural, pollutant or supernatural causes.
Nonethelesanost of these sameespondentsdescribedumhlumeas a Zulu iliness that shidl

be treated byZulutraditional medicine.In addition,women talkedof the presence of other

STls distincfrom umhlumeand the treatment of thosesTIs by the clinicurses Women often

described the gel as having cleansing properties. This was most regularly reported in terms of
§Z & ulA o }(AP]vo JeZ EP }E Z EC]JVP[ }(Z3AE SoAVSA P]v

umhlumethat women assigned to the gel, higghly likely to be the result of STI screening and
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treatment that took place during the studyn fact the vast majority of women who claimed
the gel treated theiumhlumehad been diagnosed, andhare appropriate treated, foHSV?2
BVorTVX E}v §Z o0 «+U A}u v 33E] pus 3 af udldetcthe gslihergby 3

merging the concepts of the biomedical gel with the ethmedical causes afmhlume

7.4 Discussion

In this chapter, | set out to explore whether the cross fertilisation of languageifrvavaginal

insertion to microbicides identified in chapte6, also applied to love medicines and
microbicides. | have described the different ways in which love medici E pe S} Z(}E
love and have categorised the narratives as relating to either a productive or destructive use of
0}A u ] ]veX /] v3](] v EE 3]A+ 352 3 =« E] §Z P o « Z
impact on love and relationships, butno $Z § e (E] §Z P o e« Z «3Ep S]A |
women in the trial distanced microbicides from love medicines by using language that defined

ul] ®} 11 ¢« ¢ 1}8Z Zv SuE o v -fettilisgtigrP pf tahguageE bemveen
microbicides with§Z Zepu% @Ev SUE o[ }E W SEo[8A}v A}§Z v & SJu
resisted. These findings are in stark contrast to the ways in which women drew on the local
knowledge, language and understanding of using intravaginal insertions to explaingheif u

the gel described in chapter. 6These findings suggest that kile the compatibility of
microbicides and intravaginal insertionay actually facilitate the introduction of microbicide

gels the incompatibility of microbicides and love medicines mayalty be advantageous for

the introduction ofmicrobicides.

Iv §8Z]s 3u C / Z A - §Z § GEu Zo}A u ] ]v *[ &§hithi% %0C
yenthando t the type that work tlmough supernatural forces. The ways in which community

members and trial @rticipants describe the supernatural love medicines in this study are

compatible with descriptions in other ethnographic studies in KwakRiaital [Scorgie, 2009

Scorgie, 201H)\Nickstr('jm, 2008p However, the ethnographic component of the WHO GSVP

study in KwaZuhiNatal explored love medicines purely within the context of vaginal practices.
As such, no discernible distinction was maletween the social acceptability of love

medicines designed to enhance sexual desirability through physical properties, and love

medicines designed to operate through supernatural for&=orgie, 201|1Bcorgie, 200 The

difference in my analysis is that in comparing seaxitiural norms aboutntravaginal practices
to microbicides, comparisondetween the use ofimithi to physically enhance sexual
desirabilitywith microbicides was acceptable tespondents, whereas comparisons between

the use ofimithi to supernaturally enhance lowgith microbicides was not acceptable.
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Microbicides were obviously introduced as a biomedical intervention, provided by health care
practitioners and delivered from pnary health care clinics. However, in the last chapter |
demonstrated how women still compared microbicides with traditional intravaginal insertions.

In this chapter | have demonstrated that women did not compare microbicides with love
medicines. The reas women specifically distance microbicides from love medicines appears

s} §} ]eS]vPpuleZz ul] &} 1] * (E}u SZ *p% EvVv SHE o v (E}u
love. Whik there were some negative associations with the use of intravaginal insertions,
described in the last chapter, overall the idea of using products to make sex more enjoyable
was generally acceptedt least by womenConversely, in this chapter | have demoated

that the use of loveu ] Jv » ep% EvV SHE 00C ]* % E ]JA « Al}o 8]}v
such, by takingontrol away from men love medicines are viewed as a transgression of the
dynamics of relationships in which male control dominates.Woaen usesimithi to tighten

her vagina, then the man is likely to choose to have sex with her. This is very different to a
circumstance whereby thete }(  0}A u ] ]Jv &E u}A « §@f whethés or Agi]

to have sex with her

The ethnographiavork in KwaZukNatal describes the ways in which love medicines can be
e 8} Z%o}]*}v[ }E Z A]8 Z[U }8Z }v %8s e} ] & A5z
Wickstrom,2008d[Scorgie, 2000X /v §Z]s v 0GCse]e / A}] uel]vP 3z A}E

becausewhen it is written in English it is extremely difficult tdetach it from the role of a
ZA18 Z[X /v $§Hqmais pef€@éhcds to the use tve medicineseven for destructive
purposes, were not associatedith witches but ratherwith traditional healers, traders in
traditional medicine or ordinary people usinmgithi for malevolent purposes. In this study v
medicines were not described as being used to kill someone out of jealousy, as they have been

in other contexts when witchcraft is at pl*?arle, 201 However the use of love medicime

to cause negative afflictions on another woman was still born out of jealousy and by tapping
into the evil aspects of the supernatural. As the interview with the trainer of traditional healers
highlighted, creating pollution or interfering with the goedil nexus of the supernatural, is
believed to antagonise the ancestoisis within this context that the use of the supernatural

§} Z(}JE [ o}A A « (E}AVv p%}vX /I3 A+« 0o E (E}u }8Z Alu v
especially men, were wary of otheusing love medicines. The potential for love medicines to

be used is cause for suspicion and mistrust within relationshipss therefore not at all
surprising that women did not want to associate microbicides with the use of the supernatural

forces oflove medicines.

Socially it is not unusual that people do not want to be afflicted by supernatural forces,
especially ones with the potential for evil intent. However, we also need to consider the extent
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to which some of the disapproval is about women itk control of the course of a
relationship, in a society with entrenched patriarchal views of relationships and marriage. The
ethnographic work in KwaZulNatal has described the use of love medicines as a way that

women can exert some control over ra@ships in an environment of high competition for

partners (Scorgie, 201HJParIe, 201fWickstrom, 2008h This is consistent with much of the
0]8 & SUE AZ]1 Z « E] + JUuupv]3C E *%}ve « 3} A}u v[e pe

subversive of gender rolggv/ood, 200 Niehaus, 200R

In this analysis and other studies of love medicines, vaginal wetness has been associated with
JvVP Z pEe+ [ }E %}oopd X ~ }EP] . E] Z}YA /E +]A

Jvs E% E § « Ae]Pv }( Z AlVREZ}uGoo |AE]D AR(itE[@IIY vahimal:

in this context, aw$ Z[+ ( u]Jo] E-+ A[20@9;2790A Sénilarconceptemerged in my

analysis in terms of love medicines resulting in women being wet as if they had sex with a

tokoloshe The issue of vaginal wetness is also associated with infidelity in KwdZall) as

well as elsewhere in Afrig&corgie, 20(11Ray, 199pb As mentioned earlier,here is evidence

in KwaZuleNatal of male resistance to women using injectable contraceptives due to them

increasing vaginal wetness and decreasing sexual pleasure for($maity 2002|Beksinskal,

2001). It is striking that accusations of vaginal wetness emerge when women are suspected of

taking control of their sexual conduct, be it through sexual affairs, the use of love medicines, or
JVEE % 3]A X thacingeof iicrobicides from love medicines may be important

not only in terms of separating microbicides from the supernatural, but also potentially

* % E 3]vP u]l] @} 11 * (E}u A}u v[s 8]}ve 8Z & (E +3]Pu §]-

norms.

Although women distanced microbicides from love medicines, a few women did describe
microbicides as giving them a competitive edge over other women. The competitive edge that
microbicidesprovided was strictly in relation to the physical properties enhancing sexual
pleasure, and as such far more comparable to the intravaginal insertions described in the last
Z %8 & 3Z v 8Z Z(}E [ o}A e (E] ]Jv §Z]e Z %S EX E}v
ethnographic studies in KwaZdNatal have distinguished between natli@nd supernatural
love medicines and the WHO categorisation of vaginal practices does not distinguish products
that work on the basis of the pisical verssa the supernatural. Indeed even in this chapter |
have used the term love medicines on the provikattl am only talking about the types of
imithi that work through the supernatural. In Zulu traditional medicine it is not unusual to have
a single word for something that works through different sources depending on the intended
outcome. However, this anifuity of the termimithi yenthando as includinghe natural and
supernatural, creates the potential for confusion if microbicides acenparedto love
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medicines and perceived as providing a competitive edigs analysissuggeststhat if
microbicides are compared wit§ Z Z (} &  [inuthAyerji{fando, it couldpotentially be a

barrier for women who want to use them.

As described aboven ithis analysis | found that love medicines are generally frowned upon
and perceived as a wagrfwomen to exert powepr enact controlin their relationships. This

interpretation is consistent with other descriptions of love medicirass described in the

literature on vaginal practicefScorgie, 2000 However,it is in contrast to findings from an

ethnographic studyvhich wasalso conducted in the Umkhanyakude districtkafaZuluNatal

(Wickstrom, 2008p That studyfound the use of love medicines was about mainiagma

balance of power between women and meatherthan a subversion of powdry women The

study suggestghat the use of love medicines, or even the potentialuse them,is a way for

couples to protect their relationship from the vulnerabilities of misfortune and outside forces.

As such love medicinemre describedas a way of negotiatinghoral behaviar and gender

norms. These findings are in line with those of EileeiPK AZ}U ]Jv §Z i6fAi[the Z o0 v

depiction ofgender relations in Zulu culture as dichotomous, antagonistic and male dominated

Krige, 188). | believe that the difference in our findingse in fact not incompatible, and

actually reflect multiple perspectives of love medicines in Zulu cultureghose of well-
establishedcouples int] 1«3 (E, gtudy and those of women who perceive themselves at
risk of HIV in my own study. The differences in our findings highlight that rather than
dismissing love medicines wrder to distinguishing them from microbicides, we need to
understand more abouthe role that love medicines play in relationships amav the couples
who considerlove medicines as a way of negotiatiagbalance of powerwill perceive
microbicideslt also illustrates the need to consider the multiple realities of gender dynamics

and notreduce them to a single perception of male dominance.

One potential area for an inteconnection between microbicides and love medicines is in

relation to umhlume The termumhlume appears to be very local to the Umkhanyakude

district of KwaZultNatal. here are only a few references tamhlumein the literature and

they refer to it as a traditional Zulu iliness, a childhood diarrhoea with perineal rash
}ve] & 8} Mo C u}SzZ Ee+ SE& VP& °**]}v }( *} ] 0§ }}e

genitalarea thought to be caused by sexiydtansmitted infectiongdMyer, 200:ﬂNdawonde,

2006" Kauchali, 2004 The only translated references are in relation to names of specific trees

t although these translations are not consistent across sources. Although it is very colloquial,
the concept of an ambiguous illness like this, with natural and supernatural £aisdéely to

resonate outside of this districT.his syncretism of biomedical and traditional beliefs single

illnessis well documented in AfricgAshforth, 200} The narratives regardinpe treatment of
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umhlumeare consistent wh ideas of botlproximate and ultimate auses of ithealth in Zulu

ethno-medical understandingWickstréom, 2008p As such, the symptoms amhlumeoffer a

proximate existential explanation of the illness, while the causeauwihlume may still be
explainedby ultimate (or what Wickstrom o coptidal) underlying causes. A®Vickstrom
argues S Z foéus on optimal causes does not mean that people deny biomedical accounts of

germs and viruses, but thahey try to complete a biomedical understanding with more

explanatory depth [n.d;1Q. As such, women interpreted the microbicide gel as treating the

proximate symptoms t regardless of whether they ass@enan ultimate underlying cause or
not. This example illustrates the fluidity between bionigide and ethnemedicine in a highly
medically plural societygven in the context ofA}u v[e 33 u% 3+ 8} (]Jv 8Z u] E} ]

as biomedial and natural.

My final discussiorpoint is to lookat how microbicides fit within the broader soetultural
notions of love and relationships. Over the last few years there has been increasing criticism of
the extent to which public health HIV research has ignored issues of love, intimacy and desire

when dealing with sexual relationships in AferﬁJnter, 201(HCoIe, 200§ Wainaina, ZOOfi

Indeed even in this study we did not attempt to collect data on relationship dynamics per se.
However, when given the opportunity to talk about their relationships in open ended
discussions, women infused the discussions about sex acts with detailsiofdlationships.

The description of love medicines illustrates the desperate measures some women go to in
order to elicit intimacy and love. Other studies have highlighted that the growing trend in

administering love medicines in the genital area wiagcabaillustrates the insecurity that

women feel in relationships and the lengths they will go to in order secure fid8igrgie

2009|Scorgie, 2010 Although microbicides are distanced fromdowmedicines, it was clear in

this analysis that some women perceived that their use of microbicides enhanced the love,
intimacy and passion of their relationships. This is in stark contrast to the perception in South

Africa of condoms as reducing intimaoy symbolising a lack of trust and creating a physical

barrier during seMacPhail, 200{lStadler, 201} The fact that a HIV prevention option has
§Z %}3 v3] 0 8} S ve v AZ 5§ Z - v owP BEF ]Z%HC < jHvZVE

in HIV discours¢Sharma, 200jLis cause for optimism. This highlights the need to address

issues of love and intimacy in microbicide acceptability research and consider the implications

of marketing messages within this broader context of relationships.

One limitation of this analysis that despite conducting workshops with religious leaders, we
never broached the issue of love medicines, or any form of vaginal practices, in these
] pee]}veX A~ }EP] [+ ANAthl found Ahatwomen from the more traditionalist

Zionist churchs were over 4 times more likely to usekugcaba vaginally for the
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administration of traditional medicinegScorgie, 2010 This raises the possibility that Zionist

religious leaders may have held a less antagonistic toaardslove medicines than the views
expressed in this chapter. However, approximately half of the trial participants described
themselves as Zionist antid@re were no observable differences in the narratives based on
religious background The second omission in this analysis is that not a siimjganga
volunteered to participate in the traditional healer FGD. The reasons whyizamgomaand
abathandaziolunteered are not clear. The key informant interview with the practitioner who
was trained in all three practices did not hint at any particular distinctions in attitudes between
the various practitioners in relation to love medicines. Nonetheless, @sno acknowledge

that the views ofizinyangawere not included sufficiently in this analysis.

Another limitation is that | never asked respondents for a direct comparison of microbicides
and love medicines, or microbicides and other forms of traditionedlicines, both natural and
supernatural. However, this can also be interpretedaastrengthof the analysis as | did not

ask people to consciously compare the two, but rather compared and contrasted the
narratives used in relation to the two subject maits independently. This allowed me to look

for a subconscious transfer of language from one subject to the other. It is this less conscious
transfer of meaning from existing products to newly introduced products, such as
microbicides, that is likely to k@ a substantial bearing on how microbicides are ultimately

accepted within a communitgind incorporated into sexual norms

7.5 Conclusion

In this chapter | have demonstrated that women distance microbicides from love medicines.
The fact that women are able tsuccessfully distance microbicides from supernatural love
medicines could be beneficial to microbicide roll out in the futuflis analysis highlights
three key messages. The first is that introductory messages about microbicides need to take
account oflocal contexts of health beliefsnd practices. Whil& may be appropriate in this
E }( "Iusz (€] 8} JvsE} W wu]l E®r]] ¢+ ¢ AC 8} Zul -
%% E}% E] § 8} JVEE} H SZ u o A C 3} Zu |l C}uwommkey ESv E
message is that introductory messages about microbicides need to take account of local
Jvd E£8e }(PVv E Cv u] *X dzZ e }uE- opGEmigendévmrmsu ve o
could potentialy affect microbicide acceptability in the longer termihis study could only
hypothesig the potential impact, butdentifiesthe need for a more wuepth understanding of
this discourse in relation to microbicides. Finally, this chapter highlights the extent to which
women discuss microbicides not only withihre context of sex or risk, but within the broader

context of love and intimacy. It is vital that we as researchers avoid reducing love to sex or sex
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to risk. This type of reductionist approach fails to acknowledge the complexities that women
experiencein relation to HIV preventionThisbreadth of understanding about how women
position microbicides in relation to other soetaltural constructs will be vital in ensuring that
introductory messages avoid the pitfalls that have been experienced with theubbf male

and female condoms many communities across South Africa

198



8 ZtZz 8 Z A u v P}3% 3} dissidg midrdbicides
with male partners

Summary

Microbicides are designed to be used by women, with or without the cooperation of their male
partners.The evidence to date suggests that women in Africa are both expected to, and prefer
to, discuss microbicides with their partners before using them. However, our understanding of
the ways in which microbicides are discussed between women and gaetners is still
limited. In this chapter) return to the microbicide acceptability literature identified in chapter

2 in order to review evidence regarding communication about microbicides. Using the MDP
301 data, linvestigatethe characteristics oivomen who talked to their partners about the
microbicide in the trial. In addition | explomociocultural norms regarding communication
about sex the expectations regardingpmmunication about microbicidesand the patterns of
communication about micrabides that occurred during the trialThis analysis is based on
gquantitative data collected duringhe trial as well as qualitative data collected duringdapth
interviews andfocusgroup discussions. The analysasn to understandthe discussions
between women and their partners about microbicide use within the context of souifmral

normsregarding sexual communicatidmetween women and men in KwaZtMatal.
8.1 Literature review

8.1.1 Discussing microbicides

As described in chapter 2ection 2.3 there are gaps in the evidence regarding our
understandingof the communication processdbat take place between women and men
regarding the use of microbicide geDuring the systematic review of literature on microbicide
acceptability, presented in chapter 2,identified 28 articles out of the 45 articles on
microbicide acceptability that reported on the ways in which women do or do not discuss
microbicides with their partners. These articles are listedable 81 which shows that 24 of

these papers were ideified in stage 1 searches and 4 in stage 2 searches.
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Table8-1: Systematic literature review extraction table:isicussing microbicides

No | Ref Phase| Product Countries Discuss | Search
Use stage
1 | Belets200&*1 | Pilot | Acidform: gel, Madagascar X sl
diaphragm
2 | Turner 2009*1 | Pilot | Acidform: gel, Madagascar X s2
diaphragm
3 | Coggins 1998 Pilot | N-9: gel, film, Céte d'lvoire, Thailand X s2
suppository USA, Zimbabwe
4 Hira 1995 Pilot | N-9: foam, Zambia X s2
suppository,
tablets
5 | Bentley 2004 1 BufferGel India, Malawi, Thailand X sl
Zimbabwe
6 Kilmarx 2008*2 | 1 Carraguard Thailand X sl
7 Martin 2010*2 | 1 Carraguard Thailand X sl
8 Ramjee 2007 1 Carraguard South Africa X sl
9 | Whitehead 1 Carraguard Thailand X sl
2006*2
10 | Whitehead 2011| 1 Carraguard Thailand X sl
11 | EFSadr 2006 1 CS USA X sl
12 | Malonza 2005 | 1 CS India, Nigeria, Uganda X sl
13 | Rustomjee 1999| 1 N-9 film South Africa X sl
14 | Joglekar 2006 | 1 Praneem India X sl
polyherbal
15 | Joglekar 2007 | 1 PRO2000 India X sl
16 | Morrow 2003 1 PRO2000 South Africa, USA X sl
17 | Carballe 1 Tenofovir USA X sl
Diéguez2007
18 | Hoffman 1 Tenofovir USA X sl
2010*4
19 | Rosen 2008*4 | 1 Tenofovir USA X sl
20 | Carballe 1 VivaGel® Puerto Rico, USA X sl
Diéguez 2011 (SPL7013)
21 | Altini 2010 2 Carraguard South Africa X sl
22 | Jones 2009 2 Carraguard Thailand X sl
23 | van der Straten,| 2 CS: gel, diaphragm Zimbabwe X sl
2008
24 | Woodsong 2008| 2B BufferGel, Malawi, Zimbabwe X sl
PRQO000
25 | Greene 2010 3 CS Benin, India, Uganda X sl
26 | Visness 1998 3 N-9 film Cameroon X s2
27 | Vandebosch 3 N-9 gel vivu €35 [/A X sl
2004 South Africa, Thailand
28 | Montgomery 3 PRO2000 South Africa, Tanzania X sl
2010 Uganda, Zambia

*1, 2,4 identify multiplearticles that refer to a single study

In this section | review the literature on microbicide acceptability and communication about
microbicides from trials ofandidatemicrobicides. Firstly | summarise findings relating to the
expectations regarding communication about microbicides in the Americas, Asia and Africa. In
order to further critique the evidence from Africa, | also draw on literature from hypothetical

and surogate studies presented in chapter 2. Secondly | summarise the proportion of women
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who have discussed microbicides with their partners before using them in clinical trials to date.

| conclude the review by highlighting gaps in our knowledge regarding comation about

microbicides.

8.1.2 Expectations regarding@ammunicationabout microbicides

dZ %o}ee]

as the most promising feature of microbicid

10]18C }( pelvP  u] &} 11 A]SZ}ps

Hs00, 200? However, he extent to which

% ESv E[« IVIAo

women are expected to discuss microbicides with their partners before using thanes

substantially between women according to the context of their osexual relations and

perceptions of HIVisk. The literature suggests that the trend towards or away from a desire

to discuss microbicides with partners also differs geographically

Americas

Of the 28 manuscripts that report on communication about micca#s from clinical trials, 7

include data from the United States of America. Women and rimethe u &] témd
S}JA E « % E]}E]S]I]vP §Z v (}J& u]l] ®} ]1]1 « 8z

§ Alpo

CarballeDiéguez, 200[fCoggins, 199&E+Sadr, 200fHoffman, 201 Morrow, 2003

Rosen

2008 |CarballeDiéguez, 2011 dZ Zv}S§] ]o]SC[ }(

u] & }riveh byzhe v

%0 E} Wphysical propertiesand the volume of gel required and clearly %o S

v Alu v[e

ability to usespecific microbicides without a partners knowledder examplethe Invisble

Condomwas found to be highly acceptable by women malmgause it wagmperceptible to

the male partner{Trottier, 2009 whereas the acceptability ofivaGel®vas limited due its

visibility during

to discuss microbicides with partners. }J A A E §Z

sexCarballeDiéguez, 201}l The trend in the USA has been against the need

] Z}s}tu€

SA v  Alu v[e C

control herown body verss a desire to be open and honest with an intimate partner was

evident{Hoffman, ZOIT

Asia

Of the 28 manuscripts that report on communication about microbicides from clinical trials, 12

include data from Asia, with 4 including evidence from India, 7 from Thailand and 1 from both.

Studies in Asia focused on whether or not it would basfble to use a microbicide without a

partner noticing it. Opinions on this topic were split with 7 studies (2 from India, 4 from

dZ]Jov v i (E}u }5Z« 3 v ]vP 8}A & « pe A]EZ}us

%o ESV E[* |

Bentley, 2004

Joglekar, 200@Kilmarx, 2008 Martin, 201Q|Coggins, 1998Jones, 2009

Malonza, 200pand 5 studies (2 from India, 3 from Thailand) tending towards it being feasible

Greene, 201[)Joglekar, 20QpVandebosch, 20("4Nhitehead, 200

Whitehead, 201

I There
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were no clear divisions on this point between the two countries. Unlike in the United States,
there A E v} & (E v + 38} Alu v[e E]PZSe o E 3]}vo (JE pe]
% ESv E[* IVIAo P X /v (A «3u] U u}3]A 8]}v 8} e pee pe

driven by a desire to avoid accusations of infidelity if the partner noticedg#leduring sex

Greene, 201[)Joglekar, 20QBentley, 2004Joglekar, 2006 The ability to have privacy to

insert the microbicide before sex emerged as another concern in relation to the feasibility of

the discreet use of microbicides, specifically in Infllaeene, 201fJJoglekar, 2006 Use

without the knowledge of a commercial client was perceived as more feasible than use

without the knowledge of an intimate partnefVandebosch, 20Q4|Martin, 201Q.

Interestingly, in one study although only 15ffowomen thought it would be feasible to use a

microbicide without their partner noticing it, 43% of men thought it was feasible as men would

not notice (Whitehead, 200§ This highlights disparities throughout the literature between
Alu v[e v u v[e A] AeX

Africa

In total, 16 articles reported on communication around microbicides in Africaleface from
clinical trials in African countries tends to stress an expectation Waahen should discuss

microbicides with men prior to using them aeglensuggess that mostwomen wauld in fact

prefer their partners to be aware of their use of microbicic‘&ntley, 2004 Coggins, 1998

Turner, 200§Montgomery, 2010k In fact one study in Zimbabwe found that less than a

quarter of women thought that it would be important to be able to use a microbicide without

the partners knowledgdvan der Straten, 2008 As described ighapter 2sectior]2.2.1 this

evidence is supported by hypothetical evaluationseast and euthern Africa particularly,

where acceptability of microbicides was generally premised on the need for women to discuss

microbicides with men prior to usf/eldhuijzen, 200|15Ramjee, 200dvan de Wijgert, 1999

Coggins, 200(QmBisika, 200p Similarly, as described ichapter 2section2.2.3 in gudies

conductedwith surrogate products in Africa, there were clear expectations that woinen
longterm relationshipsivould need to discuss the use of a microbicide with their partner prior
to use(Salter, 2008Jones, ZOOFSreen, 200lPool, 200()Montgomery, 200?3 Indeed one of

the surrogate studies in Uganda found that even thoubh ability to use a microbicide
without prior discussion emerged as an important feature of the product in focus group
discussions, the vast majority of women (87%) did infdahmir partnersabout using the

products (Pool, 200}1 A preference to discuss microbicides prior to use was reported to be

driven by the idea that a couple should not have secf@fsodsong, 200Band a fear of the

ramifications if a male partner discovered his partner using a microbicide without prior

discussior{Coggins, 1998 However as in Asiathere were far lower expectations of the need
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for women to discuss microbicides with esthcasual partners or with commercial clietitgn

with stable or marital partnergRustomjee, 199H)Vandebosch, 20Q¢Greene, 201f)Visness

1998

Although the above evidence suggests a trendAinica towards the need to discuss
microbicides prior to using them, thevielence from South Africa preses¥ more nuanced
picture. There is still an expectation that ideally a couple should discuss microbicides before
using them and there is still a ps¥ence to use themvith the knowledge of a partnetndeed

in one study almosthree-quartersof women thought that it would not be possible to use a

microbicide without a partnergknowledge(Altini, 201Q. Howeverin 2 out of 6 studies in

South Africathere appears to be more tolerander the use of microbicides without prior

discussion than in other African countriiRamjee, 200[{Morrow, 2003. For example in a

small phase | trial in Durban, although the majority of women and men thought that the
decision to use a microbicide should be made by both partners, almost halfeofnen
interviewedfound it acceptable for women to use the phact without discussing it with their
partners m}z Again this is supported by evidenpeesented inchapter 2section

221 (E}u ZC%}S5Z 8] o «3u ]« Jv ~}usz (E] U Az & A}u v[es p-

§Z u o % ESv E[+ IviAo Rcepiable in some circumstancdrner, 2006

MacPhail, 200p Indeed a phase | trial in both Soufifrica and the USA did not find any

distinguishable differences between the countries in attitudes towards using a microbicide

without prior discussiofiMorrow, 2003.

In South African hypothetical studigte recognition that male partner involvementay not

alwaysbe possible or peferable was influenced by a number of factot3 a discourse of

Alu v[e E]PZSe v U%}A Eu v Jv "}ud3Z (E] U i« Alu v[e £E%
condoms and injectable contraceptives due to a reduction in male sexual pleasure, 3) an
overwhelming distrust of male fidelity, 4) an assumption that th&oiduction of a HIV
prevention option into an existing relationship is a sign of infidelity, and 5) theofisken

forcing women to have sex without a condoon enacting other violent behaviOI{Orner,

2004 [MacPhail, 200p These factors appear specific to South Africa and distinguish the

evidence on this topic in South Afrifram that in other African countries.

8.1.3 Communicating about the se of microbicides
Although there is considerable literature onmavomen feel about using microbicides without
§Z ]E % E3v E+[ IVIAo P U 3Z & ]+ 0]8%o0 § E P €& JvP Z}A

partners about microbicides before using them in clinical trials.
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Only one study has compared tpeoportion of womenwho have discussed microbicides with

their %0 (E S in @&[Americas, Africa and AsiEhis study found that more women discussed
the microbicide with their partners in Thailand than Zimbabwe Coéte [/ A } piEthe USA

Table 8-2) {Coggins, 19%8 Conversely, another muitiountry country, this time with

commercial sex workers, found that women in Thaidlavere less likely to inform both clients

and partners about their use of the microbicide than women in South Aftiéte d'lvoireand

Benin (Vandebosch, 2004 In other studies, the pragtion of women who have discussed

microbicides with sex clientsranged from 0% in South Africa to 65% in Madagascar

Rustomijee, 199|PI’ urner, 200?, and with partners ranged from 22% to 100% both in Thailand

[Vandebosch, 20(ﬂ4lones, 200p AsTable8-2|illustrates, there are no obvious patterns within

or betweencountries or population groups.

Table8-2: Proportion of women who discusseghicrobicides with their partners/clients

No | Ref Duration | Proportion

of women who discussed microbicides

1 Altini 2010 6112
months

South Africa=98% partner

2 Coggins 1994 12 weeks

Thailand=86% partner
Zimbabwe=83% partner
Céte d'lvoire=75% partner

2005

USA=73% partner
3 Hira 1995 28 days | Zambia=86% foam; 89% tablets; 94% suppositories (partr
4 Jones 2009 | 12 Thailand=100% partner
months
5 Malonza 7 days India, Nigeria, Uganda = 30% Cellulose Sulphate & 37%

of study)

jelly tsexually abstinent
(Partners of all sexually active women were informed as p

1999

6 Rustomjee 2 months

South Africa= 0% client & 50% partner

7 Turner 2009 | 4 weeks

Madagascar=65% client

8 Vandebosch | Up to 2
2004 years

€8 [/

Thailand=22% client & 22% partner
SouthAfrica= 23% client & 41% partner

Benin=54% client & 45% partner

A}JE ARi9 o] v8 " Ad9 % ESvV

Straten, 2008|

9 | vander 6 months | Zimbabwe
Gel=97% partner
Diaphragm= 97% partner

To date, there has been no attempt to charactengemen whodo or donot discuss their use

of a microbicide with a partner. One study whiobmpared three different formulations of-N

oU (}uv v} }EE o 3]}v

SA v AJuv[e %E (E v « (}JE (JEuyp

product with their partnerg

Coggins, 199

I3 In addition, he impact of discussing microbicides

before using them has rarely been evaluated as a predicator of adherence to gel. One study

(Juv 8Z 8§ 8Z u o % ESvV

@& Wemah Ui pAmiorop{adas independently
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associated withadherence {van der Stratn, 200§. However another study found that
03Z}uPZ 3}uupv] 3]}V Ju%ke@E}A A}lu v[e Z E v 8} 8Z pue }(P
] v}$ Ju%ke § }v Alu v[e Z & v@ﬁw}wclinical trials have
found that Aju v[e }Av %3 ]0]3C }( u] &} 11 « A+ o EP oC ]

perceptionof male acceptabilityGreene, 201por the anticipated reaction of their partner

[Woodsong, 200B This has been reported more frequently in hypothetical and surrogate
studies than in clinical trialfMontgomery, 2008(Tolley, D0¢ |Salter, 2008(Jones, 2008
Green, 200ITanner, 2010.

There is hardly any evidence from microbicide clinical trials regarding patterns of
communication over time. One studyitlv a surrogate product in Uganda found that within

the first weekof the study only 60% of women had talked to their partners about using the

vaginal product, but that this increased to almost 80% after 10 weeks in the §ren,

2001). In a diaphragm and microbicide trial in Zimbabwe, although 97% of women using the

gel alone had talked to their partners about the products, 27% of thmearoexplained that

their partners did not necessarily know every time they used(gah der Straten, 20Q8

Similarly another study among commercial sex workers in Madagascar found that some
partners were only aware that the women had used a gel about a quartdreaime it was
actually usedTurner, 200}1 This evidence highlights that communicating about microbicides

is an orgoing process that we still understand little about.

8.1.4 Sexualcommunication and nicrobicides
/v §Z EoC Ce }( A 0}%u v3U u]l] &} 1] » A E- }YSE}E&o( [EE

prevention technologyBraunstein, 2008 However, evidence suggesting that women would

require male agreement to use microbicides highlighted that even though microbicides are
used by women, women may not necessarily be in control of thergeimderinequitable

E 0 3]}veZ]% X }ve <pu v30C u] &} ]] « & Vv}}IA ulE o]l oC &}
pMe [ 8Z v Z(uo }v8CE}oo [X ~}u usz}E&s E€Pp 8z 8§ 8§z
demonstrates that women in Africa are expectedaod prefer tq use microbicides only with

the full knowledge of their partnerDomanska, 2012

However, | argue that there are still major gaps in our understanding of communication
around microbicide use. Firstly, the evidence suggests that in South Africa attitudes towards
A}lu v[e }v3E}o }A @&use|n@}bg djstinct from other parts of Africa. We therefore
need to understand the expectations regarding communicating about microbicides within the
context of sociecultural norms relating to communicating about sex more generally. Secondly,

we need nore evidence regarding the proportion of women who discuss microlscidth
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their partners andwhich characteristics may predict which women are likely to use

u] @} 11 « Al3Z}us 8Z ]E % ESv E[+ IviAo P X ~Ju]lo EoC A
on gd adherenceof peJvP u] €} ] ] « A]JSZ}us % ESv E[+ Iv}Ao P X
research to date has looked at communication about microbicides from a binary perspective

either women have told their partners or not. However, we know very litlewd the patterns

of communication that take place over time. We need to understand more about the
processes involved in communication in order to evaluate the impact that the availability of a
female pe u] &} ] ] luo Z A }v E pu ]vePorrhalevdpprazaloof MV

prevention strategies.

In an attempt to address some of these gaps in the evidence, in this chapgeguantitative

data toestimate the proportion of women who discuss microbicides with their partner prior to
use andcharacterise women whdo and do not engage in sudliscus#on. | usequalitative

data to explorethe broader sociecultural context of expectations regding communication
about sex and microbicides in KwaZiatal. Finally, | use qualitative data éxamine the
communication process that takes place between women and their partners using a

microbicide gel for up to a year.

8.1.5 Terminology
Before presenting my findingswant to addresgwo terminologicalissues in relation to this
topic. To date the mostrequently used term to describe the communication that takes place
SA vV Ju%0 * %E]}E 8} §Z pe }(u] Y]] ] Z ] 0}epE [X ¢
Z ]+ o}e+]vPrthe} intention to use microbicides or their actual use of microbicid€ke
use of microbicidesA]SZ} U3 % E]}E Z ]e 0}eu®E [ ]J» u}ed (E <u \&FoC E (
all the manuscripts reviewed as part of this literature review, over-tiwads use the word
Z YA E3[ 8} « ] 8Z pue }( u] E}without ecknow@dde}af their

sexual partners.

In this thesid am avoiding the use of the word disclosure for a number of reasons: Firstly i

/s 0]8 B SUE SZ 3§ EBu Z ]* o}ep&E [ ] with &he disalpsuwe of e¢} ] §
*lu }v [+ ,/s <3 Spuehxtheewordhasnegative connotations relating to a Hpdsitive

status in some communities. Secondlge tOxford English dictionary definition of disclose is:
Nlo~e E S JE VA JV(IEU 8]}ve IVIAV JE 00}A ~<}(OBIVP Z]

201X o8SZ}uPzZz §Z]- (Jv]8l}v ul « o & SZ S8 ] o0}pCE %

Jv(yEu 3]1}v |verplgtalidmis heavly influenced by its associatiamith disclosure of
something Zecret[or Hidden[X dZ]E oCU $Z A}E Z ]* o}spE [ Jv( E- .o

information. As demonstrated byhe literatureon HIVdisclosure communication about HIV or
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HIV prevention is oftem processot a single act{Eustace, 2020 Similarly, while the initial
Juupv] 81}v jus ul @} 11 1+ S Zv A Jv(JEu 8]}v[U- 18 ] ucC

going dialogue, or lack thereof, is equally as important as that initelbglie and cannot

*SE] SoC e (E] tn @rder to JawvpitEthpXe potentially negative associations
and over simplificationsthroughout this thesis | am purposefully avioigl using the word
Z ]* o} [ v Yilkdiscuss therocess ofcommunication that takeplace around the

use of microbicides.

Similarly,/ u A}] JvP 8Z pe }( 8Z A}E Z }A ESE[ (heEOxfodpu E )
vPo]ezZz ] S]}v E&C (1v]3hdvopdnly JakkitBviledgatl ot displayd®ED, 202).
03Z}uPZ Z }A ES[ v E 038 8} & vP }( 3]A18] - 38Z u i}E]SC

on militaristic examples, such as® }JA ES }% & $]}ve P Jves SDED]] § 3}C

2013, " }A E% u]o]& EC }% E &]}veV }A EI[F{ex j20Bp [ERESZ &

governmentwas pe }( }A ES u]o]d3 EC }% E é]]@ambﬂdga',-x)lrgz E P
TZ pe }( u]o]d E]*8] A} po EC sp Z =« Z(]PZ3]vP ,I/s[ }E
Z+SEuPPoO U §So }&E U% JPv[ ]Jv & ( E v S} ,/s Z -« v ]e}

to be stigmatising of peogl living with HIMUNESCO, 20P6In relation to microbicides, |
0] A §Z 858 8Z pue }( 8Z AYE Z }A ES[ o0} Z » 8Z %}3 v3] o

who, for whatever reason, decide to use a microbicide with§Z ]E % E3v E.[ln Iv}Ao
addition | believe that the idea that midocides are used either covertly or not, is insufficient

to address the nuances that are involved with communicating about the use of microbicides
over time. }ve <gu v30C Jv §Z]e 8§Z ¢]eU / U %oUE%}* (LOOC A}] JVvP |

instead will dscuss the use of microbicides without prior communication with a partner.

8.2 Methods

8.2.1 Quantitative data
The data collection, management, and analysis of the quantitative data have been described in

chapters 3 and 4.
Dependent variables

At the week 4 followup visit, counsellors administered the long sexual behaviour CRF. On the
long sexual behaviour CRF data were collected about each sex act in the last week, or the last 4
weeks if the women had not had sex in the last week. For eachdex¥ a woman had used
gel she was asked if she had told her partner she was using gel. For the purpose of this
analysis, a woman is defined as communicating with her partner about gel use if she informed
her partner about using the gel at any single set.
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The outcome variable for thquantitative analysis i&lking  the partnerabout gel use in the
period of reporting bythe week 4 visitOnly women who reported gel use in the period of
reporting (last week or last 4 weeks) are included in #imalysis. | compare the demographic,
socioeconomicand sexual behaviowharacteristics of women whialked with their partners

aboutgel useto women who did not.

Independent demographic, sexual behaviour and sectmomic variables

In the literature, @e, educational status and so@gonomic status are identified as factors

associated with sexual communicatiddinda, 200}|SahinHodoglugil, 2011 To assess the

impact of these factors on communication about gel use, the followaripbles described in

chapter 4 sectiof.5are includedin this analysis: @e, highest educational level achieved to

date, employment statushousehold accss to electricity, water sourcepain fuel source used
for cooking household size andolisehold ownership aditelephone, radio, television, bicycle,

fridge, motorbike and cattle

Marital status, rural residency, low condom use and low levels of sexual activity have been
] vs](] ]Jv 2 o0]S & SpE * %}S vS] o Jv(op v JvP ( S}E- }v

with a partner{Ndinda, ZOOHSahinHodoqugil, 201F Consequentlyin the absence of marital

status, | use theelationship to the heaaf the household as a proxy for relationship structure,
as well as includingrea of residencyconsistency of condom use in the last week or 4 weeks

and sexual activity in the last week or 4 weeks in the analysis.

Religion is included in the analysisttie basis that some religions, such as Shembe, are more
traditionalist than other religions and this could impact on sexual communication within a
relationship.l also included clinic of enrolment brder to control for the differential impact of
counglling at the different clinicsin case previous participation in microbicide research
influenced communication about gel included a variable that identified women who had

participated in the previous Africa Centre MDP feasibility or pilot studies

Quanttative analysis

In STATAI initially compared thavomen who did talk to their partners about gel use by the
week 4 study visit, to the women who did not talk to their partners about gel use. Univariate
associations were assessed using the Pearson Chi2 Itéssted the contribution to the

multivariable model of each viable that was significant in univariate analysis at the Oel/@l

using likelihood ratio testgKirkwood, 2008 | created missing values for previous MDP

participation for 3 women andetainedthesewithin the multivariable models (not presented).
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Multivariate associations were assessed at the 0.05 level, after controlling for potential

confounding factors, through multiple logistic regression analyses.

8.2.2 Qualitative data
The collection, management and analysis of the qualitative data have been described in
chapters 3 and 4For thisqualitative analysis | uselata fromthe community FGDs and trial

IDIs. There were two stages to the qualitative data analysis for this chapter.

Firstly, |1 analysed the 19 community FGDs thematically coding all text that addressues
relating to sexual communication. | present findings for each emergent theme in the rdsults.
specifically did not include the participant FGDs in the first part of the analysis as | wanted to
assessociccultural norms regarding sexual communication without the influence of the trial
or the experience of the gel. However, | do subsequently compare the views of the trial

participants in the IDIs with the views of the community in the FGDs.

Secondly) analysed data from interviews with th® Trial participantswho were interviewed

around the time of their week 4 visias described ichapter 3 sectiofB8.3.9 | coded thelDIs

thematically for all text relating to partner involvement in gel use. Among women who had
talked to their partners about the gel, | identified the main reasons for discussing the gel with a
partner, the ways in which gel was discussed,,antere possible, if they had told their
partners about the gel before or after using it. Finally | identified reasons why women had not
talked to their partners about the gel and how they were using it without their knowledge. |
specifically excluded thmale interviews from the second part of the analysis as these males
were distinct in that they had all discussed the gel with their partners and, by virtue of their
participation in indepth interviews, were specifically engaged in the trial. On subsequent
review of the male IDI text, | concluded that it did not contribute to the findings as it merely
confirmed that male partners believed that women should talk to their partners about the gel.
The data did not add to the description of how the microbicidese discussed between the

couple.

In the results, | firstly present the quantitative dadascribing the proportion of womewho
communicated with their partners about gel used their characteristics. | presefihdings
from the community FGDs regardisgciccultural norms about sexual communication, and

finally the trial IDI findings describing the reasons, processes and timing of discussions about

gel.
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8.3 Resultst quantitative analysis

In this section linvestigate the characteristics of women who commigated with their
partners about gel use within the first 4 weeks of using gel. In total, 1177 women enrolled in
the Africa Centre MDP 301 clinical trial. Eighty five women were dropped from this analysis. Of
these, 59 women did not return for the weekfdllow up visit. Of those who did return, 5
women had not had sex in the 4 weeks prior to the visit and 21 had not used gel in the
reporting period of the last week or 4 weeks prior to the vi€ibnsequently data from 1092

women were included in this anadis.

8.3.1 Univariate analysis
By week 4, 60% of women had discussed gel use with their partners. Of the 651 who did

discuss gel with their partners, 578 (89%) said their partners always knew they were using it

and 73 (11%) said they sometimes knew they wesiagiit. As shown |iable8-3||Table8-4

and|Table8-5|the following variables were significantly associated with discussing the gel in

univariate analysis at a 10% level: age, head of household, clinic of enrolment, previous
participation in MDP studies, water source, household ownership of cattle and condem
However, head of household (p=0.61), previous participation in MDP studies (p= 0.23) and
condom use (p=0.18) did not contribute to the modellikelihood ratio testsand were

consequently excluded from the multivariate model.
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Table 8-3: Individual characteristics of women whaliscussed gel use with their partner

compared to women who did notiscussgel use at week 4

Chi2 P
Not Discussed Discussed value
441 (40%) 651 (60%)
Age
Mean (95% CI| 36.15 (35.0737.22)  34.20 (33.285.10) <0.01
SD| 11.49 11.70
Median (95% ClI| 38 (3539) 34 (3136) 0.01
IQR| 2546 2344
Educational ével
Primary or lower| 228 @3%) 307 (%%) 0.14
Secondary or highe| 213 388%) 344 (620)
Employmentstatus
Employed| 81 (44%) 103 (%5%) 0.27
Unemployed| 360 (4@%) 548 (600)
Head ofhousehold
Partner | 208 (44%) 264 (564) 0.09
Parent/inlaw | 142 (36%0) 249 (6%%)
Self| 50 (43%) 66 (5P0)
Other | 41 (36%) 72 (64%)
Area of esidency
Rural | 353 (420) 504 (5%%0) 0.30
Perturban/urban | 88 (36) 147 (630)
Religion
Zionist| 202 (40%) 305 (6@%) 0.88
Shembe| 104 (3%6) 161 (620)
Christian- mainstream| 101 (42%0) 137 (580)
Other | 34 (42%6) 48 (58)
Clinic ofenrolment
KwaMsane| 191 (464%) 228 (540) 0.02
Mtubatuba | 128 (38%) 225 (6%%)
Madwaleni| 122 (38%) 198 (62%0)
Previous MDP participation
(3 missing)
No | 425 (424) 615 (5%6) 0.09
Yes| 14 29%) 35 (720)
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Table 8-4: Household characteristics of women whdiscussed gel use with their partner

compared to women who did notiscussgel use at week 4

Not
Discussed Discussed Chi2 Pvalue

441 (40%) 651 (60%)

Access talectricity
No | 235 (430) 315 67%) 0.11
Yes| 206 38%) 336 62%)

Water source
Inside house/sird | 127 38%) 206 62%) 0.03
Community surce | 234 39%) 365 61%)
Free fowing | 80 60%) 80 60%)

Fuel for cooking
Electricity | 143 39%) 221 (34%) 0.86

Gas| 39 @44%) 49 G6%)
Paraffin | 57 @1%) 82 69%)
Wood | 202 @0%) 299 60%)
Radio
No | 56 @1%) 82 69%) 0.96
Yes| 385 @0%) 569 60%)
Television
No | 259 é2%) 360 (58%) 0.26
Yes| 182 (38%) 291 62%)
Telephone
No | 54 @5%) 65 65%) 0.24
Yes| 387 @0%) 586 ©60%)
Fridge
No | 222 42%) 301 68%) 0.18
Yes| 219 38%) 350 62%)
Bicycle
No | 373 é41%) 538 69%) 0.40
Yes| 68 (38%) 113 62%)
Cattle

No | 304 38%) 490 62%) 0.02
Yes| 137 @6%) 161 64%)

Household size
4 people per room or morg 106 @4%) 134 66%) 0.43
3 people per room| 136 38%) 226 62%)
2 people per room 165 @0%) 245 60%)
1 person per room or les| 34 (43%6) 46 67%)
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Table 8-5: Sexual behaviour characteristicsof women who discussed gel use with their

partner compared to women who did not discuss gel use at week 4

Not Discussed Discussed Chi2 Pvalue
441 (40%) 651 (60%)

Average sex in last week

Less than oncg 91 @46%) 106 64%) 0.14
1to 3| 126 @1%) 179 69%)
410 6| 129 41%) 187 69%)
7t0 9| 54 36%) 96 (64%)
10+ | 41 (330) 83 67%)
Condom use in last week/4
weeks
Always| 221 (38%) 360 62%) 0.09
Never/sometimes| 220 @#3%) 291 67%)
Gel use durindrial
Always| 277 40%) 421 (6@%) 0.53
Never/sometimes| 164 (42%) 230 68%)

There were no statistically significadifferences between women who discussed gel use to
women who did not discuss gel use in terms of education level, employment status, area of
residency, religion, access to electricity, fuel source used for cooking, household ownership of
a radio, televisia, telephone, fridge obicycle household size, frequency of sexual activity or

gel use.

8.3.2 Multivariate analysis

Table 86 presents the output from the final multivariate model. Women who discussed gel
use with their partners by the week 4 visit were sigaifitly younger than women who did not
discuss gel use with a mean age of 34 compared to 36 years of age. Communication decreased
with age. By age group, 64% of 18 to 24 year olds, 62% of 25 to 34 year olds, 58% of 35 to 44
year olds and 54% of women 45daalder had discussed gel use with their partrigiscussion

wasless likely to occuamong women who lived in households that owned cattle.
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Table8-6: Multivariate model comparing women whaliscussed gelise with their partnerto

women who did notdiscusggel use at week 4

Adjusted
Odds Ratio Lower CI Upper CI P-value
Age(mean) 0.98 0.97 0.99 <0.01

Clinic of enrolment
KwaMsane| 1.00
Mtubatuba | 1.54 1.14 2.07 <0.01
Madwaleni| 1.32 0.97 1.80 0.07

Water Source
Insidehouse/yard | 1.00

Community surce | 1.01 0.76 1.36 0.93
Freeflowing | 0.70 0.48 1.03 0.07
Household ownership of cattle
No | 1.00
Yes| 0.72 0.55 0.95 0.02

Women who enrolled at Mtubatuba clinic wesggnificantly more likely to have discussed gel
use with their partner than women who enrolled at KwaMsane clinic. To explore possible
reasons for differences in clinic of enrolment, in a subsequent analysis | created a variable to
identify clinic specificcounsellors. In total 13 staff were responsible for gel adherence
counselling in the 3 clinics during this period of observation. In a subsequent model | created a
binary variable which compared the 3 main counsellors at KwaMsane clinic to the other 10
staff (not presented). When included in the model, there was no longer a difference between
women who discussed gel use with their partners depending on if they enrolled at Mtubatuba
(AOR:1.00 95% ClI: 064, 1.56) or Madwaleni (AOR0.81 95% ClI: 050, 1.32) compared to
KwaMsane. The women counselled by the main 3 counsellors at KwaMsane were significantly
less likely to have discuss#te gelwith their partners than women counselled by any of the
other 10 staff members (AOB.56 95%CI:0.36, 0.88).

In summary, older women, women enrolled at KwaMsane clinic and women who live in
households that own cattle were less likely to discuss gel use with their partners after 4 weeks

in the trial. However there were few other differences.

| repeated the analysis, i time comparing women who had talked to their partners about
the gel at any time in the 52 weeks of follow up. By the end of the trial 84% of the women in
this sample had discussed the gel with their partners. In the same multivariate model only
water sairce and cattle ownership were significant, with women who rely on free flowing

water (AOR: 0.56 95%: 0.340.93) and women who live in households that own cattle (AOR:
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0.67 95%CI: 0.470.94) being significantly less likely to have discussed gel with their partners.
Overall, demographic and soea@zonomic characteristics do not sufficiently predict who will or

will not discuss gel use with their partner.

8.4 Results t qualitative analysisof community FGDs

In this section kxplore sociccultural norms about sexual communication and expectations
relating to communication about microbicide gels from the communities perspective. | also
outline specific relationship issues that the community BE@&Dggest couldexacerbate
challenges in discussing microbicides and attitudes towards the use of microbicides without a
% E3v E[ IVIAo P X

8.4.1 Sexual ommunication

All respondents in the community FGDs hadhared understanding of theaditional norms

regarding sexual communication. Within thiaditional context, women were not supposddo

talk about sex, initiate sex, or even refuse to have sex with their parBeraching these

norms was considered a sign of infidelity on the assumption that the womast have

Zo EvsS[ S} S ol }us }E ]Jv]s] S « £ (E}lu Vv}SZ & uvU }E upes

in order to refuse sex with her partner.

It was often stated that men were the ones who proposed marriage to women and paid the
bride wealth, and cosequently were the ones who should makeather decisions regarding

the relationship. In Zulu, bride wealth is calletdola Lobolatraditionally involves the transfer

of cows(usually around 11)}(E}lu §Z PE}}u[e ( u]lJoC S8} Slhe préee pf ( u]Jo C
lobolais still common place,ltaough nowadayspaymentsare more likely to be based on the
equivalent cash value dhe agreed number ofows.On payment ofobola traditionally the

new wife moves from her own family homestead to that of her husbfen ( uJoCX /v §Z &'
lu E *%}v vse E ( EE 5} u vie ]o]SC 8§} & SuEv Al( &
refund oflobolaif hiswife Zu]e Z A [ AZ] Z ubfagkeofculturaltraditions. This

u vie A] A Joou*3E 3 « 3Z rsiohof the®ogiGeuliurahrole of women and men:

Alv JUE pOSHE $Z Alu v }v[§ Z A E]PZ3 8} § o0 8Z u
are the ones who palobolaand bring a woman to his house. According to the bible

the man is the first God for the waam, it says that the woman would be under the

U vie Epo X dZ & ]J» AZC Aluv O0A Ce Zpu o 3Z ues 0A « pv
u §} Epo }A Eohijnunity FSB8year old man

However, there was a palpable schism in opinion about how these traditional norms informed

contemporary sexual communicatioApproximately half the respondentslieved that these
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traditional norms still dominated community expectations. Tdteer half believed that the
advent of HIV had changed norms regarding sexual communication. The differences were
predominately gendered and generational, with most women and younger men believing that
communicational norms in relationships had changed or were ahgngdoweverjt was not
uncommon for young men to differ in opinion between the domination of old or

contemporary norms as this dialogue from a male community FGD demonstrates:

Interviewer: ~d} C}uE Iv}Ao P ]« 13 }uu}v 8Z 8 uv v Aluv
E o S]}veZ]% S ol }usS « AM_

Participant8: ~/§ ]¢ v}S }uu}v Ke ulionst@thew Jwomen. You find

thatawoman vv}$ § ol ipe3 vCACAMUNIBAFGD 22 year old man

Participant5: ~/ A}po o]l 8} }% %} $Z]e tiap@emanEwimeho v3 06
cannot talk about sex. | believe that most people here in the community have learnt
about sexually transmitted infections. It cannot happen that people in a relationship

}v[s § ol Jus 8Z ¢ SZ]vPeY ligvsWare theke hthéolden days
whenamv Z Uu}E %}A E §Z v A}u FGD-20} yeap olfismgan
(emphasis added)

Nonetheless, it was widely acknowledged that the abitifywomen to discus, initiate or
refuse sexlargely depended on the attitudes of the men ihet relationship. There was a
continuum from women being completely prohibited from talking about sex to women being
seen as equal in communicatioffthe social expectation still appeared to revert to the
ZSE ]8]}v o[ v uv AZ} }vs]vio]}eddntiénenl]ih th&fuo® above, were

rarely challenged by familial, community or religious structures.

There were risks involved for women who discussed sex. For merely initiating communication
about sex, women talked about the risk abandonment, nstrust, financial marginalisation,

verbal conflict or even physical abuse:

NS 1 1((] nos e uv ul]Pzs § A}uv ~(}JE & ol]vP
discussion was started by | u pHe u v E ]v(Commaukifyd-GD, 31 year
old woman).

JVA Ee+ 0C §Z]e u V[* A %0 V 3]}V JOOU*SE § « §Z %}35 v3] o (}E

communicationeven within this context of gendered expectations
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A~t}u ve Z A E]PZ§ &} § | Je]}ve Ips 8Z ]J& o]( X /( A
loveis <p 0X /& } ov[3 A}YEI §Z 5/ u $Z }v AZ} % E}%e}e * :
§Z 8§ A & ]JvolAU o0038Z3 A E }]vP upues }u 8} v
Ju%}ES v 8} E *% & Z }3Z EX /v o}A A upes TR
aside, accordig to loveeveryone is allowed to do what he she wants with his oher

0] ((Community FGD, 45 year old man

8.4.2 Communication aboutnicrobicides

03Z}uPZ 3Z &' % ES] % vie A E *%o0]5 }us A}u v[e Jo0]3C
sex, 8l of them agreed that from aZulu culturalperspective, women shouldot use a
microbicide before discussg it with their partners. However, there were different
expectations about the form that thediscussionshould take which inferred different

expectations regarding the decision making process and the role of the male partner.

The main Zulu words used in this context wera’ume cela, xoxatshelaand azisa Imvume
mears germissionff X dZ]e A ¢ pe A]3Z]V wanen pskingmien}for permission to
use the gel with men being the ultimate decision makers about whether or not women could

use gel.

The wordcelau ve 8} Z «I[X ,¢dlacdk ulEdglaare used to describe the first step in
the lobolanegotiationswhv §Z P&E}}u[e v P}S] S} dsicele$E0FZISVP % E] [ |
the bride. As suchgela v e %UE 0C 8} Z «I[ }E Al3Z]v 8z }vs /
negotiation. In this context it is distinct fronmvume, inferring a process of negotiation

between the couple before the use of gel.

The wordxoxarefers totalking ortelling someone about somethilg o<} pe AZ v Z§ oo0]\
*3}EC[ }E ZPJ]A]JvP v }dshelaldettu SZ)vd ZS oo }E v EE §
account of somethingTsheh was the most frequently used ternfAgain like celg xoxaand

tshelahad aninference ofnegotiationin the process o$eeking agreement.

The final word, aisg means to inform, although therare two differentuses of this word.

Some women usedzisawhen describing the range of strategies that they employed to
ZIV(}Eu[ u v }( 8Z]vPe Jv }JE & 38} }VA]v §Z u 8} PE X /v §
negotiated discussion that was described by the wardl, xoxaand tshela These words

were usedwithin the context of women and men negotiating the use of gel. In some
descriptions this was a process of shared decisiaking. In other descriptions it was the
woman trying to convince the man to allow her to use it. Either way, these descriptions were

all premised on the assumption that gel could only be used if the male agreed to its use.
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However, a few mainly younger women useither tshelaor azisain terms of literallytelling
or informing the partner without any expectation of a negotiation ary requirement for

permission or consenas this quotdrom a married womanilustrates:

AN §Z] vl /disqusgngiphumeleobala t speak out or pronounce) so théte will
know that | am using this thindggel) This is my life not his life, 1 can tell
(ngingantshelg him that there is something that | am using like this and this, | am
protecting myself from the diseases because you are not faithid, not know the
places you go, you cannot trust a person these days. | camggfitéhele him that |
amusing this thing fathetusbands A]3Z uC o]( U 3§ Z(Canhfunity RGP, 44

year old womaph

In these rarer examples, women were viewed as the ultimate decision makers about whether

or not to use gel.

8.4.3 Use ofmicrobicides without gpartnersknowledge

Although everyone agreed that ideally male partners should know about the gel before it is
used, a minority of the respondentlought that women could bgustified inusing the gel
AlS8Z}us 8Z u o % ES3Sv EdmelcirpAnostaRces] Orexamplewas if a woman

had experience of her partner refusingpecificrequests previously. In these circumstances

some women believed that women should use the gel without tetlaiy partner.

You do not do something without asking a person, you kgour partner. You firstly
ask him that can | use this or can we use this. If you see that he is not allowing it, you

just keep quiet and continue using it secretfgommunity FGD, 41 year old wonjan

Even a fewyounger men agreed that in somercumstanes use without a % E&Sv E-«|
knowledge wa justified.Some examples were if a male partner was HIV positive, had other
partners, refused to use condoms, or was frequently drunk, thereby unreliable in terms of
condom use. The sense in these examples wasitmaales failed to be what was traditionally
considered a good and reliable husband, then his partner had the right to breach traditional

norms in response to his failings as a husband or partner.

In these circumstances, the respondents commented th#tdfwoman was caught using the
gel secretly,then she would have to telier partner the truth. However, they all agreed that

this could lead to accusations of infidelity and would cause conflict in the relationship.
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8.4.4 Relationship issues

Communicating abdusex was described as always being difficult or embarrassing. Sexual
communication was viewed as more challenging in some relationships than others. The main
issue was in marriage. This returns to the issudobbla If a woman was married, it was
perceved that she was more under the control of her husband than in she was unmaased

this quote demonstrates:

N(A O E Vvisu EE] Z uped IVIA 3§37 § Z vv}s § | 1°]
am not married to him. He can only take decisions for me imemarried. Whatever

you say | must then do it because | am maryimat if we are not married we will have

§} $ ol v A AlJoo Z A 3} IVIA 8Z 3§ /mupity FsSm Pl ysalold ~ }u

womar).

Similarly,somemen thought that it was more difficuto talk about sex with their wives than

with a casual partner as this man explains:
Interviewer: tZ C  hwpu talk (about sex) to them (wives)?

Participant: We see it ashlazo(shameful) to talk to wives, it is better with someone |

won't see most of the time (casual partnefCommunity FGD, older man).

Communication wasalsodeemed to be more difficult depending on the age of the woman
especially ifshe was a lot younger tinaher partner, and educational status of the woman
especially if her partnewas less educated than hem both of these circumstances it was
assumed that the man may feel threatened if the woman tried to make suggestions about sex

and may consequentlyebfirmer in his response.

The overwhelming sentiment from the FGDs, among women and men, young and old, was that
in contemporary KwaZulatal, both women and men must break with tradition and talk

about sex in response to the HIV epidemic, asyhimgwomen explains:

There should be no secrets. We must help each otbéimow each other very well. .

/8[+ v}3 o]l 8Z }oow Z]Q¥Zd3 §Z & [+ *}u $Z]vP / Z A (}pv
using it to protect ourselves because-ane wants to dieeverybaly wants to liveno-

one wants to be HIV positivary to talk maybe he will end up understandinD} v [ S

be shy to talk and be together in lif€CommunityFGD 24 year old woman
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8.5 Resultst qualitative analysis of trial IDIs

In this section kxploretrial % &3] 1% v3[e A] A }us « £Apu o Juupv] 3]}y
reasons for talking about the gel, strategies used, different decision making roles, and the
timing of the discussions. | alsxaminewhy and how some women used the gel without

discussingt with their partners.

8.5.1 Talking about sex

dZ A <3 ui}E]SC }( 8E] 0/ / % ES] ]% vS[* $Z}uPZs §Z & A}u
that this was changing as a result of HIV. In addition there was a tension between different
expectations regardinghe role of women as both submissive and independent. These
contradictory expectations appeared to be informed by traditionalist images of women

} C]JvP 8Z & Zpe v +U Vv v 38]}vo]*3 JuP « }(]Jv % v v3 A}u
empowerment and promoteA}u v[e E]JPZEeX dZ ¢ § ve]}ve A E }(8 Vv *pn &
when women talked about needing to ask their partners if they could use the gel, while

asserting at the same time that it was their right to use gel.

There were a number of examples where wanaearly drew on particular scripts of expected
behaviour depending on what they wanted to ddor example if they did want to tell their
partner about the gel they may claim that culturally they were supposed to talk about sex;
alternatively if they didnot want to tell their partners about the gel they may claim that
culturally they were not supposed to talk about sex. Women at times used these scripts of
expected behaviour interchangeably, assigning different priorities to often competing

expectationsof behaviour depending on the topic.

8.5.2 Talking about microbicides

More than three quarters of participants believed that women should discuss gel use with
their partners before using it. However, this apparently simplistic statement that the gel
should be dscussed with the partnewas not without its contradictionst as this quote

illustrates:

M is important to tell(lumtsheld your partner about the things that you dmut only if
you know that your partner will agree with you (Trial IDI, 38 year old woman

(emphasis added)

There were numerous examples of women stating that talking about sex, and the gel, with a
husband was more difficult than with an unmarried partner, and that talking to partners a lot

older was especially difficult, although the issde=ducational differences was not raised as a
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barrier to sexual communication by the trial participants. However, when referring to the gel
UuvGC A}u v[e E %}ES-. UulvesSE § §Z2 8§ 82 C (0S8 82 C Z {
negotiations given that they were ¢hones with the information about the trial. On the
contrary, a few women explicitly said that this made it more difficult for them, as their

% ESv Ee« ] V}S§ %S ]JvP zZ8}o [ v A Jv(}Eu 3]}v C 3Z Alu
emerged in the IDIs vgathe perception that it would be especially difficult to use the gels

without talking to the partner if the couple were living together.

Of the 79 women interviewed at week 4, 56 had talked to their partners about the gel. There
were different reasons fottalking about the gel, different ways of talking about it, and

discussions took place at different times in the process of introducing gel into the relationship.
Reasons for talking about the gel
Women offered two main reasons for discussing the gel thidir partners:

The first reason was merely that the couple discussed sex and the women felt that as the gel
would be present during sex the men should be aware of it. As stated previously in this thesis,
the majority of the women interviewed were in Ignterm stable relationships. Many of the

women described these as loving relationships in which they trusted each other and did not

have secrets from each other, as statedthig woman:

At v S Z] §Z]vPe (E}u Z }sZ €U Zz ofsdm rhee W& Z] \
usually die pee SZJvPe (}E (FliaiFDIS 22 year old woman

However, it was noteworthy that some of the women who said they talked about the gel as
part of general sexual communicatiphad not discussed their use of hormonal gaeeptives
with their partners. The fact that they did not know if the partners would be able to feel the

gel appeared to influence their decision to discuss it.

Thesecondreason, which often overlapped with the first reason, was in order to avoid conflic

if the partner found out about the gel. Womv pep o00C e (E] §Z]e <« A}] JvP .
with their partners. The concerns expressed included if the partner noticed the gel during sex,

or found the applicators, or heard about the gel and suspectegdmither was using it, or if he

had penile problems, or even if the gel was found to have safety concerns. Women were also
concerned that if their partner fela differenceduring sex they may assume they were having

sex with someone els@herewere alsoa concernghat if their partners suspected they were

inserting something vaginally but did not know what, then they may think that it was some
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form of love medicine or other intravaginal insertidrwhich could lead to misunderstandings

or conflict.
Discissing the gel

All of the words listed as forms of sexual communication in the FGDs were used by women in
the IDIs. By far the most frequently used term wvisisela t to tell, narrate or give an account

of the gel. In addition to this term, woman sometimesed the wordchazameaning to

explain. The use of this word is understandable in the IDIs as women were describing how
§Z C Z E%o Jv [ 8Z P o Al3Z]v $Z Ihwam&gerinissiah)celajask) o 3 E]
and azisa(inform) were used very rarely, anaxa(tell) was only used occasionally when the

women described how they introduced the topic of the gel to their partners.

The discussions described by the women can be categorised into 4 main groups: 1) the couple
being jointly informed about the gel and deciding together to use it, 2) the women deciding to

pe 8Z P oU v §Z % ESv E %S]vP ]85 AZ v §}o }us JsU I
the study or gel but based on the receipt of only partial informafimm the women and 4)

discussions or negotiations between the coupldistusseach of these 4 categories below.

Jointly informedin a few cases, the male partner heard about the gel and took information
back home to the female partner and they jointlgcided to join the study. In a few other
cases, couples were together at community events or health clinics when they first heard
about the study. They subsequently talked about the gel and jointly decided for the woman to

join the study, as in the quotieelow:

N AezZ & §38Z o]v] Az v §Z o]v] % ((u §Z § olU
v Z o]l J8U Azv A EE]A Z}u Z <1 [ v i}]v ([
%0 E} dTual IDI, 34 year old woman

Told and acceptedn some cases, whefirst told about the gel, the partners accepted the

Alu v J*1}v 8} i}]v 8Z «8p CU o Jv §Z]e W

A V}EuU 00C 3 00* u 3Z 38 Z '} ev[5 Av3 u 3} @Qe#BEBoo |V
mine; he is not part of itd ] viidve a problem, he just said A}v[3 tobd, E
15 Aloo }vobaby[ (Tridl IDI, 43 year old womjan

Accepted on partial informatiorNot surprisingly, almost all women introduced the gel to their
partners within the context of the broader befits of the study in terms of regular HIV

counselling and testing, STI testing and treatment, and cervical cancer screening. However, in a
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minority of cases women took this to the extreme and told their partners they had joined a
research study but did ndell them anything about the gel. Other women told their partners

that they were using a vaginal gel, although they did not tell them the true purpose of the gel.
Instead the gels were described as preventing other sexually transmitted infections, as

treatment for vaginal problems, or even, as in the example below, to prevent cervical cancer:

4 told my partner that | went to the clinic to d@ cancer checkip Y Ktold him that
they said we must use this gel to be protected because it might happen theatd
cancer and it worj $ EJPZS (JE pe/3}A[A & BYKC %ihagdlis E AZ 3
really for but | did mention that even if you have a virus this gel might protect you but |
U%Z *]1 §Z v E pe / ] Vv[§ A vs Zngthe gei%ylu (E}
% ESVv E A +v[§ P}JvP 8} PE U Z ]+ &C%] (Triadpu Z A
32 year old womah

dZ]e @ (E v 8} ]JvP Z53C%] o epofaftodmen@hdholl tEditiGngle 3}
opinions abougender relations.

Again this woman explained she was using a gel, but gave no other details:

4 did not tell him that | will use the gel eveigne. | just told him that | got the gel that
/ u pe]vPU « 8} ZYA v AZ v ]38 ] }voC u AZ} IVIAeX | }Vv]
afraid that if he experiences some problems he will blame them on me because | use

the gel_(Trial IDI, 42 year old womgan

It appeared that by providing partial information, women felt that they could claim they had

tried to explain the gel if their partners subsequently challenged them abouthié main

reason for only providing partial information appeared to be to avoid hatondiscuss HIV.

Many of these attempts to distance the gel from a conversation about HIV were tied up with
Jee »« }J( SEpueS v (] 0]83CX dZ]e Alu v[e =« E]%S3]}v }( v ]JvP %
§Z A § E[U @ngoingshallgnges to disessing HIV directly:

A D @artner asked what the gelare for. | told him that Y there are diseases that
cannot be cured. @ne of those diseases are found in water and go up with the veins
and we are not safe with thaBven if you are not sleeping arounditowe as women

we are wealagainstdiseases (Trial IDI, 48 year old woman

This contrasted to examples from a small portion of women who used the availability of a
microbicide gel, as the only potential HIV prevention option available to them, in cvdgren

communication about trust, infidelity and HIV, as this quote illustrates:
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N Yv[S SEUS JUE % ESV E- He 8Z C s C Az & sz C
what they are doing, that is why we use the §eY Y1 XeK him that | am using the gel
because/ }Vv[8 SEu3 CluU A v ]( Clu_¢T@al D}u19 yedrsoldz §

womar).

Discussion or negotiationIn the majority of cases, women described how they relayed the
information that they had been given about the study and the gel, to their oarinprs.

When these women talked to their partners about the gel for the first time there were
extended periods of guestions, discussions and negotiations. In some instances women gave
the male partners the study information sheet to read before discustsiagyel. Interestingly,

very few male partners ever visited the clinic to get additional information about the study,

thereby relying purely on information from their partners.

The strategies employed by women to discuss the gel with their partasgdy depended on
the decisioamaking roles in the relationships. This varied dramatically and appeared to

depend on the character of the male partner and the dynamics of the relationship.

In some examples, it was clear that the ultimate decision of whetremot to use the gel
rested with the male partner. In these cases woman described how they had to convince,

cajoleand plead with their partners in order to use the gel:

A [y partner refused at the beginningkept on begging hirand he allowed men the
end _(Trial IDI, 32 year old woman

In the vast majority of cases the decision making was based on a process of negotiation with

the aim of meeting a joint agreement:

At e Hee v PGE §Z 8 A eZ}pyo pe 3Z P 0oeX /8§ A
livingtogether and | decided to inform him that | am using the gels because he will be
CUHE% E] J( Z (]Jv * }uS 8Z S/ u pe]vP SZ(ThaldDI, 225 Z

year old woman

In some cases, the decision making process wagoarg and involveatontinuous dialogue

between the couple, as this quote demonstrates:

A e first time that | heard from my friends about the study, | sat down with him,
talked to him about it, and then he allowed me. Even by the time | came back from the
clinic, | aswvell sat down and informed him about what babeen said. | also told him

about the gel that there is a preventative thing that they have also given us at the
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clinic which is in aofm of a gel and he asked how ithsing used. | then told him. He
then said, carh please demonstrate for him how is ieing done, | then did as taugtit,

demonstrated for him (Trial IDI, 29 year old womgan

There were other cases where men only provided werbal cues. For example some women

talked about the fact that their malpartner walked away during the conversation, in which

case the woman would assume he was not particularly happy about the gel but was not going

S} }i 8§ 8} Z E pue]JvP 18X /v }SZ E e eU AJuv E u vie *Jo v

acceptance of thed:

N(UuC % ESv E ] Vv[s o]l 8Z P o Z A}lpo @riAlIDf 26 o0}3 }

year old womaph

Nonetheless, in these examples the decision still appeared to rest with the male even if his

decision making was neverbal.

Less than a quarter alie women viewed the decision to use the gel as theirs alone. However,
some were willing to state this independence of decision making even when faced with

culturally loaded questions, as the exchange below shows;
Interviewer: ~ oes your partner allowuyakuvumelg you to insert gel?

Participant % insert gel on my own, not because my partner alloarsgiyumelgd me

to insert_(Trial IDI, 40 year old woman
Timing

The majority of the women who discussed the gel with their partners did so afteref@sting

about the trial at a screening visit, but before enrolling in the trial. However about a fifth of
women who discussed gel use with partners did so after enrolling in the trial. In some of these
circumstances it appeared that women only wanted tategzninto negotiations with their

partners after deciding for themselves whether they wanted to join the study and use the gel.

About a sixth of women initially used the gel without discussing it with their partners at all.
Interesting, half of them describ Z}A 5Z C A & Z pPZ3[ pe]vP 8Z P o ]3Z
finding the gel applicators or noticing a difference during sex. However, the other half
described how, after using the gel, they told their partners about it only when asked. One
woman had leftgel applicators visible in the bathroom, and when her partner saw them he

asked her what they were. Although she said that she had not purposefully intended for him to
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find them, it did appear that a few women left study related items in sight as andagton

into a conversation about the gel.

03Z}uPZ 8Z u i}E]3C }( Alu v 8}0 3Z |E % ESv E[* $Z § §Z C
to its use every time they had sex. There were three main categories of how gel insertion was
managed before sex: 1hé¢ majority of women inserted the gel discretely before sex without
telling the partner; 2) a smaller group of women overtly told the partner they were going to
Jve &3 3Z P 0 AZ Vv % se]}ve A E E}pue X dZ + Aluv E%E e«
wait for them to insert as an act of support. Only a very few women actually inserted the gel
in-front of their partners and only one woman talked about her partner inserting the gel for
her; and 3) a small group of women described how their male partnetddaremind them to

insert the gel as a hint for sex, as this quote shows:

 he wants sex he just ssygel or, A & §] (tidkify[refers to ticking the coital
diary), | know that it is time for sex, so he is happy about the diary and he has also

foundthe easy way to ask for sefTrial IDI, 34 year old woman

In this way, women described the gel as encouraging communication about sex, which often

opened up opportunities for other discussions, for example about condom use.
D v[e Ki S§]}ve

tju v A E v}3 «Ce5 u 3] 00C I ]J(8Z C A}po pue 3Z P o E P
response. However, of the womerho discussed the gel with their partnerapproximatelya
tenth spontaneously reportethey would not have used the gel if theirnr@ers had objected

as these quotes demonstrate

N(Z ]1v[8 00}A u SYERZBP o3u C o]v] » /miqufeton[s Z A
the gel_(Trial IDI, 48 year old woman

Al AYpo v[E Z A }u | ~1( Z @& (pe X [/ A}pomyselfA }u
(from the trial)_(Trial IDI, 48 year old woman

An equal number spontaneolysreported that if their partners had objected to the gel after

discussing it with them, then they would have used it anyway, as these quotes demonstrate:

He refused inthe beginningthe gel) | said that he did not want to use condeand |
would be using the gel even if he would not allow me to uséTitial IDI, 28 year old

woman).
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4 think that it is good fomento know and ifthey refuse,a woman has the right to

take her own decision about her lif¢Trial IDI, 46 year old woman

(A AYuv ] 3}v3lvu 8} ue 8Z P o+ E 30C *%]S 3Z |E % E

example:

A"DC % @d wotkllow me to use the gdlecause he said that his emploger
Ale ZJu }us ,/sl / ~Y «} Z AJoo v}§ ddnroKwantmé¢to3Z § Z
use the gelf | had sex wih him, but | used the gelecretly in the dining room where

used to go to insert the gelv u | §} «@riditDl, 38 year old waan).

Throughout the IDIs, there was a sense that the whole discussion hinged on the woman being
able to guess her partners response sufficiently enough to find the right words and use the
right strategy, at the right time. A lot of the expectations weased on how well the woman

knew her partner as this woman explained:

A person knows her partneand how a male partner reacts if he is told something

(Trial IDI, 28 year old woman

However, there was adlinite sense that women succeeded in negotiatthgir own use of

microbicide gels where they failed in negotiatiSgZ u o <[ poenddrs.

8.5.3 Usingmicrobicidegel without prior discussion

After 4 weeks in the trial, 23 women had not discussed their usaiofobicidegel with their

partner. When taljv P Jus pe]vP ]85 A]3Z}us 8Z JE % ESv E[e IV}IA
referred to using it secrethyfifilo) or hiding it fila) and described how it was only theirs as in

§Z o (E] %dd&phelajuykvdazi kwanjiuU u]jv  o}v X

Four main reasons for using tigel without telling the partner emerged from the data:

Firstly, most of the women still thought it was preferable to discuss gel with their partner and

hoped to do so some time in the future but had not yet found the right time.

Secondly, some of the waen did not think that it was important to discuss the gel with their

partners and had no intention of doing so:

Interviewer: ‘Do you think that women should inform their partrgeabout things they

are doingM *
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Participant: ‘No, it is not importanty f ou are a woman there are thinggur male
partner should know and there are things he is not supposed to kr{@wal IDI, 19

year old womapn

Thirdly, half a dozen women explained that they had not discussed the gel with their partners
because they werafraid that their partners would take their use of gel as a sign of mistrust
and respond violently towards them. Women talked about their partners being aggressive, or

of being afraid or scared of their partners:

Ao Y ev[8 IVIA  }us §Z P avart hirh to} krigiv because he is jealous
andif he findsout he will beat me. | capjusttalk /[u (& ] }(Triallbl, 21 year

old woman.

The risk of physical violence was a real threat for some women. As previously reported (in
chapter 6), one wonan, who had agreement from her partner to use the gel, was
subsequentlyforced to stop using the gel due to her partnghysically assaulting her after

hearing rumours in a bar that women were using the gel to hide infidelity.

Fourthly, some women did nawvant to risk talking to their partners about the gel ey
assumed that they would object to the gel. Thmung A}u v[e <u}3 JoOp*3E § « 3§Z 3
living in her partneg house (not being married or babitating) she felt she had more ability

to dedde about the gel:

4 think he will have a problem, maybe say | should stop the gel so | thought it is better
to continue and hide it from him. He cannot control me because it is my h¢nmal

IDI, 29 year old woman

Some women had experienced pridojections when they had talked to partners about male

condoms, female condoms or even the use of a placebo geéirdlly microbicide pilot study.

Nl Euu ESZ }SZE CAZv/S} (uo }viIiue v %p3 ]
hide my things and Ialnot know how he found them and then he asked me what are

those things and | informed him that it was female condoms and then he asked that

why should | take them and | explained that | should protect myself because he refuse

to use condoms. He took the}jos Jue v SZE A 3Z u ]\(TEaZIDK Royedr

old woman).

A"u }( 8Z ¢ /E u%o o Al3Z 3Z P oU UJEE}E A}lu v[e E% E]

without their partners knowledge, for example:
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Interviewer: ‘Does your partner know that you usentraception?_

Participant % told him before but he complained and | decided to keep it a secret

from him now_(Trial IDI, 36 year old woman

Most of the women who were still using gel without their partners knowledge at this point
were concerned ircase their partners found out about the gel before they had chance to
discuss it. However, a few had decided that it was a risk they were willing to take, as this

woman explains:

Participantw "~/ SE] §} $§ 00 Z]Ju 0 8§ C & ~%o]ause itBalpsCe s
u v [/ o]l 18/ }v8lvp YY t e+ Aluv «Z}po vVv}§ ] }UCE
stop from participating in things that will help us in future. We should stand up for
JUE* 0A o ¢} 37 § A v § 1 E }( }uE-* oA o _

Interviewer WVhatwill C}p } J( Z2 (]Jv * }usSM_

ParticipantW ~/ AJoo § oo Z]Ju 3Z 8 / §}o C)rialuDI,@9eaiold}3 o]-

woman).

Using the gel without the knowledge of a stable partner was not viewed as the ideal, but
importantly was viewed as possible innse circumstances and was achieved by the majority
of women who did not discuss the gel with their partners. Although only a few women in the
IDIs had secondary casual partners, in the main they had not talked to their casual partners
about the gel. Theravas no suggestion in the qualitative data that women who did not use

}v Jue A E u}E o]l 0C 8} pue 3Z P o Al3Z}us 3Z ]E % ESv E|[-

8.6 Discussion

In this chapter, | set out texplorethe process of communication that takes place between
couples egarding microbicides in KwaZtMatal. Using quantitative data estimated the
proportion ofwomenwho talked to their partners aboutising themicrobicideand compared

those who did talk to their partner with those who did natsing qualitative datadxamined
community perceptionsregarding sexual communicatign discussing microbicides, using

ul] €} 11 « Al3Z}us % ESv E[* IVIAo P U v 3Z Ju% 3 }(
communication. Finally, | explored how women in the trial communicated With % E&S3Sv E[-

about the microbicide gel.

By drawing on both the quantitative and qualitative data, | found teapectations of
communication about microbicides are informed by traditional gender norms as well as
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u} E&v ] « }( A}u v[e E]PZ3MXprefer to use microbicides with their
% E3v E[+ IVIAo P v S§Z -making reSpons|Biligyvwithin a relationship
appears to determine the way in which microbicides are discusgedin&in strengtiof these
analysess that the qualitative findings allow the quantitative findings to be interpreted within

the socioecultural context of sexual communicationarruralpart of KwaZuleNatal.

8.6.1 Cultural normsrelating to sexual communication
The qualitative data clearly demonstrated that womand men have a shared understanding
that traditionally women were not supposed to talk about sex. This description of the

traditional perspective of sexual communication is supported by previous ethnographic

evidence from KwaZulNatal (Berglund, 197p However, it was also clear that these

traditional norms were being replaced by modern ideas that allowed women to talk about sex.

This is consistent with findings from the formative microbicide feasibility study in this area

Ndinda, 200y as well as evidence from other parts of KwaZnatal [Susser, 20QfHunter,

201Q. These types of tensions between traditional and modern norms regarding gender and

sexualiy have been documented previously in many parts ofSabharan Afric§Cole, 200}

The quditative data suggests that the changing perspectives are in response to two issues:
(]J&+SU §Z u Pv]Sp }( 82 ,/s %] u] v e« }v 8§Z v §]}v o
and gender equality. This is not surprising given that $South African Conigtition of 1996

contains the Bill of Rightghichhinges South African politics on the principles of human rights.

]o

dZ & *%}ve S8} SZ ,/s %] u] Z - v (E u A]§Z]v 8Z]e }v§

the right to confidentiality in testing, theight to choose ABC prevention, and the right to

antiretroviral treatment{Susser, 20091t is evident from the FGDs and IDIs that the national

%}0]8] o0 EZ S}YE] }( Zpu v E]PZS« v A}u v[e E]JPZSe ]+ Jv(Oop

regarding sexual communicatiam this rural part of South Africa. The fact that over half of the
communty members in the FGDs believed that women could and should initiate discussions

about sex provides a good platform for the introduction of microbicides.

8.6.2 Discussingnicrobicides

It was resoundingly clear from the focus group discussions that community members thought
Alu v «Z}po 3 ol 8} 8Z JE % ESv E[* }Ius u]l] &Y 1] - (}&E
SE] 0 %o ESE] % vie PE 5Z 315 A+ %E ( Eusd 3@ EAYuov %o
use of microbicides. These findings were supported by the quantitative data which showed
that the majority of women discussed microbicides with their partneks.the week 4
interview, 60% of women said they had discussed using the biade with their partner, by

the end of the trial (week 52) this had risen to 84%he qualitative IDI data suggest that,
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so because they thought their partner widunot agree to their use of microbicides. Based on
this qualitative finding, it appears reasonable to conclude from the quantitative data that the
women who had not discussed the gel with their partheafter 4 weeks of using were

women who felt leasable to negotiate its use with their partners.

Older women were less likely to discuss microbicides with their partners than younger women.
This may be explained by ideas that were expressed in the qualitative data; firstly that
traditional views regardig women not being able to talk about sex still prevail and secondly

§Z & ] pee]vP o« /£ Je u}E ]J((] pos 3SA v u EE] }Uu% 0 X /8§
ability to discuss microbicides was limited by these factors more than younger women,
although yet again my inability to control for marital status in the quantitative analysis is a
limitation. Although there is no comparable evidence from microbicide trials, a study in South

Africa and Zimbabwe found that older women were less likely to disthessuse of a

diaphragm with their partners than younger womé8ahinHodoglugil, 201?1 This finding

highights that older women may be less able to discuss microbicides with their partners and
§Z & (}& 5§z ]o]SC S} pe ul] ®} 11 A15Z}ps % ESv E]|

important to older women than to younger women.

In the quantitative data, women whlived in households that relied on free flowing water and
owned cattle were less likely to discuss microbicides with their partners. The significance of

water source diminished in the multivariate model at week 4 but remained at week 52. As

described inchapter 4 sectiofd.5.1 these variables were included in this analysis as socio

economic determinants. However, in addition to indicating household wealth, thagables
may also indicate traditional status. Cattle are the most important symbol of status in Zulu
culture, and as illustrated in the qualitative data, are the basis of marital arrangements. While

the use of free flowing water is usually an indicatbfawer socieeconomic status, in this area

it also suggests that the household is particularly renfMehwava, 200). On the basis of the

discussions about traditional vers modern views about communication, | suggest that cattle
ownership awd the use of free flowing water, in this analysis, are signs of more traditional

households in which it is more difficult for women to talk about microbicides.

It is of particular note that discussing the gel prior to use does not appebe tassociate
with the consistency of microbicide use in this analysis. This is counter to the assumption that

using the gel without a partners knowledge may hinder adherence, and therefore this should

be monitored in future trialgMontgomery, 2008 Montgomery, 2011 Also of note is that
using the gel withod % ES3v E[* IvIAo P A « v}3 erccondord useep3Z o} A
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was foundin the diaphragm tria[SahinHodoglugil, 200p The difference in findings may be

explainedby the fact that in this quantitative analysis | measured the consistency of condom

usein the last week or 4 weeksAZ E + Jv §Z ] % ZE Pu SE] o0 3Z C u suc
}JV JueX C u epE]VP }v Ju pe ¢ Z A E pe [ 3Z %m0 v A

and not representative of consistent us&és suchmy finding runs counter téhe assumption

§Z 3 u]l] @Y 1] He A]JSZIus %o cdukhivbeddf paittichiarousé’to women who

are unable to use condomsHowever it also suggests that womeare able to discuss

microbicides with their partnergegardless of their ability to negotiate condom u3dis is an

important advantage for women in stable relationships.

The qualitative findings also suggest that it would be more difficult for womens®e

ul] &} 11 « Als8Z}us % ESv E[+ IvVIAo P ]( 83Z C A E o]A]vl
differences in the proportion of women who discussed microbicides with their partners based
on their relationship to the head of the household, although | was ralé do control for
cohabitation with a partner in the quantitative analysis. Not cohabitating has been shown to

e} 18 A]S8Z pe]vP ] %ZE& Pu A]§Z}p§ahir%ﬂodﬁg§ugilﬂ2(p9r.lv}Ao F

The qualitative data also raised tip®ssibility that age and educational differences between

Ju%o0 ¢« u C (( 8 A}u v[e Jo]8C 8} ]e pee u] E} 1] U us A]S.
}( 8Z u o % ESv E[ / A+ v}E 0 8} § 8 8Z ¢ ZC%}SZ » oX

consideed when masuring communicatioabout microbicides in the future.

The main limitation of this studg that discussions about enrolling in the clinical trial and using

a microbicide gel are merged into one conversation. It was impossible to separate these
conversatbns as for women they were one in the same. The reasons for discussing
microbicides wherthey are known to prevent HIV acquisition and anailablein the public
health sectorare likelyto be slightly different to the reasons for discussing microbicidahe
context of a clinical trial. Nonetheless, these findings provide important insight into some of

the challenges that women face when discussing microbicides.

8.6.3 Not discussingmicrobicides

As shown ifirable8-2| only 9 microbicide trials have reported the proportion of women who
Z A Je pee u] &} 1] + Al3Z MZny @& the plEeEeusEiudies have been

conducted with commercial sex wars, most have very short follow up periods, and some

AE }vps JviEZ iddi[ %}ee] oC u IJvP 3Z JE (]Jv JvPes 0 ¢ E
is difficult to compare the level of communication that took place in this trial with other
studies. Thedvel of communication in the MDP trial after 4 weeks in the study (60%) is lower

than the level reported in other trials with short follow up periods with women not involved in
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commercial sex work in other African countries-g286)(Hira, 19911Coggins, 1%?. Similarly

the level of communication in the MDP trial after 52 weeks in the study (84%) is lowethina

level reported in the Carraguaitrial with a similar follow up period with women not involved

with sexwork in South Africa (98%Altini, 201Q. While acknowledginghe limitations of

comparing the datathe proportion of women who discussedicrobicides with their partney
in the MDP trial is lower than what hégen observed previously among women not involved

with sex work.

When interpreting these findings there are two issues to consider. Firstly, the qualitative and
gquantitative data both suggest that women in the MDP trial who used the gel without their
partn E[* Iv}IAo P A & 38Z }v e AZ} (08 0o *3 o0 &} ] pee u

partners. This is likely to explain the lower level of communication that was reported in this

MDP analysis compared to the Carraguard tfialtini, 201Q. The Carraguard trial was

conducted in the urbandiith African areas oBugulethu and GRankuwawere women may
have feltless constrainé by the prevailing traditionajender ideas described in this rural area
of Umkhanyakudeln this context we couldpeculatethat rural women in the MDP trial were
less able to talk about microbicides with their partners than urban women in the Carraguard

trial.

Secondly, the qualitative data, especially from the IDIs with trial participants, suggest that
within the context of changing socitultural expectations regaidg sexual communication,

AYu v[s E]PZS 8} % E}S & 3Z us 0A « (E}u ,/s ]+ A] A * ipeS](
AlS8Z}us 8Z % ESv E[* IVIAo P X ] %ZE& Pu $E] o (}uv 8Z §
He 8Z ] %Z@E Pu A]3Z}us 3 2ZeddE compaadvto®F% and A9% in Durban

and Johannesburg respectivelfthe authors found thatwvomen in South Africa seemed to

emphasize individual rights and personal agency to justify covert use as compared to women

from Zimbabwe, who made a strongerseaaboutnegative consequences if cauglSahin

Hodoglugil, 2009;1592Thisevidenceis consistent wth relatively high levels of use without

% ESv E[« IVIAo P v }3Z E Eeﬂétprnjee,]!zggleﬁriiEbomE]zoczanda
vis o J(( E v ]Jv 88]3u <+ 3} A}u v[e pe viddo2 muSoutafri@asy E[-

than other parts of AfricgMacPhail, ZOO?Orner, 200? In this context we couldpeculate

that South African women in the MDP trial felt more justified to use microbicides without their

% ESv E[* IVIAo P 8Z v Auv ]v }3Z E (E] v }UVSE] X

When measuring the proportion of women who use microbicideA]3Z}us 3Z JE % ES
knowledge it is important to consider exactly what we are measuring in order to interpret
Az § §Z o A o }( }uupv] 3]}v. 3A v }u%o [+ u ve (}E A}
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microbicides. Tis ability to consider what we are maatg is themain strength of this
analysisin that the qualitative data enable me to interpret the quantitative data within the
sociccultural context of the area. The MDP findings suggestdbatewomen feel unable to
talk to their partners about michmicides and yet at the same time feel justified and able to use
microbicides without their knowledge. Certainly the qualitative data demonstrate that there is
}Jve] & o 8}o Ev (}E A}lu v[e pe }(u] &} 11 * AlSZ}us %o
area These findings are consistent with other evidenceSouth Africa which has also
Z]PZo]PZS§ §Z Jv(op v }( $Zdisdbyseofr camhfididation about
microbicidegRamijee, ZoolrMorrow, 2003 Orner, ZOOﬂMacPhail, 200p

Even in this context of changing socidtural norms, the qualitative data demonstrated that

the Ju%o] S]}ve }( U o % ESv EJ[* (]Jv JvP }us Jus Alu v[e pe ]
Jve] & o X /8 ]e A] v3 (E}u 8Z « (Jv ]vPe 83Z 3§ u o % ES3v E
v §Z @E]Jele JvVA}oA A]3Z pe]vP u] &} ] ] -+ Adsdllineshain %o ESV ¢

barrier to microbicide access for some wometowever, it is important to note that the

gquantitative data demonstrated that 16% of women were able to use a microbicide for up to a

C & A]3Z}us 83Z 1E % ESv E[+ IvIAo P X

8.6.4 Femaleusedor femde controlled?
e o3 § § §Z PJvv]vP }( 8Z]c Z %3 CEU u] €} ]] » A-E ]v]s
JvV3E}oo [ ,/s % E A v3]}v }%3]}vX D}E E v30C 3Z /S vs &

control over microbicides has been questioned givent tireany womanare perceived tdack

decision making power in relationshippWWoodsong, 2008 Similarly, the importance of
ul] &} 11 ¢ JvP 2Y¢3UEdoo [ Z - v <g *8]}v P]JA v 8Z A] v o

women in Africa are both gected to, and prefer to, discuss microbicides with partners prior

to use (Domanska, 20]?2 However, | believe that the importance of microbicides being
Z( u-o}jviE}oo [ Z v JA E «Ju%o](] C (Bvantalkwo AMErsz E A

partners about microbicides or notThe findings from this evaluation highlight that
communicating about microbicides is far more complex and nuanced than simply whether or
not a woman talks to her partner about thenBelow | highlight 3 key findings which

demonstrate the complexity of commicating about microbicides.

Firstly, both the quantitative and qualitative data consistently show that discussions about
microbicides often take place after women have started using them. The fact that some
women only discuss microbicides with partnergeausing them has been shown before in a

surrogate study and a diaphragm trial, although it is rarely been measured in microbicide trials

Green, 200lvan der Straten, 201Qb Clearly the majorityof women ultimately discuss
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microbicides with their partners; however microbicides are the first HIV prevention option that

women can try themselves before needing to discuss them.

Secondly, the quantitative and qualitative data both demonstrate thatoaltfh the majority of
women discuss microbicides with their partners, they do not necessarily inform their partners

they are using the gel every time they have sex. This has been reported previously in one

microbicide and one diaphragm trif¢an der Straten, 20Q8SahinHodoglugil, 200p This
(Jv JvP UJVeSE S« 3Z 5 15 ] AZ}ooC Jvep((] ] vd &} e oo

microbicides in terms of whether or not they hawyver discussed microbicides with their

% ESV EeX /v §Z]e «Sp CU 8Z ( 8 8Z 8 Aluv Zpue [ 8Z u] &} ]
Z }Jv3E}o[ ]v $ZhjgEs ginllapt@Eevidendeom a surrogate stay in Ugandavhich

(}uv  S$Zveénthough, use of these products in practice often involved negotiation with

male partners, the fact that use was contingent on women's action was empowering and

increased somewhat their ability to control their sexual hed{Green, 2001;586

Thirdly, the qualitative IDI data suggest that the ways in which women discuss microbicides
depends on the decision making roles within the relationship. Over half of the women
described the decision to use the gel as a joint one, to varying degreesinCaniyinority of
cases were men considered th#timate decision makesx. This analysis highlights that many
women perceived themselves as having a joint decision making role in their relationships and

as such viewed themselves as having substantial cooweni the use of microbicides.

These three key findingtlustrate that in this part of KwaZulidatal, the availability of a
female p e« u] &} 1 1] o EoC Jv E +«+ A}u v[e }VSE&hpolarge ,/s %o
extent the disthction between femalaised versis femalecontrolled is probably purely

academic and possibly only of relevance withiire context of western feminist debates

Montgomery, 20109. However, while it is important to recognise the barriers that gender

inequality present for women in terms of microbicide use, it is equally important not to

E Jv(}E §Z}- EE] E+ C eepu]vP 38Z 8 Aluv }v[3 u | ]e
health or diminishing the decisions women make on the basis that they are made jdtotly

many women, femaleised may actually bhe same as femaleontrolled, and we need tbe

careful not to exaggeratthe difference between these two terms.

8.6.5 Power d/namics

My findings reinforce the importance of power dynamics inrelationshipsin terms of
communication about microbicides. Power dynamics were patrticularly illustrated in the
differences in ommunication between older versuyounger women and@omen frommore

veras less traditioal households. Similarly the most important factor influencing if, when and
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how women discuss microbicides with their partner appears téhieedistribution ofdecision
making responsibilities in the relationshighe importance of power dynamicsfor HIV
prevention{Jewkes, ZOqF]ewkes, 201&1|Pettifor, 2004?and microbicideacceptabilityis well
recognised(Woodsong, ZOO?ManteII, ZOOGEHMacPhaiI, 200p although rarely measured in

microbicide trialsIn order to better understand thassociation between microbicide use and
power dynamicswe need to start measuringelationship contrd and decisiormaking equity
between couplesn microbicide trialsA Z* /Ep o Z o $]}veZ]%as\bpédn @laptedo [

for South African and validated in a number of studies relating to HIV prevefiawkes

2007 (Jewkes, 2010b By using the Sexual Relationship Power Scale in microbicide trials we

would be able to betteinterpret whattZ o A o }( }uupv] 3]}v  SA v }u%o |
(JE& A}u v[s ]0]8C 8} pe u] &} 11 <X

8.6.6 Supporting women to discuss microbicides

The quantitative data showed that the proportion of women who discussed microbicides with

their partners differed betweertthe clinics. Although the counselling scripts were supposed to

be standardised, this difference appears to be related to specific counsellors. This has not been
measured previously in microbicide or diaphragm trials. This finding suggests that the
counseloJ]vP % &} e« ] o]l oC S} Jv(ou v Alu v[e ]o]SC S} e p

partners.

The qualitative data showed thatamen were creative in their approachés discussing
microbicides providing as much or as little information as they fefts warranted depending

on their knowledge of their artners character. The use of partial information was also

reported by women negotiating the use of diaphrag@ahinHodoglugil, 200p Woodsong

concluded an evaluation of gender rolesiju A v D o A] C 3 §]JvP 3Z § " ¢

womant]v]8] § He ] V Ju%}@ES v8 P} o ]Jv A 0}%u vs }( u] E} ]

}}% & S]}v }E PE u vsS upes E o ]Jv «SE S P] » (}E (ps
2008;173X § §Z e« u SJu [/ euPP 8 $Z 5 Jv §Z %oE} ¢ }( E o
A v 5} E (po v}$ 8} uv Eulv Alu v][e ]o]SC 3§} E 3]

microbicides with their partners.

8.7 Conclusion

Women inthis sociecultural context would clearly prefer to use microbicides with their
% ESv E[* IVIAo P X Z vP]vP &§3]8p + 8} Pv E E o0 3]}ve %o
JvP o 8} 30l }us u]l] ®}]] ¢ o03Z}uPzZ SE FSflpravent « }( A
some women from being able to negotiate their use. However, this analysis demonstrates that
women in the main are very successful at negotiating their use and/or feel justified in using
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ul] €} 11 « A]8Z}us % E3Sv E[« Iv}Ao Ithoughh Fesearchers haleC X
shifted from talking about femaiteontrolled to femaleusedHIV prevention optionsfor the

women in this study the fact that microbicides are used by women clearly increases many
A}u v[e ]0]3C 8} }v3E}o $Z ]|MFoduetosy @dgdimes]will fely on clear

and consistent counselling messages. In terms of sexual communication, these counselling
uee P e «Zlpuo § Jo}E 8} Alu v[e *% ](] ]E pued v e v +Z}
the control that microbicides doffer to many women. These findings demonstrate that in
KwaZuluNatal the sociecultural norms relating to sexual communication are amenable to the
introduction of microbicides. The findings also present yet another example of the important
contribution tha microbicides can make in terms of offering women HIV prevention options

that they can both use and control.
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9 Discussion

Summary

In this final chapter | summarise the findings in response to my overall research question and
consider the significance of these findings in relation to existing evidence. | discuss the
implications of my findings for both future research and service delivery. In addition | consider
§Z /ES vs 8} Azl z 8z]1« A] v 00* (}® %@ %o} HS[IAX]SR]V(-Z
health programmes and reconsideration of how we deal with gender equality issues in HIV

prevention. Finally | discuss some of the limitations of my findings.

9.1 Compatibility of microbicides and socioultural norms

| set out to explore whethemicrobicidesare compatible with sociecultural norms regarding
sexuality and sexual health in rural Kwazhital, South Africaln chapter 1 | outlined the
urgent need for HIV prevention options thaomen can use to protedhemselves from HIV
acquisition even in the presence of gendersed social drivers of the epidemic. In chapter 2 |

laid out the long history of microbicide research and summarised what we know to date about
microbicide acceptabilityTo date,acceptabilitC G « & Z Z + (} ue }v A}u v[s Alo
to use microbicides, satisfaction with product characteristics, thiedacceptability of product

use | depart from this linear perspective of microbicide acceptability by exploring a series of
sociacultural practices relating to female sexuality and sexual heatid compae these to

the use of microbicides. As such | assess the extent to which the use of vaginal microbicide gels
is compatible with sociecultural norms relating to intravaginal cleansing, avaginal

insertion, love medicineand sexual communication.

As described in chapters 3 and 4, in order to address the research question | applied a mixed
qualitative and quantitative methods approach. This approach allowed me to look at
microbicide acceptability from a cultural perspective. It also favoured the graispective,

§Z E C % E]}E]S]*]vP Alu v[s AE% E]v + }( 3Z P o }A E A}
questions about acceptability. Using both qualitative and quantitative data enabled ba&tho

characterise and situate the findings within theciocultural context.

In chapters 5 to 8 | presented evidence relating to each topic of interest. Overall the answer to
my question is thatmicrobicides are compatible with sociccultural norms relating to
intravaginal insertion and sexual communication, buaymbe less compatible with norms
relating to intravaginal cleansing and love medisin@ chapter 5 | foundhat although the
majority of women did not intravaginally cleangmst-coital intravaginal cleansing practices

among a substantial minority of wiwen could undermine theoll out of microbicides if we fail
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to change cleansing practices. In chapter 6 | found that the desired effects of using intravaginal
insertions to enhance sexual pleasure are compatible with the experiences of using
microbicide gés andthat local knowledge, language and understanding of using products
vaginally may actually facilitate the introduction of microbicide gels. In chapter 7 | found that
microbicides are incompatible with love medicines, but that this could be advantadgeo the
introduction of microbicides awomenwere successfully able wistance love medicines from
microbicides This may be important not only in terms of separating microbicides from the
supernatural, but also potentially separating microbicide$ r A}u v[e S§]tve 82 § &
stigmatised as subversive of gender norms. Finally in chaptéouhdl that in KwaZuhiNatal

the contemporary socigultural norms relating to sexual communication in the context of the

HIV epidemic are compatible to the intraction of microbicides.

Overall the findings highlight that microbicides are more compatitith some sociecultural

norms thanwith others incompatibility with love medicinegould be seen as a positive
finding. Theresearchillustrates the ways in wiih women incorporate microbicides into their
broader sexual lives and underscsthe important contribution that microbicides can make in

terms of offering women HIV prevention options that they can use and, in many cases, control.

9.2 New findings

Although concerns have been raised about the effects of vaginal practices on microbicide

efficacy, safetyand acceptability the main focus has been the acceptability of microbicides in

E o0 S3]}vs8 %E (EvVv « (}& Z EC[ » AXU* *py& VHUWEE [[]ISET
Juupv]d] « AZ @ Z EC « E[ A « o[AlNni, 210,564 JGonyersely, the

concerns regarding posital intravaginal cleansing have generally focused on its impact on
product efficacy more so than acceptability. A9wh in chapter 5, only one microbicide

effectiveness trial has ever reported on pasiital intravaginal cleansing in relation to

microbicide usgHalpern, 2008 As such, intravaginal practices to enhance sexual pleasure

have been considered a more substantial threat to nidcwe acceptability than intravaginal
practices for vaginal hygiene. However, my findings suggest the opposite is true in kwaZulu
Natal, that microbicides are less compatible with vaginal hygiene practices than practices to

enhance sexual pleasure.

In terms of safety, there have been calls for further research into the potentiaduibstances

inserted into the vagina to chemically interact with microbicides and cause harmful by

% E} U Se¥Xu B vZnelude those used intravaginally as love medicindswever, love

medicines have never been considered distinct from intravaginal insertions in terms of

microbicide acceptability. Similarly, the WHO GSVP study did not recommend a distinct
240



classification for love medicines and did not distinguish betweatunal and supernatural

motives (}E SZ % E S] U ]Jves (JvlvP 8Z u oo « A Hud)] ZI %

2011). Conversely mfindings suggest that women in KwaZilatal did distinguish between

supernatural love medicines and other natural forms of enhancing sexual pleasure. This was an
important distinction While it is a positive finding thatnicrobicides arecompatible with
intravaginal practices to enhance sexual pleasitres also a positive finding that microbicides

areincompatiblewith the concept of love medicines.

In relation to discussing microbicides, my findings support the dominant view that the majority

of women in Africa prefer to discuss microbicides with their partners prior to use and that the
%}3% v8] o 8} pe u] &Y 1] ¢ A]SZ}uS % ESv E[e IVIAo P ] o
thought. However, my findings depart from the dominant view in terms sfuaing that

AYu v[e ]E 8} ]e pee u] E} 1] « Al3Z 3Z 1E % ESv E+ Ju]v]:
u] €} 11 X dzZ A] v Z]PZo]PZ%+ $§Z Ju%}ES v -ue( 0]11E} 1 1]
terms of when women discuss microbicides with their partnérow they explain theuseand

when they choose to use them. As such, microbicides are compatible with contemporary
sociccultural norms regarding sexual communication, while also being compatible with the
vA-+}]lo JoetuEe }( A}u v[+AEJPZS ]v "}usZ

Overall, my findings offer new insights into microbicide acceptability by comparing
microbicideswith sociocultural norms of sexuality and sexual healthprovide newevidence
about the compatibility of vaginal practices and microbiciddsy researchdemonstrateshat
intravaginal cleansings of greater concern than intravaginal insertion in KwazZiatal.
However, although the incompatibility of microbicides with intravaginal cleansing practices
raises concerns, the incompaility of microbcides with love medicines could be
advantageous fothe introduction ofmicrobicides. The evidence supports the assumption that
women prefer to discuss microbicides with their partners, yet highlights that this does not
diminish the importance of microbici ¢ JvP ZA}uveé E }oks Juch, my findings
contribute to our understanding of the interaction between socidtural perspectives and
microbicides and in doing so, challenge many conventional attitudes regarding microbicide

acceptability.

9.3 Implications for research

My findings havea number of implications for future research which include lessons for data
collection, considerations for assessing factors that influence adherence, the need for
additional pharmacokinetic research, and a call for mogeearch around gel use during
menses.
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9.3.1 Data collection
My findings highlight the need to reconsider how we measure intravaginal practices and sexual

communication in microbicide clinical trials.

In KwaZultNatal, it is clear from this evidence that mibicides are more compatible with
some intravaginal practices than others. Although this is likely to differ in other cultural
contexts, it draws attention to the need to accurately and consistently measure different types
of intravaginal practices. Sincéaging my PhD, the WHO GSVP study has provaekkar
classification of vaginal practices. However, my findings also highlight a distinction between
intravaginal insertions to enhance sexual pleasure wenseing used as love medicines, in
terms of their associationwith microbicides. The difference between the natural and
supernatural use of intravaginal insertions is clearly relevant for microbicide acceptability and
should be differetiated in the WHO list of motive for, and intended effects of, spéci
intravaginal practices. | suggest that all future microbicide trials use this adapted WHO
classification. This would provide a better understanding of the role of intravaginal cleansing,
JVEE A P]v o Jve ES]}v v 0}A u ] ]v end}s&ud healt in varops 0] 5 C
settings. It would also enable comparisons across cultures of the compatibility of microbicides

with various intravaginal practices.

Despite concern that postoital intravaginal cleansing could diminish the efficacy of
microbicide gels, microbicide trials have been inconsistent in how they have measured
intravaginal cleansing. Trials have defined intravaginal cleansing in different ways, have not
systematically documented the products used for intravaginal cleansing, havemsistntly
measured cleansing within one hour after sex, and have rarely reported on intravaginal
cleansing during followap. My findinggeveal moderatehhigh rates of postoital intravaginal
cleansing during microbicide useéhich emphasises the needrfthe systematic collection of

data on intravaginal cleansing practices in all future microbicide trials. Diaphragm trials, with

or without gels, have evaluated intravaginal cleansing practicese rigorously than

microbicide trial§SahinHodoglugil, 201flvan der Straten, 201QbAs such microbicide trials

should adapt data collection toolssed in diaphragm trials and other vaginal practices studies

Francis, 201pin order to capture accurate data on intravaginal cleansing, distinguish between

external and internal cleansing, categorise the products or items used and measure the timing
of intravaginal cleansing in relah to sex andgel use. Using consistent categorises would not
only enable comparisons across social and caltsettings, but also across various gel

products and between gels, rings and diaphragms.

242



My findings highlighthe nuances and complexities faomen in stable relationships in terms
of discussing microbicides with their partners. | suggest that we need to move beyond merely
SZ]vl]vP  }usS }uupv] SJ}v ]Jv ] Z}Stule S Eue }( Z ]* o}epE [ }
diaphragm trials provide som@te (po 3}}oe Jv 8Z A Ce 3Z §3Z C Z A u <pE
a continuum t from the male partner always, mostly, occasionally, rarely or never knowing

Jus 3Z Alu v[e pe }( 3Z[Sahntodd®udiiu200p However, | also thinkve

need to reconsider what we really need to understand abmitrobicidegel use and sexual
communication. We need tdocumentthe reasonswomen use microbicides with or without

8Z 1E % E3v E[+ IvIAo P v }E €& 8} IV}A (0t Btk tiEreBt@® « v3Se
§ Gues }( » £Ap o ]*]}v u IJvPX /8 A}po o0} Z 0% 3} IVIA u}@E
AYu v[e JvSE} p 8]}v }( u]l €} 11 U A}u v[e sp o <p vS pe }( 8Z 4

that women were using microbicides without their knowledge

Ultimately | hope that my findings, in combination with the WHO GSVP study evidence,
highlight the nuances involved in intravaginal practices and put an end to the over
simplification of these practices gbat they are no longer measured in terms ofefgrences

(& Z ®C + A[X | o0} Z}% 8Z § uC (]Jv JvPe ]JOoOu*SE § §Z
microbicides thereby signalling a move away from using overly simplified notions of
Z]eo}epE [ v Z}IA ES pe[ 8} u spE 3Z upmbimcatgE} oo

about microbicides.

9.3.2 Adherence

Acceptability is a centraknet of microbicide research because of its impact on adherence,
which in turn is critical for effectiveness. There are two key issues relating to adherence that
emerged from my findings that require additional research in the future. The first is the need
to further explore the link between adherence and pasital intravaginal cleansing. My
findings, in combination with evidence from the diaphragm trials, suggests that we need to be
able to distinguish between a) specificcrobicidesncreasing the risk oomen intravaginally
cleansing verss b) women who intravagin$y cleanse being less likely to us@crobicides

consistently.

dZ « }v Jeep ]e 83Z v §} (WESZ E A %O0}E 3Z o]vl BSA v
knowledge of the gel. Withmprovedmeasurements of how women discuss microbicides with

their partners, it would be easier to assess the associations with adherence and compare the
impact of discussing microbicides on gel adherence across settings. This issue is particularly

pertinent in the ontext of the FACTS 001 trial that requires women to insert a gel after as well
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as before sex and in terms of contrasting the impact between-gstal gel use and slow

release vaginal rings.

9.3.3 Pharmacokinetis
A lack of consistent evidence regarding thesal associations between intravaginal practices
and HIV acquisition has prevented the delivery of clear and concise messages about the HIV
risks of intravaginal practice§/e need to avoid being hamstruty inconclusive evidence in
terms of microbicidesand vaginal practices. All microbicide effectiveness trials to date have
advised women against intravaginally cleansing after sex. However, our understanding of the
effect of intravaginal cleansing on microbicide efficacy is limited. My findings demamstrat
that, for some womenpost-coital intravaginal cleansing is a deeply entrenched practice with
socic MOSHE 0 u V]JVPX ¢ 3§ § ] v elimi@iatie } GE adition&l Zpradices

(( 8]vP 8Z Z 08Z }( Aluv v §Z P]Eo fdlootftd ddmodizd 3}
cultural norms in the process of protecting the health of won@ Hence we
need to understand the impact of the various pasital intravaginal cleansing practices on
u] €} ]]1 %Z Eu }]v §] « (}tEe usdal uggiidl]twBigne routined some

women

9.3.4 Sex during menstruation

Although | did not specifically investigate secidtural norms regarding sex during
menstruation, they emerged while exploring intravaginal cleansing practices. Evidence from
other studies has demonstrated that intraginal cleansing is often linked to menses. A few

microbicide safety trials have reported lower adherence to gels applied daily or every other

day during menstruatioffAltini, 201Q|HPTNO059, 20Qd80ne phase | trial among couples in

Thaibnd found thatonly a quarter of women reported using gel for sex during menstruation

(\Whitehead, 2006 However, none of the microbicide effectiveness trials to date have

reported on gel use in relation to sex during menstruation. My findings highlight the need to
understand the associations between sex during menstruation, gel use and intravaginal
cleansing. At the same time, they demonstrate that despite cultural taboos, sex is practiced
during menstruation thereby also emphasising the need to understand more ajpslutise

generally in terms of sex during menstruation and the impact of menstruation on microbicide

efficacy.

9.4 Implications for service delivery

If the FACTS 001 trial confirms the CAPRISA 004 results, microbicides may be av8ialile
Africa withinthe next few years, at least on a restricted basis. Therefore in addition to having

implications for future research, my findings alkave implications for health policy and
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service delivery. These include implications for marketing, point of accesscamdelling

strategies, as well as public health messages about intravaginal practices.

9.4.1 Marketing

To date evidence on the best ways to create demand for microbicides and market microbicides
is limited. A few hypothetical and one surrogate study have demed who microbicides
should be marketed tdCoggins, 200Ct|1van de Wijgert, 1999Montgomery, 200? One

E e+« E ZE Z -+« JVA «3]P 8 A~}uszZ (E] v Alu v[*s % E ( EE

strategies extensively as part of her Phthaligh evidewwe has only beempresented as

conference papers to datéTerrisPrestholt, 2009|TerrisPrestholt, 2008fy TerrisPrestholt,

20083. My findings contribute to the debate regarding marketing strategies in a number of

ways. In line with previous analysis of MDP data, they aiestrate that women attach

benefits to microbicides in terms of both vaginal hygiene and sexual stimulafiontgomery,

201001. The ability to negotiate microbicides on the basis of these benefits, and not just as a

HIV prevention option, was clearly an advantage for some women. My findings also suggest
that in KwaZultNatal, while it may well be acceptable to market microbicides as enhancing
sexual pleasure, it will not be advisable to market them as a way to enhance love in case of
evoking concerns about love medicines. Similarly, marketing microbicides as a-fesahiar

even controlled option may be preferable in contemporary South Africa, but marketing it

*% J(] ooC - Ze & S[ % &} up 8§ $Z 8§ v He Z }A E30CJ[ ]
E -+ E ZU Jv 8Z }v3 £35 }( AZ & o+ A |livhikrobigiges, Adppout§e pe }
the need for a marketing strategy that can demonstrate the utility of microbididedifferent

women and for different purposes, and ideally avoid microbicides being taggeshbsabout

HIV and risk reduction.

9.4.2 Point of access
Given that the first vaginal microbicides are likely to be ARSed, they will probably need to
be delivered by health care professionals. CAPRISA are currently evaluating the impact of

accessing microbicides at family health clinics on adherence amdatdtly HIV acquisition in

KwaZuluNatal [CAPRISAO008, 201t South Africa traditional health practitiorehave often

served as health care providers in conjunction with health care professionals. The most

notable and successful example is of traditional health practitioners providing treatment for

tuberculosis tihough directly observed therapy programmgstshanga, 2000 It is evident

from my findings that women, and men, in Umkhanyakude use batmédical and traditional
health care. Traditional health care practitioners are held in high esteem and are important
and prominent in the community. Traditional health practitioners may eventually be able to

assist in providing access to microbicides. kwosv, given my findings regarding the
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incompatibility of love medicines and microbicides and the central role that traditional health
practitioners play in the provision of love medicines, their role in microbicide delivery would

need careful consideration

9.4.3 Counselling
When available in South Africajarobicides are likely to be incorporated into the existing HIV

prevention counselling package along with information abailistinence, big faithful,

condom use and maleircumcisionGafos, 201p The counselling package will be essential to

ensure nicrobicides are used correctly and consistently, and used to enhance instead of
replace existing riskeduction strategies. The evidence presented in this thesis provides a

number of lessons for future counselling packages.

My findings support evidencedm other trials that vaginal practices are amenable to change
with effective messaging and counsellin@ven themoderatelyhigh prevalence of postoital
intravaginal cleansing in the trial, the counselling provided on this practice was clearly
insuffidgent. Although there were hardly any reports of women using intravaginal insertions
during the trial, it is not possible to know if women who usually intravalyimagert simply did

not volunteer for the trial. Counselling models to reduce the prevalence of vaginal douching

have been tested in the USE%rimley, 2005 However, the socioultural meanings of

intravaginal cleansing and insertion are likely to differ in Africa and therefore it is essential that
counselling models are developed, ted or validated in South Africa in order to support
microbicide roll out. In addition, the evidence presented in chapter 8 suggests that counselling
models should ideally assist women in identifying the best ways to open dialogue with their
partners aboutmicrobicides and consider the implications of using microbicides without his

knowledge.

9.4.4 Public health messagesboutintravaginal practices and HIV

Although my research focused on intravaginal practices in relation to microbicide acceptability,
it was cear from the findings in chapters 5 and 6 that there was a lack of knowledge about the
risks of intravaginal practices in relation to HIV acquisition. A number of authors continue to

call for additonal research into the causal association betwa@dnavagnal practices and HIV

infection (Hilber, 200}. However, in the meantime the lack of information about the risks of

intravaginal practices is unhelpful for women tryirg rhitigate their risk of HIV acquisition.
Although we are not yet able to definitively identify practices that do increase the risk of
infection, we at least need clear messages about good vaginal hygiene. Low et al suggest that

intravaginal cleansing wittvater alone could be recommended as a safer option as this was

not associatedwith HIV acquisition in the metanalysis{(2011). | would argue that most
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evidence, including my own, is not precise on how water is used internally without the use of a

douch bag, fingetrcloth or other products. Consequently it may be simpler to explain that the
ZZ 03Z] *3[ }%3]}v ]* 8} o00}A §Z A P]Jv 8} o v ]8eo0o( Vv SHE O

women cleanse only externally after sex. This message would be consistiemicrobicide

use while at the same time it would avoid demonising cultural norms without substantial

evidence.

9.5 Repositioning exualpleasure

In addition to thinking about the implications for research and service delivery, we also need

to consider whaimy findngs S oo pe u}@& &} oC }uS E ++]JvP A}u v[e o

within the context of HIV prevention. My findings support those of the GSVP study in

%o &1}V

ZIPZo]PZ8]vP 8Z & « /Eu 0]8C ]+ VvSE o &} A}u v[e

%0 E

health [Hilber, 2012 Issues relating to sexuality emerged throughout the thesis in terins o

vaginal hygiene, sexual arousal, foreplay, female orgasm, mutual gratification, love, intimacy,
passion, mutual respect, and sexual communication. My findings, especially in chapter 6,

%}]Pv v30C JOoOH*3E 8§ A}u v[e A% 3 5]}gh this evidEnceois %ob

unique (Koster, 200§Bagnol, 200gScorgie, 201)1 it is in contrasto the dominant views on

sexuality in Africa which focuses almost exclusively on male sexual pleasure.

Sexual pleasure is recognised as a key component of sexual (&&iB, 2006WASH, 2008

yet HIV prevention discourseseadominated by sekegative, feat, risk and diseas#ased

approaches. Sex is motivated by diffiat reasons, for different people, at different times and

v Jvou “]viJu CU % E} E 35]}vU u}v CU %}A EU

} & J}vu

}E& }dJPhilpott, 2006b;202B However the main motivator, for at least one person in the

coupling, is usually the pursuit of pleasure. Theranisncreasing demand for a more holistic

%% E} Z &) AJu v[* * N 0]5C [V }JE E 3} £ %O0}E &Z
sexual healti{Hilber, 2010Q|Boyce, 200}{Hull, ZOOEHCoIeman, 200|E|3Parker, 200fPhilpott,
E - £

20064 [Philpott, zooefx WZ]0%}38 & o @EPu 3z & e (

promotedina%}*]3]A A C C }ve] E]JvP 8Z &E}o }( %0 -uE

Knerr, ZOOT

Social constructs of sexual pleasure and eroticism are obviously culturally s

2006Db;3. There are a number of examples demonstrating thatgesitive, pleasurdocused,

fenifott,

ojvl P

\Y

\Y

eroticised safer sex marketing can increase safer sex practices, including condom uptake

2006t1|Richters, 200p My findings demonstrate that microbicides are clearly compatible with

cultural constructs of sexual pleasure in Urakyakuwe. | believe that the most important

lesson from myresearchis the potential to apply sepositive, pleasureintimacy and safety
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focused messages to microbicides. The very fact that microbicides can reduce pain during sex
for many women and improve seal pleasure for many women and men is likely to be a key
determinant in women deciding between the use of oral PrEP or vaginal microbicides if this

choice becomes a reality in the future.

9.6 Reconsidering gender (in)equality

In chapter 1 | highlighted somd the mary challenges that women face as a resulgehder
inequality in South Africa. The need for microbicides hingesthe need for HIV prevention
options that women can uséor control) on the premise that they cannot always insist on
condom use.Ceatainly a separate analysis of the Africa Centre MDP 301 qualitative data

illustrated that the biggest barrier to condom use for women was male oppos[ﬂsi’tzrimela,

201Q. My findings concur with previous evidencihat gender inequalities will influence

A}u v[e AJoo]vPv e v ]o]13C 3tfopexamplelEas prdsemted in chapter 8,
Al8Z <}u A}u v JvP pvA]Joo]vP }E puv o 38} pue u] &} 1] -« A

approval.

To date, most of the micro] ] %3 ]0]3C 0]3 E SuE E o S]vP 8} A}u \
Z s (} pe }v. & o S]}veZ]% Cv u] U « A& }uupv] S]}v ~u ]JvoQ
managemen{Severy, 200“3(00, ZOOﬁWoodsong, 200B My findirgs support the importance

}( oo }(8Z -+« ( S}E*X ,}JA A ®U uC (]Jv JvPe o0} Z]vs § Vv}SZ G
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generally over tkir bodies.My evidence suggestbat womenin KwaZuleNatal are likely to

add microbicides to the array of vaginal practices that they use to manage their sexuality and

sexual health. The metanalysis, described in chapter 5 secti®ri.3U (}puv $Z 3§ ~"A P]v

practices are continuously JvP & JvA vs ]v §]u vV %0 V Y E - s}
Jviu]l] v @& o0 38]}veZ]% Z oo vP <ahd tAdtunodprn odnllitiows of local

% E S] * %% €& S} E u ]V JU%}ES vS§ - fﬂilﬁier,zo;tz;%ol}\é\sm[ﬂm(}E A}

women are likely to position microbicides in a way th&ximises the beneficial effects, while
minimising the negative effect$ as demonstrated in chapters 6 and heve they describe
microbicides in terms of intravaginal insertions that enhance sexual pleasure, while distancing

them from love medicines whiatould be considered subversive of gender norms.

/S ] Ju%}ES vS 8§} }vS]vp 8} Z]PZo]PzZS §Z P v & ]v <u 0]8]
mitigate the risk of HIV infection. However, it is also important not to prioritise discourses of
HIV preventio that reinforce gender inequalities and reify women as disempowered and
vulnerable. Based on research in South Africa, Gacoin has argued that HIV prevention
discourses validate, instead of challenge, social constructions of masculine pr2 By
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are at riskof prioritising male decision making over female decision malditough, as | say
in chapter 8, this may be an academic distinctith litle meaningfor the women using
microbicides t our focus on this distinction as researchers could well influehosv
microbicides are introduced and positioned in the markét. }Jv  EPu e« watdins »
discourse, the ability for resistance to gendered inequalities, and agency for HIV prevention,

o] » Jv 8Z A Ce+ 37 § v}H2010;44¢(. My eRdence suggests that microbicides

offer the opportunity to resist inequalities and i u Alu vie P Vv C ]Jv ,/s % E A
discourset thereby creating a discourse around microbicides more in terms of gender equality
than gender inequality. This finding is important for both microbicides and oral PrEP in the
future, and | would argue, cddi be used to ranvent the notion of female condoms in South

Africa alongside microbicide delivery programmes.

9.7 Limitations

In addition to the topic specific limitations | have detailed in each of the empirical chapters,

there are a number of limitationsiterms of the relevance of my findings.

Throughout the literature from hypothetical, surrogate and candidate studies, perceptions of
microbicide acceptability have differed in South Africa compared to other African countries.
Many of these differences ha illustrated the peculiarities of gender dynamics in South Africa.

/v §Z Jv(op v }(S8Z }vS u%}E EC v S]}v o ZE]PZS- e
was clearly evident in chapter 8. As such, the findings from this thesis are unlikely to be
relevant outside South Africa. Nonetheless, these analyses highlight the need to look at vaginal

practices and communication about microbicides in a more nuanced manner in all settings.

Although a substantial part of the microbicide literature is based onesdd from South

Africa, the vast majority is based on research in-peban or urban settlements. MDP 301,
HPTNO035 and CAPRISA 004 were the only effectiveness trials to include rural South African
sites, at the Africa Centre, Hlabisa and Vulindlele respdyg. The approach that | adopted in

this thesis, assessing the compatibility of microbicides to sogitbiral norms, may well be less
relevant in more urbanised areas. In urban settlements in Gauteng, cultural norms have been
described as a rural pheno v}ivU <e}u §Z]JvP §Z2 § ] Z v }v [ ]Jv §Z
HE Vv]e 8]}v }E Zeue% v [ ]Jv v @]«Emmwﬁe WHO

survey reported differences in vaginal practices between rural and urban womiéwaz ulu

Natal (Scorgie, 201jL Smilarly in the MDP 301 trial, differences were reported between the

rural and urban South African sites in relation to sexual expectaIEMnstgomery, 2010k As
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such, the extent to which microbicides are compatible with satilbural norms mayapplyin

rural rather than urbarsettingsin South Africa.

Finally, in tis thesis | have investigated the compatibility of microbicides with stdioiral

norms regarding sexuality and sexual health. However, | have not considered how the
compatibility (or otherwise) of microbicides with some socitultural norms impacts
spedfically on gel use and long term adherence. Nonetheless, | have been able to offer insights
into sociccultural norms that need to be considered in terms of their influence on

acceptability and adherence in the future.

9.8 Conclusion

After a quarter of a cemry of research, vaginal microbicides may be available as an additional
HIV prevention option in the foreseeable future. We have learnt a great deal about
ul] &} 1 1 %3 ]0]3C C u wijli@ghed? td yse wjerobicides, satisfaction
with product characteristics, andise of candidate microbicidesAs we look forward to
microbicide roll out programmes, we need to consider other less tangible-sattieral factors

that could influence acceptability.

In this thesis | have shown that microbiegdare compatiblevith sociecultural norms relating

to intravaginal insertion and sexual communication, but may be less compatible with norms
relating to intravaginal cleansing and love medisire terms of planning fothe introduction

of microbicides, incompatibilitywith love medicines could be beneficiathile incompatibility

with intravaginal cleansing raises a number of challenges. Nonethelaase illustrated that

with effective marketing, distribution, counselling, and public health mesgagwe can
overcome the challenges presented bytravaginal cleansing normamong a minority of

women

My findingsmay only reflect the compatibility of microbicides with soaaltural norms in

rural South Africa. However, the findings highlight lessonduture research in terms of the
need for more accurate collection of data on vaginal practices and sex communication, further
understanding of the impact of intravaginal cleansing and sex communication on product
adherence, confirmation of the impact pbst-coital cleansing on microbicide efficacy, and a
better understanding of gel use and sex during menstruatidgfopefully this evidence will
ensure that the nuances and complexities of intravaginal practices and sexual communication
will be consideredn terms of microbicide acceptability in the future. In addition, | hope this
evidence encourages researeche policy makers and advocates to adopt language that

promotes microbicides in terms of s@wsitive and gendeequality discourses.
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Female Participant Information Sheet
February 2008

Microbicides Development Programme (MDP) Trial 301
An international multi-centre, randomised, double-blind, placebo-controlled trial to evaluate the
efficacy and safety of 0.5% PRO 2000/5 gels for th e prevention of vaginally acquired HIV infection
MDP 301 (2.0) February 2008

You have been given an explanation of the trial, but we would like you to read this, or ask a friend to read it
to you, so that you fully understand what is involved before you agree to take part in this research. If you
decide you want to take part, it is important for you to understand why the research is being done and what it
will involve. Agreeing to be screened, does not mean that you have to take part in the trial. If you do enrol in
the trial, you will be free to stop using the gel or to stop attending at any time. Please ask if there is anything
that is not clear or if you would like more information.

Why is this trial being done?

Throughout the world the most common way in which the Human Immunodeficiency Virus (HIV) is spread is
through sexual contact between men and women. Although condoms are a very effective form of
prevention , women do not always use them out of choose or because it is not always possible for a woman
to get her partner to agree to use them. Therefore there is an urgent need for other methods of protection
that can be used by women. For this reason, we are studying the safety and effectiveness of a gel that is a
microbicide. The gel contains an experimental ingredient called PRO 2000/5. We are testing a gel that has
0.5% PRO2000/5 in it. This gel may prevent HIV infection _ if put in the vagina using an applicator before
sexual intercourse.

However, WE DON'T KNOW FOR SURE IF 0.5% PRO2000/5 DOES OR DOES NOT WORK and that is
WHY the trial is being done.

What do we know about PRO 2000/57?

Nearly 300 women in Europe, the United States, South Africa, Uganda and India have used PRO 2000/5 for
short periods up to a maximum of twice daily for 28 days to see if it was safe. Some of these women used
strengths higher than the one being tested in this trial. In these studies women were examined weekly or
fortnightly. The gels were safe and caused few side effects. Some women complained of mild itching or other
discomfort whilst using the gel, although this was not definitely related to the gel as these can be common
symptoms for some women even when not using a vaginal gel. Some women using the gel more than twice
a day noticed more discharge than usual. Other symptoms that may be linked to using the gels include light
bleeding from the vagina (spotting).

We do not know if 0.5% PRO2000/5 is safe to use in pregnancy and it is important that women stop using
gel if they are pregnant. We would like to continue to see you while you are pregnant, and if you are still
being followed you can restart gel after your pregnancy if you want to. We do not know if you will be
prevented from getting pregnant during the sex act when you use the gel. There is no reason to think the gel
will affect your chance of becoming pregnant later. You should use a reliable method of contraception every
time you have sex.

What have we learnt about PRO2000/5 since we started the trial?

We were also studying 2% PRO2000/5 from October 2005 to February 2008. Every 4 to 6 months a
committee of experts that are independent of the trial review the information on safety and effectiveness.
They met on 8" February 2008 and advised that 0.5% PRO2000/5 gel should continue to be tested and
compared to the placebo gel. They also advised that 2% gel should not continue as there was very little
chance of showing that 2% gel would prevent HIV. Because of this we are now only studying 0.5%
PRO2000/5 gel against the placebo gel for the rest of the trial to find out whether 0.5% PRO2000/5 gel could
reduce the risk of HIV infection.

What does the MDP 301 trial involve?
The trial is taking place in several sites in Africa shown in the map. Your site is the Africa Centre for Health
and Population Studies
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PRO 2000/5 0.5% gel is being studied at each site. A second gel which has been specially
matched is a dummy gel known as a ‘placebo’. This dummy gel does not contain any
ingredients that prevent HIV and therefore it does NOT reduce the risk of HIV infection. Both
the 0.5% PRO2000/5 and placebo gels will be packaged in the same applicator and cartons
and will look identical so neither you nor the study staff can tell the difference. Chance will
determine whether you receive the 0.5% PRO2000/5 gel or the dummy gel. You will receive
the same type of gel throughout the trial._NO-ONE KNOWS WHICH GEL THEY ARE ON,
including the study staff. This is the best and only way to test the PRO2000/5 gel to see if it
prevents HIV infection.

What will happen to me if | agree to be screened?

After you have had all your questions answered and feel you understand what you will have

to do, you will be asked to sign, or put your thumbprint on a consent form. If you cannot read

then we recommend that you have a witness present for the discussion and to see your

thumbprint. You are not obliged to have someone present. You will then be given a number

which is unique to you, and which will help us to ensure that all your test results and answers

to our questions remain private. There will be some screening tests, so the whole visit will

take about one and a half hours. The tests will be:

X A blood test for HIV and syphilis, after you have received private counselling, to help you
decide whether or not you wish to have the HIV test

X A urine test for pregnancy

X General questions including health questions

X Sensitive questions about your partners and your sexual practices.

Not all women will be able to take part in the study and if this is the case for you, the research
staff will explain why. If you can take part, and you want to, we will ask you to go away, and to
think carefully about the trial. You will be asked to come back again to enrol in the study
within 1- 6 weeks.

What will happen to me if | agree to enrol in the trial?

You will be asked to sign or put your thumbprint on another consent form (with a witness, if

you cannot read and write), and after this there will be:

X Some more general and sensitive questions

X A general examination of your body, an examination of your genital area and collection of
genital specimens using a speculum

x Blood will be collected to store until the end of the study and urine will be collected to test
if you are pregnant

If you are eligible, you will be invited to join and providing you are still willing you will be given
another number which is unique to you and which determines by chance the gel that you use
throughout the trial. We strongly recommend that you use condoms as well because we know
that condoms protect against HIV _and other sexually transmitted infections, as well as
pregnancy, if used properly every time you have sexual intercourse. An applicator will be
used to insert the gel and the staff will explain to you how it should be used. This should be
done within one hour before sex, so the gel can be inserted immediately before sex or up to
60 minutes before sex. Once the gel has been inserted you should not wash inside your
vagina, or put anything else in your vagina, for at least one hour after sex. If you do take part
in the study and are given some of the gel you must only use it yourself and not share it with
anyone else, even if they are also in the study.

We want you to keep the empty applicators and bring them back to the clinic, as well as
unused gel, each time you collect new supplies and at your final visit. This will help you and
the staff to work out how much gel you have used and how much more you need. This
information will be very important to the result of the trial and so we want you to try to be as
accurate as possible.
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You will be asked to come to the clinic every 4 weeks for pregnancy tests, to answer some
guestions and to collect more gel and condoms. At approximately every third visit (every 12-
16 weeks), the visit will take longer as there will be more questions about your health and
sexual behaviour, as well as a genital examination, swabs and blood tests. One of these tests
will be an HIV test, and the staff will explain how you can receive the result. Once the blood
has been tested some of it will be kept frozen in the laboratory. This is because the test may
have to be repeated and also because new and better tests may become available in the
future. This blood will not be given to anyone except appropriate staff involved in medical
research, and this trial.

If you become pregnant, you will have to stop using the gel, but we would like you to continue
to attend every 12 weeks. Once your pregnancy has ended you can start using gel again after
an examination to make sure it is safe to do so.

Most women will be followed for 52 weeks (approximately 12 months).

We might also ask you to keep a diary and take part in a longer recorded interview with
another member of the study team during the study. We may also ask you to participant in a
focus group discussion with between 6 to 8 other study participants to talk about your views of
the gel. You will be asked to give your written consent before any of these procedures.

You will be asked if we can contact your partner to ask him some questions about the gel. We
will not contact your partner if you do not want us to. We will ask for your written permission
before we contact your partner.

If you do not want to participate in the coital diaries, interviews, focus group discussions or do
not want us to contact your partner, this will not affect your participation in the trial.

You will receive compensation for any costs involved with coming to the clinic and this will be:
R150 per scheduled clinical visit, in the form of vouchers redeemable at Mtubatuba Boxer
store.

What if something new is learned about the gel whilst | am in the trial?
You will be told of any new information learned during the course of the trial that might cause
you to change your mind about staying in it.

Do | have to take part?

No. It is up to you to decide, when you feel ready, whether you would like to take part. Once you
enrol you are free to stop using the gel and continue attending the clinic, or to stop attending the
clinic if you wish to. This will not affect any care you receive now or in the future.

Can | stop taking part?
Yes, you can decide to stop taking part whenever you choose. This would mean that you do not
need to explain why you want to stop taking part to anyone, just that you want to stop.

What are the risks and benefits?

The risks are:

X Taking blood and having genital examinations may be uncomfortable

X The questions might be embarrassing

x It is possible that the gel will not protect you against HIV. If you believe that it will, you
may put yourself at risk. Condoms will protect you from HIV if used properly.

X You may experience genital, or other problems that you think are related to the gel.
Though vaginal gels containing PRO2000/5 were considered to be safe in previous
studies, less than 300 women have used the gel so far and none for longer than 4 weeks.
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You should contact the research staff immediately if you have a genital or other problem
that you think is related to the gel.

Contact name: Mitzy Gafos, Project Leader Contact number: 072 798 3158
Hlengiwe Ndlovu, Clinic Coordinator Contact number: 072 268 2875

Physical address: Africa Centre for Health and Population Studies, R618 en route to Hlabisa,
Somkhele. Contact number: 035 5507500

If you feel that you have suffered harm as a result of taking part in the study then you should
discuss this with the staff at the clinic. If you would like to speak to someone outside the
research team you should contact:

Contact name: Mduduzi Mahlinza, Community Liaison Office Contact number: 035 550 7500

If you feel that you have suffered harm because of the study or would like to know more about
your rights as a research participant, contact the Research Ethics Committee at (031) 260
4495,

The benefits are:

X You will receive a general health check and examination

X You will receive treatment for vaginal and sexually transmitted infections free of charge

x Staff will refer you to a government health clinic if they find other conditions that need
treatment

X You will receive free condoms and advice to help you to use them with your partners

Can | be withdrawn from the stud vy even if | want to continue?

Yes. The staff can end your participation in the study without your consent if they feel it is in
your best interest. Your participation will also be ended if the study is stopped by the
authorities responsible for running the trial.

Will the information from th e trial be confidential?

Yes. Your contact details will only be available to certain staff involved with the study. Staff
that monitor the study have to check the consent forms, and they will see your names when
this is being done. All the other information that is collected for the trial will not be identified by
your name, only by your trial number, including the tests sent to the laboratory.

What will happen to the results?

After the study has been completed the results will be analysed. This can take between 3-6
months, and after this you will be told the results of the study. You will also be told which
product you received. The results of the study will be written up and submitted for review by a
medical journal. They may also be presented at scientific conferences. If the products are
shown to work, then we will try to get a license so that they can become widely available.

This trial is conducted in accordance with international guidelines for Good Clinical
Practice in Clinical Trials and with the approval of:

The University of KwaZulu-Natal, Biomedical Research Ethics Committee.
Contact numbers: Telephone: 031-2604769/2601074; email: wassenaar@ukzn.ac.za
Date: 14™ December 2005, ref. number: T111/05

SA Medicines Control Council, Department of Health, Private Bag X828, PRETORIA 0001
Contact details: fax: (012) 312 3105; e-mail: labusa@health.goc.za.

Date: 10™ March 2006, ref. number: N2/19/8/2 (1629)
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If you have questions about this study you should discuss them with a member of the
study team (contact details as provided under ‘What are the risks and benefits?’ on
this form), or the ethics committee (contact details provided above). If they have not

provided you with answers to your satisfaction, you should write to the South African

Medicines Control Council (MCC) at:

The Registrar, SA Medicines Control Council, Department of Health, Private Bag X828,
PRETORIA 0001 Fax: (012) 312 3105 Email: labusa@health.goc.za

alkyou fortaking the time 10 read i}
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Microbicides Development Programme (MDP) Trial 301
An international multi-centre, randomised , double-blind, placebo-controlled trial to
evaluate the efficacy and safety of 0.5% and 2% PRO 2000/5 gels for the prevention of
vaginally acquired HIV infection
MDP 301 (2.0) February 2008

You have been given an explanation of the social science component of the trial, but we
would like you to read this, or ask a friend to read it to you, so that you fully understand what
is involved. If you decide you want to take part, it is important for you to understand why this
component is being done and what it will involve. Agreeing to participate in the trial does not
mean that you have to take part in the social science component. If you decide to do the
social science component, you will be free to stop at any time. Please ask if there is anything
that is not clear or if you would like more information.

Why is the social science component of the trial being done?

We are studying the safety and effectiveness of microbicide gels in preventing vaginally
acquired HIV infection. In order for us to develop a microbicide that will best fit women'’s
needs, it is important for us to hear from participants about their experiences with the gel. We
would like to find out what women like most about the gel, what they like least, how easy it is
to use, and what they would suggest to make it better. To learn this information, we are
asking a subset of study participants to provide a more detailed description of their sexual
activity and gel use.

Why am | being asked to participate?

In order to get a general view from women enrolled in the clinical trial, we are asking every g™
women who enrolls to participate in the social science component of the study. You can still
be part of the trial even if you do not want to be part of the social science component.

What will happen to me if | agree to take part in the social science component?

After you have had all your questions answered and feel you understand what you will have
to do, you will be asked to sign, or put your thumbprint on a consent form. If you cannot read
then we recommend that you have a witness present for the discussion and to see your
thumbprint.

In addition to the questionnaires about sexual behavior that you will fill out at every visit, you
will also be asked to participate in the following at different times during the trial:

x Completion of a coital diary to indicate when and with whom you had sex, and whether
gel and/or a condom was used

A member of the study staff will give you a blank coital diary at the appropriate visit, and show
you how to complete the diary. We will ask you to fill in the coital diary as soon after having
sex as possible so as you do not forget anything. You will be asked to complete the diary
every time you have sex and to record the type of partner (regular or casual), type of sex
(vaginal or anal), condom use (whether you used a condom or not), gel use (whether you
used the gel or not), other products used, and if you had sex during menstruation. We will
ask you to fill in the coital diary for 4 weeks, and return the completed diary at your next clinic
visit.

x A longer recorded interview with a member of the social science study team that includes
sensitive questions about your partners, your sexual practices, and gel and condom use

This interview will include questions about the people you have had sex with recently, the
type of sex that you had, and whether you used gel and condoms during sex. In addition, the
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interviewer will ask you about your experiences using the gel, and ask for feedback about
how the gel could be improved.

We will also ask for your permission to contact your male partner to invite him to an interview,
but WE WILL NOT CONTACT HIM WITHOUT YOUR WRITTEN CONSENT. If you agree to
us contacting him, we will invite him to an interview but no information that you give to us will
be discussed with him. Even if you do not want to be interviewed we would still like to
interview your partner if you are happy for us to speak to him. If you want more information
about this ask a study team member for the Male Information Sheet.

Do | have to take part in the social science component?
No. It is up to you to decide whether you would like to take part. You will continue to participate
in the trial regardless of your decision about the social science component, and this will not
affect any care you receive now or in the future. If you take part we would like you to participate
in completing coital diaries and participate in interviews.

Can | stop taking part?
Yes, you can decide to stop taking part whenever you choose. This would mean that you do not
need to explain why you want to stop taking part to anyone, just that you want to stop.

What are the risks and benefits?

The risks are:

X The questions might be embarrassing or uncomfortable

X Your partner might ask you questions about the coital diary

If the clinic team can not answer your questions to your satisfaction you can contact a
member of the social science team at the Africa Centre:

Mitzy Gafos, Project Leader Contact number: 072 798 3158

Misiwe Mzimela, Social Science Coordinator Contact Number: 035 550 7500

Physical address: Africa Centre for Health and Population Studies, R618 en route to Hlabisa,
Somkhele Contact Number: 035 550 7500

If you feel that you have suffered harm as a result of taking part in any part of the study then
you should discuss this with the staff at the clinic. If you would like to speak to someone
outside the research team you should contact:

Contact name: Mduduzi Mahlinza, Community Liaison Office Contact number: 035 550 7500

If you feel that you have suffered harm because of the study or would like to know more about
your rights as a research participant, contact the Research Ethics Committee at (031) 260
4495.

The benefits are:

X You will have an opportunity to tell the study team in detail about your experiences using
the microbicide gel

X Your comments will help us develop a microbicide gel that will best serve women’s needs

Will the information from the interviews and coital diary be confidential?
Yes. The interview transcripts and coital diaries will not be identified by your name,
only by your trial number.
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This trial is conducted in accordance with international guidelines for Good Clinical
Practice in Clinical Trials and with the approval of:

The University of KwaZulu-Natal, Biomedical Research Ethics Committee.
Contact numbers: Telephone: 031-2604769/2601074; email: wassenaar@ukzn.ac.za
Date:14"™ December 2005, ref. number: T111/05,

SA Medicines Control Council, Department of Health, Private Bag X828, PRETORIA 0001
Contact details: fax: (012) 312 3105; e-mail: labusa@health.goc.za.

Date: 10" March 2006, ref. number: N2/19/8/2 (1629)

If you have questions about this study you should discuss them with a member of the
study team (contact details as provided under ‘What are the risks and benefits?’ on
this form), or the ethics committee (contact details provided above). If they have not

provided you with answers to your satisfaction, you should write to the South African

Medicines Control Council (MCC) at:

The Registrar, SA Medicines Control Council, Department of Health, Private Bag X828,
PRETORIA 0001 Fax: (012) 312 3105 Email: labusa@health.goc.za

aNK-you for taking the tme to re3
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Microbicides Development Programme (MDP) Trial 301
An international multi-centre, randomised , double-blind, placebo-controlled trial to
evaluate the efficacy and safety of 0.5% and 2% PRO 2000/5 gels for the prevention of
vaginally acquired HIV infection
MDP 301 (2.0) February 2008

You have been given an explanation of the trial, but we would like you to read this, or ask a
friend to read it to you, so that you fully understand what is involved before you agree to take
part in this research. Please ask if there is anything that is not clear or if you would like more
information.

Why is this trial being done?
This trial is being done to test a new gel called PRO2000/5 0.5% microbicide. This gel may
prevent HIV infection _ if put in the vagina using an applicator before sexual intercourse.

However, WE DON'T_KNOW FOR SURE IF IT DOES OR DOES NOT WORK and that is
WAHY the trial is being done. We know that condoms, when used properly, do protect against
HIV, sexually transmitted infections and pregnancy. So it is important that you and your
partner try to use condoms to protect yourselves.

What do we know about PRO 2000/5?

Nearly 300 women in Europe, the United States, South Africa, Uganda and India have used
PRO 2000/5 for short periods up to a maximum of twice daily for 28 days to see if it was safe.
Some of these women used strengths higher than the one being tested in this trial. In these
studies women were examined weekly or fortnightly. The gels were found to be safe. Some
women complained of mild itching or other discomfort whilst using the gel, although this was
not definitely related to the gel as these can be common symptoms for some women even
when not using a vaginal gel. Some women using gel twice a day noticed more discharge
than usual. Other symptoms that may be linked to using the gels include light bleeding from
the vagina (spotting).

We do not know if the PRO2000/5 0.5% gel is safe to use in pregnhancy and it is important
that women stop using gel if they are pregnant, although they can start using the gel again
when they are no longer pregnant if they want to. We do not know if pregnancy will be
prevented during sex acts when gel is used. There is no reason to think the gel will affect the
chance of women becoming pregnant later.

What will happen to the women who are taking part?

Women who participate will be asked to sign a consent form and will undergo some tests for
pregnancy and sexually transmitted infections. They will be given general and genital
examinations and will be asked some questions about their sexual behaviour. If they are able
and willing to take part in the study they will be given some gel to insert before each time they
have sex. They will be asked to come back to the clinic on a regular basis and study team
members may contact them at other times to see how they are getting on using the gel. We
strongly recommend that couples use condoms as well because we know that condoms
protect against HIV and other sexually transmitted infections, as well as pregnancy, if used
correctly every time they have sexual intercourse.

What will happen to me if | agree to take part?

You will be asked to take part in an in-depth interview. After you have had all your questions
answered and feel you understand what you will have to do, you will be asked to sign, or put
your thumbprint on a consent form. A study team member will ask you some questions about
how you felt about your partner using the gel and if you felt it made a difference to your sexual
pleasure. They will ask you if you mind if the discussion is recorded. The interview will be
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casual and you will be encouraged to talk freely about anything you feel is related to your
partner using the gel.

You will receive compensation for any costs involved with participating in the focus group
discussion and this will be R80 in the form of vouchers redeemable at Mtubatuba Boxer store.

What are the risks and benefits?
We do not think there are any risks involved in you taking part in this study. However, if you
do feel that you have suffered harm as a result of taking part in the study then you should
discuss this with:
Contact name: Mitzy Gafos, Project Leader Contact number: 072 798 3158
Misiwe Mzimela, Social Science Coordinator
Contact Number: 035 550 7500

Physical address: Africa Centre for Health and Population Studies, R618 en route to Hlabisa,
Somkhele Contact number: 035 550 7500

If you feel that you have suffered harm as a result of taking part in the study then you should
discuss this with the staff at the clinic. If you would like to speak to someone outside the
research team you should contact:

Contact name: Mduduzi Mahlinza, Community Liaison Office Contact number: 035 550
7500

If you feel that you have suffered harm because of the study or would like to know more about
your rights as a research participant, contact the Research Ethics Committee at (031) 260
4495,

X You will receive free condoms and advice to help you to use them with your partners
X You will have an opportunity to tell the study team in detail about your experiences using
the microbicide gel

Do | have to take part?
No. Your participation is completely voluntary. If you choose not to take part it will not affect
any care you receive now or in the future.

Will the information thatis  collected be confidential?
Yes. Your contact details will only be available to the staff involved in the study. The
information you provide will not be available to your partner.

What will happen to the results of the study?
All the information will be closely looked at, at the end of the study. You will be told the result,
which may also be published in medical journals and presented at meetings.

This study is conducted in accordance with international guidelines for Good Clinical
Practice in Clinical Trials and with the approval of:

The University of KwaZulu-Natal, Biomedical Research Ethics Committee.
Contact numbers: Telephone: 031-2604769/2601074; email: wassenaar@ukzn.ac.za
Date:14™ December 2005, ref. number: T111/05,

SA Medicines Control Council, Department of Health, Private Bag X828, PRETORIA 0001
Contact details: fax: (012) 312 3105; e-mail: labusa@health.goc.za.
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Date: 10" March 2006, ref. number: N2/19/8/2 (1629)

If you have questions about this study you should discuss them with a member of the
study team (contact details as provided under ‘What are the risks and benefits?’ on
this form), or the ethics committee (contact details provided above). If they have not
provided you with answers to your satisfaction, you should write to the South African
Medicines Control Council (MCC) at:

The Registrar, SA Medicines Control Council, Department of Health, Private Bag X828,
PRETORIA 0001 Fax: (012) 312 3105 Email: labusa@health.goc.za

Thank-you for taking the time to read this|
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Microbicides Development Programme (MDP) Trial 301
An international multi-centre, randomised , double-blind, placebo-controlled trial to
evaluate the efficacy and safety of 0.5% and 2% PRO 2000/5 gels for the prevention of
vaginally acquired HIV infection
MDP 301 (2.0) February 2008

You have been given an explanation of the trial and the focus group discussion, but we would
like you to read this, or ask a friend to read it to you, so that you fully understand what is
involved. If you decide you want to take part, it is important for you to understand why we are
conducting focus group discussions and what it will involve. If you decide to participate in the
focus group, you will be free to stop at any time. Please ask if there is anything that is not
clear or if you would like more information.

Why are focus group discussions being done?

In addition to asking you about your own experiences of using of the gel when you come to
the clinics, we would like to find out more about women'’s views about the gel, condom use,
male partners involvement in decision making about the use of gel and condoms, sexual
practice, and the trial procedures. This is important so as we can ensure that the study and
gel is acceptable and to help us develop a microbicide that can be used in this community. To
learn this information, we are asking some women who are participating in the trial to discuss
microbicides with our study staff in a group setting.

What will happen to me if | agree to take part in the focus group discussion?

After you have had all your questions answered and feel you understand what you will have
to do, you will be asked to sign, or put your thumbprint on a consent form. If you cannot read
then we recommend that you have a witness present for the discussion and to see your
thumbprint.

The team member leading the discussion will ask you if you mind if the discussion is
recorded. The focus group will be casual and you will be encouraged to talk freely about your
knowledge and opinions of microbicides. We will ask you and 6 to 8 other women about your
views of microbicides and the trial.

You will receive compensation for any costs involved with participating in the focus group
discussion and this will be R80 in the form of vouchers redeemable at Mtubatuba Boxer store.

Do | have to take part in the focus group discussion?
No. Your participation is completely voluntary. If you choose not to take part it will not affect
your participation in the trial or any care you receive now or in the future.

Can | stop taking part?
Yes, you can decide to stop taking part whenever you choose. This would mean that you do not
need to explain why you want to stop taking part to anyone, just that you want to stop.

What are the risks and benefits?

We do not think there are any risks involved in you taking part in this focus group discussion.
However, if you do feel that you have suffered harm as a result of taking part in the focus
group discussion then you should discuss this with:

Mitzy Gafos, Project Leader Contact number: 072 798 3158

Misiwe Mzimela, Social Science Coordinator Contact Number: 035 550 7500

Physical address: Africa Centre for Health and Population Studies, R618 en route to Hlabisa,
Somkhele Contact Number: 035 550 7500
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If you feel that you have suffered harm as a result of taking part in the focus group discussion
then you should discuss this with the staff at the clinic. If you would like to speak to someone
outside the research team you should contact:

Contact name: Mduduzi Mahlinza, Community Liaison Office Contact number: 035 550
7500

If you feel that you have suffered harm because of the focus group discussion or would like to
know more about your rights as a research participant, contact the Research Ethics
Committee at (031) 260 4495.

The benefits are:

X You will have an opportunity to tell the study team in detail about your thoughts and
opinions of microbicides

X Your comments will help us develop a microbicide gel that will best serve the needs of the
community

Will the information from the focus  group discussions be confidential?

Yes. Your contact details will only be available to the staff involved in the study and during the
discussion you will be identified by a number not your name. Although the research team will
treat all information confidentially, other participants may not be as strict about confidentiality
even though they will be encouraged to do so. Participants are advised to be cautious about
disclosing very personal information.

What will happen to the results of the study?
All the information will be closely looked at, at the end of the study. You will be told the result,
which may also be published in medical journals and presented at meetings.

This trial is conducted in accordance with international guidelines for Good Clinical
Practice in Clinical Trials and with the approval of:

The University of KwaZulu-Natal, Biomedical Research Ethics Committee.
Contact numbers: Telephone: 031-2604769/2601074; email: wassenaar@ukzn.ac.za
Date: 14™ December 2005, ref. number: T111/05

SA Medicines Control Council, Department of Health, Private Bag X828, PRETORIA 0001
Contact details: fax: (012) 312 3105; e-mail: labusa@health.goc.za.

Date: 10" March 20086, ref. number: N2/19/8/2 (1629)

If you have questions about this study you should discuss them with a member of the
study team (contact details as provided under ‘What are the risks and benefits?’ on
this form), or the ethics committee (contact details provided above). If they have not

provided you with answers to your satisfaction, you should write to the South African

Medicines Control Council (MCC) at:

The Registrar, SA Medicines Control Council, Department of Health, Private Bag X828,
PRETORIA 0001 Fax: (012) 312 3105 Email: labusa@health.goc.za
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Thank-you for taking the time to read thig!
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Microbicides Development Programme (MDP) Trial 301
An international multi-centre, randomised , double-blind, placebo-controlled trial to
evaluate the efficacy and safety of 0.5% and 2% PRO 2000/5 gels for the prevention of
vaginally acquired HIV infection
MDP 301 (2.0) February 2008

You have been given an explanation of the trial and the focus group discussion, but we would
like you to read this, or ask a friend to read it to you, so that you fully understand what is
involved. If you decide you want to take part, it is important for you to understand why we are
conducting community focus group discussions and what it will involve. If you decide to
participate in the focus group, you will be free to stop at any time. Please ask if there is
anything that is not clear or if you would like more information.

Why are focus group discussions being done?

We are conducting a microbicide clinical trial in this area, and we want to know what people in
the community are hearing about the study. In order for us to develop a microbicide that can
be used in this community, it is important for us to hear from the community about their
awareness and opinions of microbicides. We would like to find out what people know about
microbicide gels, how they feel about using microbicides, what they like and dislike about the
idea of microbicides, and what they would suggest to improve microbicides. To learn this
information, we are asking members of the community to discuss microbicides with our study
staff in a group setting.

What will happen to me if | agree to take part in the focus group discussion?

After you have had all your questions answered and feel you understand what you will have
to do, you will be asked to sign, or put your thumbprint on a consent form. If you cannot read
then we recommend that you have a witness present for the discussion and to see your
thumbprint.

The team member leading the discussion will ask you if you mind if the discussion is
recorded. The focus group will be casual and you will be encouraged to talk freely about your
knowledge and opinions of microbicides. We will show you and 6 to 8 other community
members like you the gel and the applicator that the women in the trial have been using. We
will ask you to discuss the gel and applicator with the other people in the group, and to think
of certain situations where the gel might be used.

You will receive compensation for any costs involved with participating in the focus group
discussion and this will be R80 in the form of vouchers redeemable at Mtubatuba Boxer store.

Do | have to take part in the focus group discussion?
No. Your participation is completely voluntary. If you choose not to take part it will not affect
any care you receive now or in the future.

Can | stop taking part?
Yes, you can decide to stop taking part whenever you choose. This would mean that you do not
need to explain why you want to stop taking part to anyone, just that you want to stop.

What are the risks and benefits?

We do not think there are any risks involved in you taking part in this focus group discussion.
However, if you do feel that you have suffered harm as a result of taking part in the focus
group discussion then you should discuss this with:

Mitzy Gafos, Project Leader Contact number: 072 798 3158

Misiwe Mzimela, Social Science Coordinator Contact Number: 035 550 7500
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Information Sheet for Community
Focus Group Discussion
February 2008

Physical address: Africa Centre for Health and Population Studies, R618 en route to Hlabisa,
Somkhele Contact Number: 035 550 7500

If you feel that you have suffered harm as a result of taking part in the focus group discussion
then you should discuss this with the staff at the clinic. If you would like to speak to someone
outside the research team you should contact:

Contact name: Mduduzi Mahlinza, Community Liaison Office Contact number: 035 550 7500

If you feel that you have suffered harm because of the focus group discussion or would like to
know more about your rights as a research participant, contact the Research Ethics
Committee at (031) 260 4495.

The benefits are:

X You will have an opportunity to tell the study team in detail about your thoughts and
opinions of microbicides

X Your comments will help us develop a microbicide gel that will best serve the needs of the
community

Will the information from the focus  group discussions be confidential?

Yes. Your contact details will only be available to the staff involved in the study and during the
discussion you will be identified by a number not your name. Although the research team will
treat all information confidentially, other participants may not be as strict about confidentiality
even though they will be encouraged to do so. Participants are advised to be cautious about
disclosing very personal information.

What will happen to the results of the study?
All the information will be closely looked at, at the end of the study. You will be told the result,
which may also be published in medical journals and presented at meetings.

This trial is conducted in accordance with international guidelines for Good Clinical
Practice in Clinical Trials and with the approval of:

The University of KwaZulu-Natal, Biomedical Research Ethics Committee.
Contact numbers: Telephone: 031-2604769/2601074; email: wassenaar@ukzn.ac.za
Date: 14™ December 2005, ref. number: T111/05

SA Medicines Control Council, Department of Health, Private Bag X828, PRETORIA 0001
Contact details: fax: (012) 312 3105; e-mail: labusa@health.goc.za.

Date: 10" March 2006, ref. number: N2/19/8/2 (1629)

If you have questions about this study you should discuss them with a member of the
study team (contact details as provided under ‘What are the risks and benefits?’ on
this form), or the ethics committee (contact details provided above). If they have not

provided you with answers to your satisfaction, you should write to the South African

Medicines Control Council (MCC) at:
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Information Sheet for Community
Focus Group Discussion
February 2008

The Registrar, SA Medicines Control Council, Department of Health, Private Bag X828,
PRETORIA 0001 Fax: (012) 312 3105 Email: labusa@health.goc.za

Thank-you for taking the time to read this|
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MDP 301 — Informed Consent 1A — IC1A

Version5 13 " February 2008

(dd/mml/yyyy)
Site name: AFRICA CENTRE — SOUTH AFRICA / /
Date of visit:
Screening number: Initials: Year of Birth:
Microbicides Development Programme Trial 301 (MDP 301)
Protocol version (2.0)
Female Informed Consent Part 1A
PLEASE CIRCLE THE CORRECT ANSWERS
Print your name and surname:
Which member of the study staff have you spoken to about this study:
(please print his or her name and surname)
Has the MDP 301 trial been explained to you and have you been given a YES NO
Female Information sheet dated February 20087
Have you had an opportunity to ask questions and discuss this study? YES NO
Have you received satisfactory answers to all of your questions? YES NO
Do you understand that we do not know if the PRO2000 0.5% gel prevents YES NO
HIV and that we know the placebo gel does not prevent HIV?
Do you understand that the correct and consistent use of condoms will YES NO
prevent HIV?
Do you agree to appropriate members of trial staff and the authorities YES NO
responsible for licensing the gels having access to your medical records?
Do you understand that agreeing to be screened does not mean YES NO
you have to join the trial?
Do you agree to be screened for this study? YES NO
If ‘NO’ to any of the above the volunteer is ineligible for the study
Signature Print name Date
IC1A_v5_13™ February 2008_English Version Page 1 of 2



MDP 301 — Informed Consent 1A — IC1A

Version5 13 " February 2008

(dd/mml/yyyy)
Site name: AFRICA CENTRE — SOUTH AFRICA / /
Date of visit:

Screening number: Initials: Year of Birth:
Signature/Thumbprint of volunteer

Signature or Date of

thumb-print signature

Print name and

surname
Signature of witness (if volunteer illiterate) to state: “I witnessed the information and consent

rocess and confirm that the above named participant consented of free will”

Signature Date of

signature

Print name and

surname
Tick box if participant is illiterate and refuses to have witness present:

]

Time of Signature or thumb print (24 hour clock): .
Signature of study staff taking consent

Signature Date of

signature

Print name and

surname

Signature Print name Date
IC1A_v5_13™ February 2008_English Version Page 2 of 2



MDP 301 — Informed Consent 1B — IC1B Version5 13 " February 2008

(dd/mm/vvvv)
Site name: AFRICA CENTRE — SOUTH AFRICA / /
Date of visit:
Screening number: Initials: Year of Birth:
Microbicides Development Programme Trial 301 (MDP 301)
Protocol version (2.0)
Female Informed Consent Part 1B
PLEASE CIRCLE THE CORRECT ANSWERS
1 | Have you signed part 1A of the informed consent form? YES NO
2 | Have you been given pre test HIV counselling? YES NO
3 | Do you agree to your blood being taken, for HIV testing now and stored YES NO
for possible testing in the future?
If ‘NO’ to any of the above the volunteer is ineligible for the study
Signature/Thumbprint of volunteer
Signature or Date of
thumb-print signature
Print name and
surname
Signature of witness (if volunteer illiterate) to state: “I withessed the information and consent
rocess and confirm that the above named participant consented of free will”
Signature Date of
signature
Print name and
surname
Tick box if participant is illiterate and refuses to have witness present:
]
Time of Signature or thumb print (24 hour clock): .
Signature of study staff taking consent
Signature Date of
signature
Print name and
surname
Signature Print name Date
IC1B v5_13™ February 2008_English Version Page 1 of 1



MDP 301 — Informed Consent 2 — IC2

Version 5 13 " February 2008

(dd/mm/vvvv)
Site name: AFRICA CENTRE — SOUTH AFRICA / /
Date of visit:
Screening number: Initials: Year of Birth: Trial number:
Microbicides Development Programme Trial 301 (MDP 301)
Protocol version (2.0)
Female Informed Consent Part 2
PLEASE CIRCLE THE CORRECT ANSWER
Print your name and surname:
1 | Have you received enough information about the study? YES NO
2 | Have you received your HIV test result? YES NO
3 | Do you understand that we do not know if the PRO2000 0.5% gel prevents YES NO
HIV and that you may receive a placebo gel that will definitely not prevent
HIV?
4 | Do you agree to use condoms and gel as much as possible when having YES NO
sexual intercourse during this study?
5 | Do you understand that you will have to stop using gel if you become YES NO
pregnant?
6 | Do you understand that you must report any new symptoms to YES NO
the study team, even if you think they are not related to the gel?
7 | Do you understand that you should give accurate answers to the questions YES NO
you are asked by the study team and return used and unused applicators to
them as requested?
8 | Do you understand that you are free to withdraw from the study: YES NO
- atany time
- without having to give a reason for withdrawing
- and without affecting future medical care?
9 | Do you agree to take part in this study? YES NO
Signature Print name Date
IC2 v5_13" February 2008 _English Version Page 1 of 2



MDP 301 — Informed Consent 2 — IC2

Version 5 13 " February 2008

Site name: AFRICA CENTRE — SOUTH AFRICA

Date of visit:

[ ]

(dd/mm/vvyv)

Screening number:

Initials:

Year of Birth:

Trial number:

If ‘NO’ to any of the above the volunteer is ineligible for the study

Signature/Thumbprint of volunteer

Signature or
thumb-print

Date of
signature

Print name and
surname

Signature of witness (if volunteer illiterate) to state: “I witnessed the information and consent process and
confirm that the above named participant consented of free will”

Signature Date of
signature
Print name and
surname
n
Time of Signature or thumb print (24 hour clock): "
Signature of study staff taking consent
Signature Date of
signature

Print name and
surname

Signature

Print name

Date

IC2 v5_13" February 2008 _English Version

Page 2 of 2



MDP 301 — Informed Consent Female Social Science (ICFSS) Version 5 13

™ February 2008

Date of visit (dd/mm/vvvy)
Site name: AFRICA CENTRE — SOUTH AFRICA / /
Screening number: Initials: Year of Birth: Trial number:
Microbicides Development Programme Trial 301 (MDP 301)
Protocol version (2.0)
Informed Consent Female Social Science
PLEASE CIRCLE THE CORRECT ANSWER
1 | Has the Social Science component of the MDP 301 trial been explained to YES NO
you and have you been given an Information Sheet for Social Science
Female Participants dated February 2008?
2 | Have you received enough information about the social science component? YES NO
3 | Do you agree to participating in the social science component of the trial by YES NO
completing a coital diary and participating in in-depth interviews at different
times during the trial?

If ‘NO’ to any of the above the volunteer is ineligible for the social science component

but this will not affect her participation in the trial
Signature/Thumbprint of volunteer

Signature or
thumb-print

Date of
signature

Print name and
surname

Signature of witness (if volunteer illiterate) to state: “l withessed the information and consent process and
confirm that the above named participant consented of free will”

Signature

Date of
signature

Print name and
surname

Tick box if participant is illiterate and refuses to have witness present:
Signature of study staff taking consent

Signature Date of
signature
Print name
Signature Print name Date

ICFSS v5_13" February 2008_English Version
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MDP 301 — Informed Consent MALE— ICM

Version5 13 " February 2008

Date of visit (dd/mm/vvvv)
Site name: AFRICA CENTRE — SOUTH AFRICA / /
Trial number: Initials: Year of Birth:
Microbicides Development Programme Trial 301 (MDP 301)
Protocol version (2.0)
Informed Consent Male IDI
PLEASE CIRCLE THE CORRECT ANSWER
1 | Has the MDP 301 trial been explained to you and have you been given a YES NO
Male Participant Information sheet dated February 2008?
2 | Have you received enough information about the trial? YES NO
3 | Do you agree to being interviewed about your experiences with your YES NO
partner participating in this study?

If ‘NO’ to any of the above the volunteer is ineligible for the study

Signature/Thumbprint of volunteer

Signature or
thumb-print

Date of
signature

Print name and
surname

Signature of witness (if volunteer illiterate) to state: “I witnessed the information and consent process and
confirm that the above named participant consented of free will”

Signature

Date of
signature

Print name and
surname

Tick box if participant is illiterate and refuses to have witness present:

Signature of study staff taking consent

Signature Date of
signature
Print name
Signature Print name Date

ICMIDI_v5_13™ February 2008_English Version

Page 1 of 1



MDP 301 — Informed Consent Female FGD - ICFFGD

Version 5 13 " February 2008

Date of visit (dd/mm/vvvy)
Site name: AFRICA CENTRE — SOUTH AFRICA / /
Screening number: Initials: Year of Birth: Trial number:
Microbicides Development Programme Trial 301 (MDP 301)
Protocol version (2.0)
Informed Consent Female Participant FGD
PLEASE CIRCLE THE CORRECT ANSWER
1 | Has the MDP 301 trial been explained to you and have you been given a YES NO
Female Participant Focus Group Discussion Information sheet dated
February 2008?
2 | Have you received enough information about the trial? YES NO

3 | Do you agree to participate in a focus group discussion about your YES NO
experiences and knowledge of microbicides?
If ‘NO’ to any of the above the volunteer is ineligible for the FGD

Signature/Thumbprint of volunteer

Signature or Date of

thumb-print signature

Print name and

surname
Signature of witness (if volunteer illiterate) to state: “I witnessed the information and consent process and
confirm that the above named participant consented of free will”

Signature Date of

signature

Print name and

surname
Tick box if participant is illiterate and refuses to have witness present:
Signature of study staff taking consent

Signature Date of

signature

Print name

Signature Print name Date
ICFFGD_v5_13™ February 2008_English Version Page 1 of 1



MDP 301 — Informed Consent Community FGD - ICCFGD Version5 13 ™ February 2008
(dd/mm/vvvy)
Site name: AFRICA CENTRE — SOUTH AFRICA / /
Date of visit:
Study number: Initials: Year of Birth:
Microbicides Development Programme Trial 301 (MDP 301)
Protocol version (2.0)
Community Focus Group Discussion Informed Consent
PLEASE CIRCLE THE CORRECT ANSWER
1 | Has the MDP 301 trial been explained to you and have you been given an YES NO
MDP 301 Information sheet on Community Focus Group Discussions dated
February 2008?
2 | Have you received enough information about the trial? YES NO
3 | Do you agree to participate in a focus group discussion about your views and YES NO
knowledge of microbicides?
If ‘NO’ to any of the above the volunteer is ineligible for the focus group
Signature/Thumbprint of volunteer
Signature or Date of
thumb-print signature
Print name and
surname
Signature of witness (if volunteer illiterate) to state: “I withessed the information and consent
rocess and confirm that the above named participant consented of free will”
Signature Date of
signature
Print name and
surname
Tick box if participant is illiterate and refuses to have witness present:
Signature of study staff taking consent
Signature Date of
signature
Print name and
surname
Signature Print name Date
ICCFGD_v5_13" February2008_English Version Page 1 of 1
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MDP 301 IN-DEPTH INTERVIEW GUIDE FOR WOMEN version 5 16 October 2005

Site

Interviewer Date: / / Screening number: Trial number:

INSTRUCTIONS

1.

8.

This interview is linked to the CRF and the CD and is intended  to find out about sexual behaviour, gel and condom use, opinions about the trial and
acceptability of its procedures, unders  tanding of consent, etc. Butitis also intended to check the accuracy of resp  onses to these topics in the CRF and the
CD.

If the respondent had sex during the  week before her clinic visit (i.e. the period covered by question 6 on the long CRF) , discuss the topics below in relation
to that week. If she did not have sex in that week, then ask her about the four weeks before her clinic visit (i.e. the peri  od covered by question 7 on the long
CRF). You will have to adjust some of th e questions depending on whether the particip ant had a partner in the last week or the  last four weeks (i.e. whether
she filled in Q6 or Q7 on the sexual behaviour CRF).

MAKE SURE THAT THE PERIOD YOU DISCUSS WITH THE PARTICIPANT MATCHES THE PERIOD COVERED ON THE LAST CRF

Explain that you want to discuss some of the topics already covered in the CRF, but that you want to discuss them more informal ly and in greater detail.

There are two levels of questions:

# Research guestions : the questions that we as MDP researchers want to get answers to.

Interview guestions : the questions that you as interviewer could ask respondents in order to get answers to the research questions.

Instructions/suggestions to interviewer are in italics.
The interview schedule is divided into three columns.

The left-hand column __ contains the research questions, interview questions and instru  ctions. The interview questions are suggestions for getting ans wers
to the research questions. Because the interv  iew is open and in-depth, much of this wi Il be improvised and depend on how the interview actually goes in
practice.

The middle column_is for questions for which there is likely to be a yes/no answer, or similar simple answer.

The right-hand column__is for summarising the answers. These should be summaries of the research guestion, NOT of the individual interview questions
These summaries should be more than just ye s/no, but not longer than a few sentences of  bullet points. They do not need to be d etailed, as we have the
details on the tape. The summaries and yes/no answers ca n be filled during the interv  iew, or immediately after.

The interview should be tape-rec orded if the participant agrees.



MDP 301 IN-DEPTH INTERVIEW GUIDE FOR WOMEN version 5 16 October 2005

Site Interviewer Date: / / Screening number: Trial number:

INTRODUCTION

Here you need to establish exactl y when the respondent’s last clinic visit was and make sure that  she is aware that this interview is about
the week before that clinic visit  (or the four weeks before, if she didn’t have sex in that week).

When did the participant last have sex? In the last week In the last 4 weeks More than 4 weeks ago

GEL ACCEPTABILITY

Yes MAIN REASONS

1. Is the gel generally acceptable?

ALet the respondent to talk  about her experience with
the gel. You should cover the following points:

X What do you think of the gel? Do you like it? Why/why not? No

What do you like/not like about it? Were there any problems
using the gel? If so, tell me about them.

X Was it easy or difficult to  insert? Was it convenient or
inconvenient to use? Why?

x Where do you store the gel? Unclear

X Have you notice any symptoms (e.g. discharge, irritation) that
you associate with the gel? Tell me about them.

x Does using the gel have any effect on your sexual enjoyment. If
so, what kind of effect? Does this relate to dry/wet sex?

x Do you think the gel affected your partner(s)’ enjoyment of sex;
and if so how?




MDP 301 IN-DEPTH INTERVIEW GUIDE FOR

Site Interviewer

GEL AND CONDOM USE

WOMEN version 5

owe: |/

Screening number:

16 October 2005

Trial number:

2. How many times did she have sex during the last week
(four weeks)? How many times did she use the gel and
condoms during this period? And what were her reasons
for this behaviour?

AGet the respondent fo ta |k about sex, gel and
condom use in the last week (four weeks). Make
sure she remembers the definition of “sex act”
that was used in the CRF.

X How often did you have sex in the last week/four weeks
before the last clinic visit?

x Did you use gel in the week/four weeks before the last
clinic visit?

x If so how often? If not why not?

x Did you use a condom in the week/four weeks before
the last clinic visit?

x If so how often? If not why not?

x How frequently did you use both condom and gel
together?

X How often did you have sex without using either
condom or gel?

x If you didn’t always use the gel, why not?

X When exactly did you insert the gel (how long before
sex)?

No. of sex acts
*

No. of times BOTH gel &
condom used

*

No. of times ONLY gel used

No. of times ONLY condom
used

No. of times NOTHING used

*NB If these numbers are
not the same, then you
should note reasons in the
column on the right

MAIN REASONS FOR NOT USING GEL

MAIN REASONS FOR NOT USING CONDOM

HOW LONG BEFORE SEX DID SHE INSERT THE GEL




MDP 301 IN-DEPTH INTERVIEW GUIDE FOR WOMEN version 5

Site Interviewer Date: / /

Screening number:

16 October 2005

Trial number:

Consistent
3. Was reporting of gel and condom use consistent between CRF,
CD and IDI?
ACompare what she has just told you with what she Some

answered on the CRF and in the coital diary. If there

are any discrepancies, explore the reasons for these.

inconsistency

Major
inconsistency

TYPE OF INCONSISTENCY

MAIN REASONS FOR INCONSISTENCY




MDP 301 IN-DEPTH INTERVIEW GUIDE FOR WOMEN version 5

16 October 2005

Site Interviewer Date: / / Screening number: Trial number:
PARTNERS
No. of SUMMARY
4. How many partners and what kind of partners did she have sex with partners
during the last week (four weeks)?
AEExplain that you need some more details about partners
and frequency of sex in orde r to understand gel use.
X Are you in a long-term stable relationship?
x Did you have other partners during the week/four weeks before
the last clinic visit? If so, how many different partners?
X How often did you have sex with each of these partners in the
week/four weeks before the last clinic visit?
X On which of these occasions did you use gel/condom?
Consistent TYPE OF INCONSISTENCY
5. Was reporting of numbers and types of partners consistent
between CRF, CD and IDI?
ACompare what she has just told you with what she Some
answered in section 2 above, on the CRF, and in the CD. inconsistency
If there are any discrepanc ies, explore the reasons. MAIN REASONS FOR INCONSISTENCY
Major
inconsistency




MDP 301 IN-DEPTH INTERVIEW GUIDE FOR WOMEN version 5 16 October 2005

Site Interviewer Date: / / Screening number: Trial number:
Partner SUMMARY
6. What is the nature and extent of partner involvement? involved?
X What do you think about women involving their partners in Yes
decisions about using such products? Is this good or bad?
x Do you and your partner(s) discuss things relating to sex, such
as whether to use a condom? If not, why not? If so, tell me how
that works.
X Have you told your partner(s) that you are using the gel? No
Why/why not?

AE If she had more than one partner and only told some
of them, find out who she did and did not tell, and
explore the reasons.

AE If she didn’t tell them,  did they find out? Try and
find out what she told them.

X How did your partner(s) respond when you told him?
X How supportive was he/were they?
x Does he influence whether/how the gel and condoms are used?

x Does your partner(s) know that you have been keeping a coital
diary? Why/why not? If only some partners, why those?




MDP 301 IN-DEPTH INTERVIEW GUIDE FOR WOMEN version 5

Site Interviewer Date: / /

VAGINAL PRACTICES

Screening number:

16 October 2005

Trial number:

7. What post-sex vaginal washing practices did she engage in during
the week/4 weeks before her last clinic visit?

AE You could introduce this by discussing hygiene practices
relating to sex in the community generally. Then focus on
the respondent herself and try and find out whether she
washes inside her vagina after sex. Probe for details

about frequency and when exactly she does this.

X What sort of vaginal hygiene practices are common in this
community?

x Do you wash inside your vagina after sex? How long after?
x If so, when, what do you use, why do you do it?
ACompare what she tells you with what she answered on

the CRF and entered in th e CD. If there are any
discrepancies, explore the reasons.

Practices?

Yes

No

KINDS OF PRACTICES

8. Has she inserted anything into her vagina (excluding
water/fingers/tampon) during the week/4 weeks before her last clinic
visit?

x Do you ever insert anything (excl uding water/fingers/tampon) into
your vagina? If so, what/when/why?

x Did you do this in the week (four weeks) before the last clinic
visit? If so, what/when/why?

Yes

No

SUMMARY




MDP 301 IN-DEPTH INTERVIEW GUIDE FOR WOMEN version 5 16 October 2005

Site Interviewer Date: / / Screening number: Trial number:

SEXUAL PRACTICES

Yes SUMMARY
9. Did she have sex while menstruating during the last 4 weeks?
X Is it common to have sex during menstruation?
x Do you do this? No
x If so, did you do this in the last 4 weeks?
AECompare what she has just told you with what she
answered on the CRF and in th e coital diaries. If there
are any discrepancies, explore the reasons.
Anal sex SUMMARY
10. Did she have anal sex during the last 4 weeks, and if so, did she Y—
use a condom? €s
AETell the respondent that some people practise anal sex. N
x Do you think that anal sex occurs in this community?
x Do you ever practise anal sex? Condom
x If so, did you do so in the four weeks before your last clinic visit? Yes
x If so, did you use a condom?
AECompare this to the coital diary. Probe about any No
/nconsistencies.




MDP 301 IN-DEPTH INTERVIEW GUIDE FOR WOMEN version 5 16 October 2005

Site Interviewer Date: / / Screening number: Trial number:

DIARY ACCEPTABILITY

Yes SUMMARY
11. Are the coital diaries acceptable and feasible?

X What did you think of the CDs?
X Was it easy/difficult to keep? If difficult, why? No
x  Did your partner(s) know you were keeping it?
x If yes, what was their response? If no, why not?
AEIf some knew and some didn’t, explore.

X How accurate do you think the diary data is?

CONSENT AND INFORMATION PROCEDURE

NB These questions will be asked in deta il in the first interview. In subseque nt interviews they will be adjusted.

Aere you should explore ho w much the respondent has
retained from the informed consent process, in
particular the three critical  points that were emphasised
auring screening.




MDP 301 IN-DEPTH INTERVIEW GUIDE FOR WOMEN version 5

Site Interviewer Date: / /

Screening number:

16 October 2005

Trial number:

12. Does she know that the gel may not prevent the transmission of
HIV, STDs, and that it may not prevent pregnancy?

X Why are you participating in this study?

AEHere you should probe to find out whether the
reimbursement is a motive for participation.

X What do you think about the gel? What do you think the gel is for?
Why is it being tested?

X Do you think it protects you in any way against HIV or other
diseases?

X If so, how/to what extent?
X Do you think you can become pregnant while using the gel?

AEIf she knows that the gel may not protect against HIV
and pregnancy:

X How do you know that the gel may not protect against HIV and
pregnancy?

Yes

No

SUMMARY

13. Does she know that that the correct and consistent use of
condoms protects against HIV and STDs?

X What sort of things can you do to prevent yourself getting infected
with HIV?

X Do you think that condoms protect against HIV?

Yes

No

SUMMARY

10
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16 October 2005

Site Interviewer Date: / / Screening number: Trial number:
14. Has she been using condoms more or less More REASONS
frequently compared to before she was using gel?
X When you think about the period before you started
using the gel, would you say that you used condoms Less
more or less than you do now?
X What are the reasons for this?
Same
SUMMARY
15. Does she know that she will have to stop using gel if she becomes
pregnant?
Yes
X At the beginning, what did they tell you would be the reasons for
not being able to continue using the gel?
X What do you think will happen if you become pregnant during the
trial? No
X Do you think you can continue using the gel if you become
pregnant?

11
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Site Interviewer Date: / / Screening number: Trial number:

ACCEPTABILITY OF PROCEDURES

Generally SUMMARY
16. How acceptable are the trial procedures generally? acceptable
X Do you have any problems with the gel?
X Have you experienced any side effects that you associate with the
gel? Partly
acceptable
X Do you have a problem with clinical procedures (HIV test, medical
exams)?
X Is the study too demanding in terms of time?
X Are there family demands, work/employer demands, partner Not
demands? Tell me about them. acceptable

X s it difficult keeping appointments (time and day of the week,
accessibility from home/ work, trav el difficulties, change in
location of accommodation or work)? If so, tell me about it.

X Do you have problems with the way the data are collected? If so
what are these?

X How accurately do you think you were able to answer the gel,
condom and sexual behaviour questions in the CRF?

X Have you experienced any discrimination because of participating
in this study? If so, how?

X What sort of things would cause you to drop out of this study?
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Site Interviewer Date: / / Screening number: Trial number:

RISK PERCEPTION

Yes MAIN REASONS
17. Does she feel at risk of HIV infection?
AEProbe to find out whether she feels at risk of HIV
Infection and, if so, why she feels at risk.

No

x Do you feel at risk of getting HIV/AIDS?
x If so why?

Don’t know
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Site Interviewer Date: / / Screening number: Trial number:

REASONS FOR DROP-OUT/DEFAULT (for participants who drop-out/default)

MAIN REASONS

18. Why did she drop out/default from the study?

AEXxplain to the respondent that , while she had the right to
withdraw from the study at an y time, we are interested in
finding out her reasons, so that we can learn from them and
improve proceaures.

X Why did you drop out of the study?

AExplore her reasons.

AEThe questions under 1 and 15 are also relevant here.

IMPORTANT . Here you need to confirm partner involvement. If the woman had agreed to her partner being interviewed, you
must now ask her:

X whether she still agrees

X whether she has asked her partner, and if so, whether he agreed

X if she still agrees but has not yet asked him, whether she can do so.

14
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Site Interviewer Date: / / Screening number: ID:
INSTRUCTIONS

1. THIS INTERVIEW IS TO BE CONDUCTE D WITH MALE PARTNERS OF WOMEN WHO HAVE AGREED TO THIS AND WHO HAVE OBTA  INED AGREEMENT FROM THESE PARTNERS.

2. ITIS LINKED TO THE WOMAN'S IDI, CRF AND CD , SO BEFORE DOING THIS INTERV  IEW YOU MUST MAKE SURE THAT  THE WOMAN HAS INFORMED HER ~ PARTNER THAT
SHE HAS BEEN KEEPING A CD AND THAT THE INTERVIEWER WILL ALREADY HA VE KNOWLEDGE ABOUT THEIR SEXUAL BEHAVIOUR, CONDOM USE, ETC.

3. YOU MUST ALSO MAKE SURE THAT YOU DO NOT REVEAL ANY INFORMATION THAT THE WOMAN MAY NOT WANT HER PARTNER TO KNOW ABOUT (E.G. REGA RDING
EXTRAMARITAL PARTNERS). IF IN DOUBT, CHECK THIS WITH THE WO MAN BEFORE INTERVIEWING HER PARTNER.

4. Ifthey had sex during the  week before her clinic visit (i.e. the period covered by question 6 on the long CRF), discuss the topics below in relation to that  week. If they did not
have sex in that week, then ask him about the  four weeks before her clinic visit (i.e. the period covered by question 7 on the long CRF). You will have to adjust some of the
questions depending on whether they sex in the last week or the last four weeks (i.e. whether she filled in Q6 or Q7 on the sex ual behaviour CRF).

5.  MAKE SURE THAT THE PERIOD YOU DISCU  SS WITH THE PARTICIPANT MATCHES THE PERIOD COVERED ON HIS PARTNER’S LAST CRF

6. Explain that you want to discuss some of the topics already di  scussed with his partner, but that you want his views as well.

7. There are two levels of questions:

# Research guestions : the questions that we as MDP researchers want to get answers to.
Interview guestions _: the questions that you as interviewe r could ask respondents in order to get answers to the research questions.

8. Instructions/suggestions to  interviewer are in italics.

9. The interview schedule is divided into three columns.

The left-hand column __ contains the research questions, interview questions and instructions. The interview questions are suggestions for getting ans wers to the research
guestions. Because the interview is open and in-depth, much of th  is will be improvised and depend on how the interview actually  goes in practice.

The middle column _is for questions for which there is likely to be a yes/no answer, or similar simple answer.

The right-hand column__is for summarising the answers. These should be summaries of the research guestion, NOT of the individual interview questions . These summaries
should be more than just yes/no, but not longer than a few senten ces of bullet points. They do not need to be detailed, as we have the details on the tape. The summaries
and yes/no answers can be filled during the interview, or immediately after.

10. The interview should be tape-recorded if the participant agrees.
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Site Interviewer Date: / /

GEL ACCEPTABILITY

25 September 2005

Screening number:

1. Is the gel generally acceptable to him?

AGet the respondent to talk about his  experience with th e gel. You should

cover the following points:

X What do you think of the gel? Do you like it? Why/why not? What do you like/not like
about it? Have you experienced any problems using the gel? If so, which?

X Have you noticed any symptoms (e.g. irritation) that you associate with the gel? If
so, tell me about them.

x Does using the gel have any effect on your sexual enjoyment? If so, what kind of
effect? Does this relate to dry/wet sex?

X Have you told anyone about your partner participating in the study (friends,
relatives); and if so, what was their reaction?

X What was your reaction when you first heard about the study and the gel? How did
you respond to your partner when she told you?

Yes

No

MAIN REASONS

2. Was the gel acceptable to his partner?

AEGet the respondent to tell you  about how he thinks his partner

experienced the gel. You shou Ild cover the following points

X What does your partner think of the gel? Does she like it? Why/why not? What does
she like/not like about it? Has she had any problems using the gel? If so, tell me
about them.

x Do you think she has had any symptoms (e.g. irritation) that she associated with the
gel? Tell me about them.

X Do you think the gel affects your partner’s enjoyment of sex; and if so how? Does
this relate to dry/wet sex?

Yes

No




MDP 301 IN-DEPTH INTERVIEW GUIDE FOR MEN

Site Interviewer

version 5

owe: |/

GEL AND CONDOM USE

25 September 2005

Screening number: ID:

3. How frequently and consistently did his partner use the gel
and condoms during the week/four weeks before her last clinic
visit? And what were her reasons for this behaviour?

AHGet the respondent to ta Tk about sex, gel and
condom use in the last week.

X How often did you have sex with your partner in the week/4
weeks before her last clinic visit?

x Did your partner use gel when you had sex together?
X If so how often? If not, why not?

x Did you use a condom in the last week/four weeks before
the last clinic visit?

x If so how often? If not, why not?

X How frequently did you use both condom and gel
together?

X How often did you have sex without using either condom
or gel?

x If she didn’t always use the gel, why not?

X How accurately do you think you were able to answer
these questions?

No. of sex acts
*

No. of times BOTH gel &
condom used

*

No. of times ONLY gel used

No. of times ONLY condom
used

No. of times NOTHING used

*NB If these numbers are
not the same, then you
should note reasons in the
column on the right

MAIN REASONS FOR NOT USING GEL

MAIN REASONS FOR NOT USING CONDOM
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Site Interviewer

version 5

owe: |/

25 September 2005

Screening number: ID:

4. Was reporting of gel and condom use consistent between what
he told you and what his partner reported?

AHCompare what he has just told you with what his
partner answered. If there are any discrepancies,
explore the reasons for these.

Generally
consistent

Some
inconsistency

Major
inconsistency

TYPE OF INCONSISTENCY

MAIN REASONS FOR INCONSISTENCY
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Site Interviewer

PARTNER INVOLVEMENT

version 5

owe: |/

25 September 2005

Screening number:

5. What was the nature and extent of his involvement?

X What do you think about women involving their partners in
decisions about using such products? Is this good or bad? Do
you think that men should always be involved? To what
extent?

x Do you and your partner discuss things relating to sex, such as
whether to use a condom? If not, why not? If so, tell me how
that works.

X When did your partner tell you that she was using the gel?
X How did you respond when she told you?
x Did you support her or did you disagree?

x Do you influence whether/how the gel and condoms are used?

Involved?

Yes

No

SUMMARY
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Site Interviewer

SEXUAL PRACTICES

version 5

owe: |/

25 September 2005

Screening number:

Yes SUMMARY
6. Did they have sex while his partner was menstruating during the 4
weeks prior to her last clinic visit?
X Is it common to have sex during menstruation?
x Do you do this? N
(0]
x If so, did you do this in the last week/four weeks before the last
clinic visit?
_ _ _ . Anal sex SUMMARY
7. Did they have anal sex during the 4 weeks prior to her last clinic Y—
visit, and if so, did they use a condom? €s
AETell the respondent that some people practise anal sex. N
x Do you think that it occurs in this community?
x Do you ever practise anal sex? If so, have you done so during the Condom
four weeks before your partner’s last clinic visit? Y—
es
AECompare this to the data from the partner and probe
about any inconsistencies. No
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Site Interviewer Date: / /

DIARY ACCEPTABILITY

25 September 2005

Screening number:

8. Are the coital diaries acceptable and feasible?

X What do you think of your partner keeping a CD? Is this
acceptable? If not, why not? (Probe to find out whether he finds
this threatening)

X What did you think when you first heard that your partner was
keeping/going to keep a CD? How did you respond?

x Do you think your partner entered all sex acts, and details of gel
and condom use in the CD? How accurate do you think the diary
data is?

x If she did not enter everything, or did not enter accurately, why
not?

Yes

No

SUMMARY

CONSENT AND INFORMATION PROCEDURE

Aere you should explore how much the respondent
passed on to her partner about the informed consent
Process, in particular:
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Site Interviewer

version 5

Date: /

/

25 September 2005

Screening number:

9. Does he/his partner know that the gel may not prevent HIV/STD
transmission or pregnancy?

X Why did your partner agree to participate in this study?
X What do you think the gel is for? Why is it being tested?

X Do you think it protects your partner or yourself in any way
against HIV or other diseases?

X If so, how/to what extent?
X Do you think your partner can become pregnant while using the

gel?

AEIf he knows that the gel may not protect against HIV
and pregnancy:

X How did you find out that the gel may not protect against HIV and
pregnancy?

Yes

No

10. Does he/his partner know that that the correct and consistent use
of condoms protects against HIV & STDs?

X What sort of things can you do to prevent yourself getting infected
with HIV?

X Do you think that condoms protect against HIV?

Yes

No

SUMMARY
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Site Interviewer

version 5

Date: /

25 September 2005

Screening number:

11. Have they been using condoms more or less
frequently compared to before they used gel?

X When you think about the period before you start
using the gel, would you say that you used condg
more or less than you do now?

x What are the reasons for this?

ed
DMS

More

Less

Same

REASONS




MDP 301 FOCUS GROUP DISCU SSION TOPIC GUIDE FOR WO  MEN version 1 18 April 2005

Site Facilitator Nateer: Venue: Date/ / No.

INSTRUCTIONS

1.

This FGD covers the same topics as the IDI.  Itis intended to collect more general in  formation on these topics from a wider gro  up of trial
participants who are not being interviewed.

Explain that you want to discuss some of the topics already covered individually in the CRF, but that you want to discuss them more informally
and get the views of women more generally.

The FGD should be tape-recorded if the participants agree.
There are two levels of questions:

# Research guestions : the questions that we as MDP researchers want to get answers to.

Interview guestions _: the questions that you as interviewer could ask respondents in order to get answers the research questions.

Instructions/suggestions to  interviewer are in italics.
The FGD guide is divided into three columns.

The left-hand column __ contains the research questions, FGD questions and instructions. The FGD questions are suggestions for getting the
discussion going. Much will depend on how the discussion develo ps, and the facilitator will have to ensure that at the end the research
guestions have been answered.

The middle column s for questions for which there is likely to be consensus and a clear response from the group.

The right-hand column__is for summarising the themes. These should be summaries of the general issues raised in connection with the
research question, NOT responses of individual women in resp onse to particular points or questions . These summaries should be more than
just yes/no, but not longer than a few sentences of bullet points. They do not need to be detailed , as we have the details on the tape. The
summaries and yes/no answers can be filled during the FGD by the assistant.




MDP 301 FOCUS GROUP DISCU SSION TOPIC GUIDE FOR WO  MEN version 1 18 April 2005

Site Facilitator Nateer:

GEL ACCEPTABILITY

Venue:

vae] |

No.

1. Was the gel generally acceptable?

AHGet the participants discu  ss their experiences with
the gel. You should cover the following points.

X What do they think of the gel? What do they like and what don’t
they like? Reasons? What sort of problems have arisen from
using the gel (e.g. symptoms, inconvenience of use, problems
with partners)?

x Does using the gel affect on sexual enjoyment. If so, how?
X What do male partners think about the gel?

X Where do they store the gel? What problems have they
encountered relating to storage?

Yes

No

MAIN REASONS FOR AND AGAINST
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Site Facilitator Nateer: Venue: Date/ / No.

GEL AND CONDOM USE

Generally MAIN REASONS FOR USING GEL
2. How frequently do they use gel and condoms when use both
having sex. What are the reasons?

AHGet the participants to  discuss the use of

gel and condoms, focusing on: Generally

MAIN REASONS FORNOT USING GEL
use only gel

x Do they always use both gel and condom? If not
get them to discuss the reasons.

X What role do partners play in this?

generally use
only condom| MAIN REASONS FOR USING CONDOM

Generally
use neither

MAIN REASONS FORNOT USING CONDOM
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Site Facilitator Nateer: Venue: Date/ / No.
PARTNERS
Partners SUMMARY
3. What is the nature and extent of partner involvement? generally
supportive?

X What do they think about women involving their partners in
decisions about using such products? Is this good or bad? Yes

x Do they discuss things relating to sex, such as whether to use
a condom with their partners? Explore reasons.

X Have they told their partners that they are participating in the
trial/using the gel? Explore reasons.

No

X How did their partners respond? How supportive have they
been?

X To what extent do partners influence whether/how the gel and
condoms were used? What do they think about this influence?

X Have they told their partners that they are keeping a coital
diary? Explore the reasons. How have partners responded to
this?
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Site Facilitator Nateer: Venue: Date/ / No.

VAGINAL PRACTICES

Are KINDS OF PRACTICES
4. What kind of post-sex vaginal washing practices do they engage practices
2 common?
AEYou could introduce this by getting the particjpants to Yes
discuss hygiene practices relating to sex in the
community generally. Then ge t them to focus on their
own practices such as washin g inside the vagina after
sex. Probe for details about frequency and when exactly No
they do this.
Do they SUMMARY
5. Do they insert anything into the vagina (excluding generally
water/fingers/tampon)? insert
AEYou could introduce this by getting the particjpants to things?
discuss whether the insertion of herbs, efc. is common in
their community. Then get them to focus on their own Yes
practices such as inserting he rbs, etc. in relation to
ary/wet sex, etc.
No
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Site Facilitator Nateer: Venue: Date/ / No.
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Site Facilitator Nateer: Venue: Date/ / No.

SEXUAL PRACTICES

Common SUMMARY
6. Do they sometimes have sex while menstruating? How common is among FGD

His? participants

AEFind out whether it is common for women to have sex Yes

aduring menstruation in this community. Probe to find out

whether they do this, and if so try to get some idea of

frequency. If it is not commo n, what are the reasons?
AE The probing will have to be adjusted to what is locally No

considered acceptable.

Does occur SUMMARY

7. Do they ever have anal sex? among FGD

] ] o ] participants
AEFind out whether anal sex is common in this community.

Probe to find out whether they  ever do this, and if so Yes
try to get some idea of frequency. If it occurs, why?
AEThe probing will have to be adjusted to what is locally

considered acceptable.

No
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Site Facilitator Nateer: Venue: Date/ / No.
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Site Facilitator Nateer: Venue: Date/ / No.
CONSENT AND INFORMATION PROCEDURE

8. How much have they retained from the informed consent process,
in particular the three critical points that were emphasised during
screening:

AE You will need to probe this by asking them open
questions

All SUMMARY
9. Do they know that the gel may not prevent HIV transmission or

pregnancy?

X Why are they participating in the trial? Some
AEHere you should also probe to find out whether the

reimbursement is a motive for participation.

X What do they think about the gel? What do they think the gel is None
for? Why is it being tested?

X Do they think it protects against HIV or other diseases? How /to
what extent?

X Do they think the gel also prevents pregnancy?

All SUMMARY
10. Do they know that that the correct and consistent use of condoms

protects against HIV?

Some
X What sort of things do they think they can do to prevent
themselves getting infected with HIV?

None
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Site Facilitator Nateer:

Venue:

Date/

/

No.

X Do they think that condoms protect against HIV?

11. Did they know that participation in the study would involve
answering sensitive questions about sexual activity, having an HIV
test, and being told her HIV test result?

X At the beginning, what were they told about what they would have
to do in the study?

X Did the HIV test come as a surprise?

X Were they surprised when they were asked about sexual partners
and condom use?

All

Some

None

SUMMARY

10
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vae] |

Site Facilitator Nateer: Venue: No.
ACCEPTABILITY OF PROCEDURES
Generally SUMMARY
12. How acceptable are the trial procedures generally? acceptable
X Do they have any problems with the gel?
X Have they experienced any side effects that they associate with
the gel?
Partly
X What do they think of the clinical  procedures (HIV test, medical acceptable
exams)?
X Is the study too demanding in terms of time?
X Are there family demands, work/employer demands, partner
demands? Not
acceptable

X s it difficult keeping appointments (time and day of the week,
accessibility from home/ work, trav el difficulties, change in
location of accommodation or work)? If so, probe.

X What do they think about the way the data are collected?

X How accurately do they think they were able to answer the gel,
condom and sexual behaviour questions in the CRF?

X Have they experienced any discrimination because of
participating in this  study? If so, how?

X What do they like and dislike about this study?

11
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Site Facilitator Nateer: Venue:

Date/

/

No.

12
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Site Facilitator Nizteer: Venue: Date: / / M/W No.

INSTRUCTIONS

1. This FGD is intended to collect more general information abou t the trial from community members who are not participating in th e trial.
2. Explain that you want to get their opinion on a st  udy that is being carried out in their community.

3. The FGD should be tape-recorded if the participants agree.

4. There are two levels of questions:

# Research guestions : the questions that we as MDP researchers want to get answers to.

Interview guestions _: the questions that you as interviewer could ask respondents in order to get answers to the research questions.

5. Instructions/suggestions to  interviewer are in italics.
6. The FGD guide is divided into three columns.

x The left-hand column _ contains the research questions, FGD questions and instructions. Much will depend on how the discussion develops,
and the facilitator will have to ensure that at the end the research questions have been answered.

x The middle column is for questions for which there is likely to be consensus and a clear response from the group.

X The right-hand column __is for summarising the themes. These should be summaries of the general issues raised in connection with the
research question and the bullet-point questions in the left-hand column, NOT responses of individual participants in response to particular

points or questions . These summaries should be more than just yes/no, but not longer than a few sentences of bullet points. They do not
need to be detailed, as we have the details on the tape. The summaries and yes/no answers can be filled during the FGD by the a ssistant.

7. This guide can be used for communi ty FGDs with both men and women
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Site Facilitator Nizteer: Venue: Date: / / M/W No.
MDP TRIAL

Most heard of SUMMARY
1. Have they heard about the MDP trial? If so what have they trial

heard? What do they think about the trial? Are they generally
positive or negative about it?

AASkK the participants whet her they have heard of
MDP? Get them to tell you wh at they have heard, and | Some heard of
fo discuss their experiences and opinions relating to trial
MDRP. In particular probe about rumours that may be
circulating in the community about the trial.

AEIf they do not know abou t important aspects of the
trial or the product, you may have to inform them and No one heard
then probe for their opinions. How you do this will of trial
depend on the level of kn owledge and the direction
the discussion takes, and will have to be improvised to
a large extent.

X How much to they know about the trial (i.e. as a research
project)? Why is this research being conducted in their
community? What do they think about research being carried
out in their community? Is this good or bad? For what
reasons?
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Site Facilitator Nizteer: Venue: Date: / / M/W No.

X Have they heard complaints or rumours about the study? If so, Gen_erally
probe. Are there any other rumours relating to research or positive
health issues? If so, probe.

X Why do they think some women are participating in this trial

and others are not?
Generally

X Are they generally positive or negative about the trial? neutral

Generally
negative

Mixed views
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Site Facilitator Nizileer:

Venue: Date: / / M/W No.

THE GEL

What do they think of the gel?

X What do they think of the gel? How much do they know about
it? What do they think it is for?

x Do they think the gel protects against HIV? Explore the
reasons for the response.

x Do they think it prevents pregnancy?

x Do they think that women should keep its use secret, or
should they tell their partners? What are the reasons?

x Do they see HIV/AIDS as a problem in their community? Do
they think a product like this will help to reduce HIV in their
community? If not, how can HIV be reduced?

x Probe to find out their views on condoms. Do they protect
against HIV? If not, why not?

Generally
positive

Generally
neutral

Generally
negative

Mixed views
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Date: / /

Site Facilitator Niatleer: Venue: M/W No.
PARTNER INVOLVEMENT
Involvement SUMMARY

2. What are participants’ views on women involving their partners in good
decisions relating to sexual matters?
X What do they think about women involving their partners in Involvement

decisions about sexual issues generally and using such products bad

in particular? Is this good or bad? a

x Do they discuss things relating to sex, such as whether to use a
condom with their partners? Explore reasons. Is this good or bad?

X To what extent do partners influence whether/how condoms are
used? What do they think about this influence.

Mixed views
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Site Facilitator Niatieer: Venue: Date: / / M/W No.
VAGINAL PRACTICES
Are SUMMARY
3. Are post-sex vag'inal Washin'g practices common in this practices
community? What kind of practices are there? common?
AE You could introduce the topic by explaining that this is Yes
important in relation to test  ing the gel. You may need to
give some more explanation about the trial here. You
could start by getting them to discuss general hygiene
practices in the community. Th en get them to focus on No
practices relating to sex. Probe for details about
frequency and when ex actly they do this.
Do they SUMMARY
4. How common is it for women to insert anything into the vagina generally
(excluding water/fingers/tampon)? insert
. : - s things?
AEYou could introduce this by getting the particjpants to
discuss whether the insertion of herbs, etc. is common in Yes

their community (e.g. in relation to dry/wet sex, etc.).

No
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Site Facilitator Niatieer: Venue: Date: / / M/W No.
SEXUAL PRACTICES

Common SUMMARY
5. How common is sex during menstruation in this community?
AEFind out whether it is common for women to have sex Uncommon
auring menstruation in this community. Probe to get
some idea of frequency. If it is not common, what are
the reasons? Doesn't
AEThe probing will have to be adjusted to what is locally happen
considered acceptable.
Common SUMMARY

6. How common is anal sex in this community?

AEFind out whether anal sex occurs, and if so whether it is
common in this community. Probe to find out how Uncommon
common. Do certain kinds of people engage in anal sex?
Probe to find out which kinds of people.

AEThe probing will have to be adjusted to what is locally Doesn’t
considered acceptable. happen




AppendixF. Case report forms (CRFs)

a DemOographiC CRE...... .o 81
b Sexual behaviour 1 screening CRFE..........cooiiiiiiiiiee e 90
c Sexual behaviour 2 enrolment CRE............oiiiiiiiiii e 94
d Sexual behaviour 4 clinical CRE...........ccooiiiiiiii e 102

80



MDP 301- SCREENING — DEMOGRAPHICS CRF - D1

Version 1 December 2005

Site Name: Africa Centre - South Africa

Screening number: Initials:

Date of visit: (DD/MM/YYYY)

[ ]

Interviewer: read the questions to the volunteers verbat
unless it is indicated that you read out each answer to th

im and allocate the correct answer from the selection,
e volunteer as well. Boxed type is instructions to the

interviewer. Type in italics is  to be read to the volunteer.

Section 1: Personal details

1 Usuku

lokuzalwa
Date of birth

[ ]

DD/MM/YYYY

Noma iminyaka (uma
usuku lokuzalwa
lungaziwa)

Or age (if DOB not known)

2 Yiluphi ulimi olukhulumayo ekhaya?
What language do you speak at home?

3 Ukhonza kuliphi isonto/lyiphi
inkonzo ongaphansi kwayo?
What religion do you belong to?
UngumKristu (oyiProtestani)
Christian (protestant)

UngumKristu (oyiKhatholika)

Christian (catholic)

UyiSeventh day Adventist
Seventh day adventist

UngumKristu (ongachaziwe)
Christian (unspecified)

Inkolo yesintu
Traditional African

UngumKristu ozelwe kabusha
Born again Christian

UyiMuslim UyiHindu

Muslim Hindu

UyiSayoni KwaShembe

Zionist Shembe

KoFakazi bakaJehova Akukho

Jehovah's witness None

Okunye
Other Chaza (Specify)
Signature Print Name Date

D1 vl _December2005_Zulu&English version Page 1 of 9




MDP 301- SCREENING — DEMOGRAPHICS CRF - D1

Version 1 December 2005

Site Name: Africa Centre - South Africa
Screening number: Initials:

Date of visit: (DD/MM/YYYY)

[ ]

Section 2: Education and sources of income

“Manje ngizokubuza imibuzo ethize emayelana  nezinga lemfundo yakho nokuthi imali engena
emndenini wakho itholakala kanjani. Lolulwazi aluyukusetshenziselwa okunye ngaphandle kokuba

lube nomthelela ekucubunguleni imiphumela yalolucwaningo. Sifuna ukubona ukuthi abantu
abayingxenye yalolucwaningo kulelizwe bayafana yini nabangenele lolucwaningo kwamanye

amazwe.”

“l am now going to ask you some questions about your level of education and what sources of income there are coming into
your household. This information will not be used for any other reason than to contribute to the results of the study. We want
to see if people taking part in the study in this country are similar to people taking part in other countries.”

4 Yiliphi izinga eliphezulu lemfundo owalithola?
What is the highest level of education you gained?

Ngaya esikoleni kodwa angigedanga izinga
eliphansi
Went to school but did not complete primary

Angigedanga eSekhondari

Incomplete secondary

Angigedanga esikhungweni semfundo

ephakeme
Incomplete tertiary

Angithandi ukuphendula

Refused to answer

Alikho
None

Ngageda izinga eliphansi
Completed primary

Ngageda eSekhondari

Completed secondary

Ngageda imfundo ephakeme
Completed tertiary

Angigedanga esikhungweni
semfundo ephakeme kodwa

ngafundela umsebenzi
Incomplete secondary but some
vocational training

5a Ungasichaza kanjani isimo sakho somsebenzi? Ngigashwe ngokugcwele
How would you define your employment status? Employed full time 0Q. 5¢c
Ngibambe itoho 0Q. 5¢c Ngingumfundi
Employed part time Student/scholar
Ngisafuna Angivumi ukuphendula
umsebenzi Declined to answer
Work seeker
Angiqashiwe Ngihlala ekhaya
Unemployed Housewife
Sengampesha
Retired
Okunye Chaza (specify)
Other
5b Ngonyaka odlule, ukhona umsebenzi owawuwenza? Yebo
During the past year did you do any kind of work? Yes
Cha 0Q.6
No
Signature Print Name Date
D1 vl _December2005_Zulu&English version Page 2 of 9



MDP 301- SCREENING — DEMOGRAPHICS CRF - D1

Version 1 December 2005

Date of visit: (DD/MM/YYYY)
Site Name: Africa Centre - South Africa
Screening number: Initials: / /
5c Chaza kafishane nhgomsebenzi okuyiwona owenzayo noma owawuwenza.

Describe briefly the main type of work or job that you do/did.
Interviewer tick the answer most relevant to the description — make sure to only tick other if the

participant’s work does not fit into any of the categories.

Umsebenzi ongafundelwa

wamandla
Unskilled manual

Ukulima izitshalo

Crop farming

Ukudayisa/ukwenzela

abanye umsebenzi othile
Sales/services

Umsebenzi

wasekhaya/endlini
Household/domestic

Ukudoba ~ Ukufuya
Fishing Livestock rearing
Ukukhigiza izinto
Manufacturing
Okunye .

Otr)ller Chaza (Specify)
5d Ikuphi kulokhu okulandelayo Ngihola njalo Ngiyazisebenza
okuwuchaza kangcono umsebenzi Regular paid Self-employed
wakho? Ngiyitoho Ngihola ngesitokwe

Which of the following best describes your
employment?

Casual labourer

Paid per piece

Angiholi nhlobo Okunye
Unpaid Other
Chaza (Specify)
5e Wenzeka/wawenzeka Ekhaya Emzini womgashi

kuphi lomsebenz? [beka
uphawu kukho konke
okuyikho]

Where did/does this work take

Family's dwelling

Emgwagweni
On the street

Employer's house

Esitolo/emakethe/endlwaneni

yokuthengisela
Shop/market/kiosk

place? [tick all that apply] Efemini

Industry/factory Emabhlathini/epulazini/

Kwezokwakha/ezimayini/ N enlgag'”'

enkwalini antation/rarm/garaen

Construction/mine/quarrying Okunye

sites Other

Chaza (Specify)
Signature Print Name Date

D1 vl _December2005_Zulu&English version Page 3 of 9




MDP 301- SCREENING — DEMOGRAPHICS CRF -D1 Version 1 December 2005
Date of visit: (DD/MM/YYYY)

Site Name: Africa Centre - South Africa

Screening number: Initials: / /

Section 3: Housing and household

"Manje sengizokubuza imibuzo ethile mayelana nomndeni wakho. Uma sikhuluma ngomndeni sisho izindlu
ugobo lwazo, nabantu bonke abayingxenye yalomuzi, kubala wena nabo bonke abahlala kuwo (abomndeni
nezihlobo). Kungaba yindlu eyodwa noma izindlu ez iningi kodwa kungezomndeni owodwa, noma ngabe
lezizindlu zingasondelene. Umndeni wakhiwe igembu labantu, imvamisa abayizihlobo, abahlanganyelayo
ekucazeleni abanakho futhi bavame nokudla ndawonye".

"l am now going to ask you some questions relating to your household. By household we mean the physical and social unit in whic h you
live (either by yourself or with family and relatives). This could be a house or a compound consisting of different buildings t hat belong
together, even though they may not be very close together. A household consists of a group of people, usually relatives, who sh are
resources and regularly share meals."
6 Ubani ongathi uyinhloko yomndeni? Yimina
Who would you say is the head of your Self 0Q.8
household?
Uphathina Ingane yakwethu
Partner Sibling 0Q.7a
Ingane Umakoti/umkhwenyana 00.7a
Child Daughter/Son in law '
Umzali Umamezala/ubabezala 0Q.7a
Parent Mother/Father in law
Ezinye izihlobo Umshana (wesilisa/wesi 0Q.7a
Other relative fazane)

Niece/Nephew

Chaza (Specify)

Omunye 0Q.7a
Other
We would like to ask you some questions about the head of the household you have just identified.

7a Ungasichaza kanjani isimo somsebenzi wenhloko Ugashwe ngokugcwele

yomndeni? Employed full time 0Q.7c
How would you define the head of household's employment status?
Uyitoho 0Q.7c Umfundi
Employed part time Student/scholar

Ufuna umsebenzi

Work seeker Uyengaba ukuphendula

Declined to answer

Akagashiwe . .
Unemployed Owesifazane ongasebenzi
Housewife
Usewampesha A .
Retired ngazi
Don't know
Okunye Chaza (specify)
Other
Signature Print Name Date

D1 vl _December2005_Zulu&English version Page 4 of 9



MDP 301- SCREENING — DEMOGRAPHICS CRF - D1

Version 1 December 2005

Site Name: Africa Centre - South Africa
Screening number: Initials:

Date of visit: (DD/MM/YYYY)

[ ]

7b Onyakeni odlule ngabe inhloko yekhaya ukhona yini Yebo
umsebenzi eke yawenza? Yes
During the past year did the head of household do any kind of work?
Cha 0Q.8
No
Angazi 0Q.8
Don't know
7c Chaza kafishane okuyiwona msebenzi obalulekile inhloko yekhaya evame ukuwenza noma eyake yawenza.
Describe briefly the main type of work or job the head of household does/did.
Interviewer tick the answer most relevant to the description — make sure to only tick ‘ other’ if the
work does not fit into any of the categories
Umsebenzi ongafundelwa Ukudayisa/ukwenzela
wamandla abanye umsebenzi othile
Unskilled manual Sales/services
Ukulima izitshalo Umsebenzi
Crop farmi wasekhaya/endlini
p farming i
Household/domestic
Ukudoba
Fishing . Ukau.ya
Livestock rearing
Angazi C
Don't know Ukukhigiza izinto
Manufacturing
Okunye _
OﬁYer Chaza (specify)
7d Ikuphi kulokhu okulandelayo Ukukhokhelwa Uyazisebenza
okuwuchaza kangcono umsebenzi ngazozonke Self-employed
owenziwa inhloko yalomuzi? izikhathi
Which of the following best describes the Regular paid
head of household's employment? .
Itoho Ukhokhelwa ngesitokwe
Casual labourer Paid per piece
Akakhokhelwa Angazi
Unpaid Don't know
Chaza (Speci
Okunye (Specity)
Other
Signature Print Name Date
D1 vl _December2005_Zulu&English version Page 5 of 9



MDP 301- SCREENING — DEMOGRAPHICS CRF - D1 Version 1 December 2005

Date of visit: (DD/MM/YYYY)
Site Name: Africa Centre - South Africa

Screening number: Initials: / /

7e Ikuphi lapho Endlini yasekhaya Emzini womgashi
wawuwenzela khona Family's dwelling Employer's house
noma lapho osebenzela
2 . . .
khona? [beka uphawu Emgwagqweni Esitolo/emakethe/endaweni
kukho konke okuylkhona] On the street encane yokudayisela
Where d!d/does this work take Shop/market/kiosk
place? [tick all that apply]
Embonini/efemini Ehlathini lokutshalwa/
Industry/factory epulazini/engadini
Plantation/farm/garden
Ezindaweni Angazi
zezinkontileka/emayini/ Don't know
Enkwalini
Construction/mine/quarrying
sites
Okunye Chaza (specify)
Other
8 Zingaki izindlu emzini wakho ezisetshenziselwa Yisho inombolo yazo
ukulala? List number

How many rooms in your household are used for sleeping?

Noma ubeke uphawu lapha

uma ungafuni ukuphendula
or tick if declined to answer

9 Bangaki abantu abalala emzini wakho? Isho inombolo yabo
How many people usually sleep in your household? List number

Noma ubeke uphawu lapha

uma ungafuni ukuphendula
or tick if declined to answer

10 Uhlobo luni lomuzi ohlala kulo? Endlini yomkhandlu
What type of housing do you stay in? wedolobha

Council house

Indlu osayikhokhela ibhondi Endlini okhokha kuyo irenti

Bonded house Rented house

Efulethini osalikhokhela ibhondi Efulethini okhokha kulo irenti

Bonded flat Rented flat

Ekamelweni elingaphakathi noma Emjondolo

elingaphandle kwendlu Informal dwelling

Room inside/outside house

Okunye
Other Chaza (specify)

Signature Print Name Date

D1 vl _December2005_Zulu&English version Page 6 of 9



MDP 301- SCREENING — DEMOGRAPHICS CRF - D1

Version 1 December 2005

Date of visit: (DD/MM/YYYY)
Site Name: Africa Centre - South Africa

Screening number: Initials: / /
10a Izindonga zendlu yakho Ngezitini zikasimende Ngamasoyi
zakhiwe ngani? Cement brick Mud brick

5

What are your walls made of*~ Ngothayela Ngowatela
Iron sheets nokuphahlekwa/ngezintingo

Ngamapulangwe
Wood

Amatshe nosimende
Stones and cement

Wattle and daub/mud and sticks

Notshani
Grass

Ngama-prefab
Prefabricated

Amatshe nodaka

Okunye Stones and mud
Other
Chaza (Specify)
10b Lwakhiwe ngani uphahla lwakho? Ukhethe Utshani/umhlanga/amakhasi
What is your roof made of? Zinc/lron sheets kabanana /ngoqwalo
Ngama-tiles Grass/reeds/banana leaves/bamboo
Tiles

Ngo-asbestos

Asbestos
Okunye Chaza (Specify)
Other
10c Lakhiwe ngani Amapulangwe angenziwe lutho Umbhlabathi/udaka/isihlabathi/
iphansi? Bare wood planks ubulongwe
What is your floor . . . Earth/mud/sand/dung
made of? Parquetllpulang\_/ve ehphohshwe_iyo
Parquet/polished wood/wood tiles
Umata oyivinyl/imicwana Usemende/ukhonkolofisitini
yeasphalt Cement/concrete/brick
Vinyl/asphalt strips
U- carpet Amatiles ayiceramic/iterrazo
Carpet Ceramic tiles/terrazo
Okunye
Other
Chaza (Specify)
11 Ikuphi lapho nivamise ukuthola khona amanzi okuphuza emndenini njengamanje?
What is currently the most often used source of drinking water in your household?
1lla Ikuphi enikusebenzisa kakhulu ukwenza umlilo wokupheka?
What is the main fuel you use for cooking?
Signature Print Name Date
D1 vl _December2005_Zulu&English version Page 7 of 9




MDP 301- SCREENING — DEMOGRAPHICS CRF - D1

Version 1 December 2005

Site Name: Africa Centre - South Africa

Date of visit: (DD/MM/YYYY)

Screening number: Initials:

[ ]

12 Ubani ongumnikazi wendlu/wekhaya Uphathina Imina
lapho uhlala khona? Partner Self
Who owns the house/place that you live in?
Umnikazi ndawo Owakwethu
ozimele Sibling
Private landlord
Umezali/abasemzini Uhulumeni/umkhandlu
Parent/parent-in-law Government/council
Esinye isihlobo Uyengaba ukuphendula
Other relative Declined to answer
Inkampani
Company
Okunye Chaza (Specify)
Other
13 Umndeni wakho unakho yini lokhu okulandelayo: {beka uphawu olulodwa kulokho nalokho
okuyimpendulo okusohlwini}
Does your household have: [tick one answer for each item]
Ugesi Yebo Cha
Electricity Yes No
Cha
Umsakazo Yebo No
A radio Yes
Cha
Umabonakude Yebo No
A television Yes
Cha
Ucingo Yebo No
A telephone Yes
Cha
Isigandisi/ifiliji Yebo No
A refrigerator Yes
Cha
I-personal computer Yebo No
A personal computer Yes
Cha
Umshini wokuwasha Yebo No
A washing machine Yes
Signature Print Name Date
D1 vl _December2005_Zulu&English version Page 8 of 9




MDP 301- SCREENING — DEMOGRAPHICS CRF - D1 Version 1 December 2005

Date of visit: (DD/MM/YYYY)
Site Name: Africa Centre - South Africa

Screening number: Initials: / /

14 Ukhona yini oyilungu lomndeni wakho onalokhu: [beka uphawu olulodwa kuleyo naleyo
mpendulo] Does any member of you household own: [tick one answer for each item]
Ibhayisikili Yebo Cha
A bicycle Yes No
. . Cha
Isithuthuthu /noma isikuta Yebo NoO
A motorcycle or motor scooter Yes
Cha
Imoto Yebo No
A car Yes
) ) veb Cha
Imbongolo noma ihashi €bo No
A donkey or horse Yes
Cha
Izimvu noma izinkomo Yebo No
Sheep or cattle Yes
Section 4- Access to resources
15 Kulezizinyanga eziyi-12 ezedlule, ngabe wena nanoma iliphi ilungu lomndeni wakho Yebo
nike nanikezwa yini incwajana ngudokotela yokuyothenga umuthi awungumileyo Yes
kodwa anangakwazi ukuwuthola ngoba ningakwazanga ukuwukhokhela?
In the last 12 months, have you or any member of your household been prescribed medicine that you
didn't obtain because you couldn't pay for it?
Cha
No
Uyengaba ukuphendula

Declined to answer

16 Imali oyingenisayo emndenini ingakanani uma
uyighathanisa naleyo umyeni/uphathina wakho N/A
ayingenisayo?
How does the amount of money you bring into the household Ngingenisa imali enkulu kunaye
compare with what your husband/partner contributes? | bring in more than him

Ungenisa enkulu kuneyami
He brings in more than me

Singenisa imali ecishe ilingane
We bring in about the same

Interviewer code:

Comments

Signature Print Name Date

D1 vl _December2005_Zulu&English version Page 9 of 9



MDP 301- SCREENING — SEXUAL BEHAVIOUR CRF - SB1 Version 1 September 2005

Nate of Visit (DD /MM /YYYY):

[/

Site Name: AFRICA CENTRE — SOUTH AFRICA

Screening Number: Initials:

Interviewer: read th e questions to the volunteer v erbatim and allocate the correc t answer from the
selectio n, unless it is indicated that  you read ou t each answer to the v olunteer as well. Boxed t ype is
the instructions to the interv  iewer. Type in italics is to be read to the v olunteer.

Sicela uphe ndule lemibuzo ngo kuc ophelela ng oba izim pendulo zayo zibaluleke ka khulu emiphumeleni
yalolucwa ningo. Khumb ula ukuthi ul wazi os inike za lona luzo gcinwa luyi mfihlo futhi
luyose tshe nziselwa k uphela izinjong o ezigond ene nalolucwa ningo.

Please try t 0 answer t hese question s accuratel y as th e answers to t hem are very imp ortant to the outcome of the study.
Remember that the information you give us is confi dential and will o nly be used for the purposes of this s tudy.

Section 1 : Family planning

1 Njengamanije zikhona yini izindlela zokuhlela umndeni Yebo 0 Q.1a
ozisebenzisayo? Yes
Are you currently using any method of family planning? Cha 0 Q. 1b
No
la  Uma kunguyebo,yiziphi kulezizindlela ezilandelayo
ozisebenzisayo? Natural/rhythm 00Q.2
If yes, which of the following methods are you using?
[Tick all that appl Y]
Pills Foam/jelly/spermicide 00Q.2
Diaphragm Injectable Nur-Isterate 00Q.2
Injectable Depo-Provera Injectable other (specify 00Q.2
below if possible)
IUCD
Norplant implant 00Q.2
Condom (male or female)
Traditional vaginal 00.2
Traditional oral
Traditional other (specify 00Q.2
Sterilisation below if possible) '
Other °Q.2
Specify
1b  Uma kungu cha, kungani ingekho indlela oyisebenzisayo Uyancelisa
yokuhlela umndeni? Breastfeeding
If no, why are you not using any method of family planning?
Signature: Print Name: Date:

SB1_v1_Sept2005_Zulu Version Page 1 of 4



MDP 301- SCREENING — SEXUAL BEHAVIOUR CRF - SB1

Version 1 September 2005

Site Name: AFRICA CENTRE — SOUTH AFRICA

Screening Number:

Initials:

Nate of Visit (DD /MM /YYYY):

/

/

Ufuna ukukhulelwa
Wanting to become pregnant

Usukhulile awusayi esikhathini

Awusayi ocansini
Not sexually active

Menopause Sewavala inzalo (wena noma
uphathina wakho)
Okunye Sterilised (participant or partner)
Other
Chaza
Specify
2 Zingaki izinsuku esezedlulile kusukela osukwini Iwakho lokugala lokuya esikhathini kulokhu kuya

kwakho esikhathini okwedlule?

How many days ago was the first day of your last menstrual period?

[List number, 99 if more than 3 months or 00 if menstruating now]

2a  Lokhukuya kwakho esikhathini

kwakungesikhathi owawusilindele yini?
Was this period when you expected it to be?

Yebo

Yes

Cha
No

Section 2 : Sexual ac tivity and condo m use

Interviewer: please sp end sometime ensuring tha t the volunteer under stands what is termed by a sex
act: one se x actis “p enetrativ e vaginal sex tha t may or may not end up with ejaculation. ”

Also- do n't forget to pro be for EXA CT NUMBERS.

“Manje s engizokubu za mayelana nokw enza kwakho ucansi n okuse benzisa kwakho amakhondom u.

Sicela uphe ndule ngok weginiso ngo ba izimpend ulo zakho zibaluleke ka khulu emiphumeleni
yaloluc waningo.”

“I'am no w going to ask you about your sexual activity and condom use. Ple ase answer accuratel y as the re spons es are very

impor tant to the stud y resul ts.”

3 Njengamanje unaye yini uphathina wesilisa oya naye

ocansini?

Do you currently have a male sexual partner?

Yebo

Yes

Cha
No

0Q.5

be cohabi ting or non-c ohabiting.

Ensure th at the v olunteer unders tands what we mean by each cate gory of partn er.

1) Long -term stable par tners include some/most of the follo wing ch aracteristics : official marriage,
tradition al marriage, brid e price paid, man kno wn and acc epted by woman’s family , have children
toge ther, liv e toge ther, long-term rel ationship, man prov ides regular fina ncial/material suppor t, may

2) Other par tners) includ es all partne rs who do n ot fit into the first ca tegory above.

Signature:

Print Name:

Date:

SB1_v1_Sept2005_Zulu Version

Page 2 of 4



MDP 301- SCREENING — SEXUAL BEHAVIOUR CRF - SB1 Version 1 September 2005

Site Name: AFRICA CENTRE — SOUTH AFRICA

Nate of Visit (DD /MM /YYYY):

[/

Screening Number: Initials:
Luhloboluni lukaphathina onaye Osekughutshekwe isikhathi eside nizwana
njengamanje? naye noma nabo (1 noma ngaphezulu)
What type of partner do you currently have? Long-term stable partner (1 or more)
[Tick all that apply]
Ezinye izinhlobo zomagondana(1 noma
ngaphezulu)
Long-term stable partner (1 or more)
Zingaki izinsuku ezedlulile ugcinile 1 (lokhu 2 (kuthangi)
ukuya ocansini? kumbandakanya 2 (the day before yesterday)
How many days ago did you last have sex? izolo, yi|0busuku
bayizolo,

nanamhlanije)
1 (includes yesterday,
last night and today)

3 4

5 6
7

1-4 amasonto

1-4 weeks

ngaphezu

kwamasonto awu 4
more than 4 weeks

Uyisebenazisile yini ikhondomu ngesikhathi ogcine Yebo

ngaso ukwenza ucansi? Yes
Did you use a condom the last time you had sex?
Cha
No
Wawuneminyaka emingaki mhla uya ocansini okokugala Ngaphansi kweninyaka
ngqa? ewu 15
How old were you the first time you had sexual intercourse? Less than 15 years
15 iminyaka kuya ku 19 weminyaka Iminyaka ewu 20 noma
15to 19 years ngaphezu|u
20 years or older
angikaze ngiye ocansini
never had sexual intercourse Uyengaba ukuphendula
Declined to answer
Section 3 : Pregnan cy test
Signature: Print Name: Date:
SB1_v1_Sept2005_Zulu Version Page 3 of 4




MDP 301- SCREENING — SEXUAL BEHAVIOUR CRF - SB1

Version 1 September 2005

Site Name: AFRICA CENTRE — SOUTH AFRICA

Nate of Visit (DD /MM /YYYY):

[ ]

Screening Number: Initials:
8 Has urine sample been collected for Yes
pregnancy test?
No

8a Why not?

Not indicated in protocol schedule
Not clinically indicated

Not possible to obtain urine specimen

Other
(specify )
Interviewer code
Signature: Print Name: Date:
SB1_v1_Sept2005_Zulu Version Page 4 of 4




MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB2 Version 1 September 2005

Date of visit: DD/MM / YYYY
Site name: Africa centre — South Africa

Screening number: Initials: / /

Interviewer: read th e questions to the volunteers verbatim an d allocate th e correc t answer from th e

selectio n, unless it is indicated that  you read ou t each an swer to the v olunteer as well. Boxed type is

instructions to the interv iewer as well. Type in italics is to be read to the v olunteer.

Sicela uzam e ukuphe ndula lemibuzo ngokuco phelela ngoba i zimpendulo zayo zibalul eke kakhulu
emiphumele ni yalolucwa ningo. Khu mbula ukuth i ulwazi osinikeza lona lu zogcin wa luyimfihlo futh i
luyose tshe nziswa k uphe la ngezinjon go eziqon dene nalolucw aningo.

Please try t 0 answer t hese question s accuratel y as th e answers to t hem are very imp ortant to the outcome of the study.
Remember that the i nformation you give us is confi dential and will o nly be used for the purposes of this s tudy.

Section 1 : Family planning

1 Njengamanije ikhona yini indlela yokuhlela umndeni Yebo 0 Q.1a
oyisebenzisayo? Yes
Are you currently using any method of family planning? 0 Q.1b
Cha
No
la Uma kungu yebo, yiziphi kulezizindlela ezilandelayo
ozisebenzisayo? Natural/rhythm 0Q.2
If yes, which of the following methods are you using?
[Tick all that apply]
Pills Foam/jelly/spermicide 0Q.2
Diaphragm Injectable Nur-Isterate 0Q.2
Injectable Depo-Provera Injectable other (specify 00Q.2
below if possible)
IUCD
Norplant implant 0Q.2
Condom (male or female)
Traditional vaginal 00Q.2
Traditional oral
Traditional other (specify 00Q.2
Sterilisation below if possible)
Other °Q.2
Specify
1b  Uma kungu cha, kungani ingekho indlela oyisebenzisayo Uyancelisa
yokuhlela umndeni? Breastfeeding

If no, why are you not using any method of family planning?

Signature: Print Name: Date:
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MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB2 Version 1 September 2005

Date of visit: DD/MM / YYYY
Site name: Africa centre — South Africa

Screening number: Initials: / /

Ukufuna ukukhulelwa Angisayi ocansini
Wanting to become pregnant Not sexually active

Ukukhula angisayi esikhathini

Menopause Sengavala inzalo (wena noma
umagondana wakho)
Okunye Sterilised (participant or partner)
Chaza
Specify

2 Zingaki izinsuku esezedlule emveni kosuku lwakho lokugala lokuya esikhathini kulokhu kuya
kwakho esikhathini okwedlule?
How many days ago was the first day of your last menstrual period?
[List number, 99 if more than 3 months or 00 if menstruating now]

2a  Lokhukuya kwakho esikhathini Yebo
kwakungesikhathi owawusilindele yini? Yes
Was this period when you expected it to be?
Cha
No

Section 2 : Sexual ac tivity and condo m use

Interviewer: please spe nd some time ensuring tha t the volunteer under stands what istermed by a
sex act: one sex actis “p enetrative vaginal sex tha t may or may not end with ejaculation ”

Also — don't forget to pro be for EXACT NUM BERS

“M anje seng izokubu za mayelana n okwenza kwakho ucansi n okuse benzisa kwak ho amakhondom u.
Sicela uphe ndule ngok weginiso ngo ba izimpend ulo zakho zibaluleke ka khulu emiphumeleni
yalolucwa ningo.”

“lam no w goin g to ask yo u about y our s exual activity and condom use. Ple ase answer acc urately as the re spons es are very
impor tant to the stud y resul ts.”

3 Zingaki izinsuku ezedlulile wagcina 1 2 (kuthangi)
ukwenza ucansi? (lokhu kuxuba 2 (the day before yesterday)
How many days ago did you last have sex? izolo, yilobusuku
bayizolo,

nanamhlanije)
1 (includes yesterday,
last night and today)

Signature: Print Name: Date:
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MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB2 Version 1 September 2005

Date of visit: DD/MM / YYYY
Site name: Africa centre — South Africa
Screening number: Initials: / /
3 4 00Q.4
5 6 0Q.4
7 0Q.4
1-4 amasonto 00Q.7
1-4 weeks
Ngaphezu 0Q.9
kwamasonto awu 4
More than 4 weeks
4 Zingaki izikhathi owenze ngazo ucansi esontweni [list number of time or 77 if unsure]
eledlulile?

How many times have you had sex in the last week?

5 Bangaki abantu abehlukene owenze nabo ucansi kulelisonto [list number or 77 if unsure]

eledlulile?

How many different people have you had sex with in the last week?

be cohabi ting or non-c ohabiting.

Ensure th at the v olunteer unders tands what we mean by each cate gory of partn er.

1) Long -term stable par tners include some/most of the follo wing ch aracteristics : official marriage,
tradition al marriage, brid e price paid, man kno wn and acc epted by woman’s family , have children
together, liv e toge ther, long-term rel ationship, man prov ides regular fina ncial/material suppor t, may

2) Other par tners) includ es all partne rs who do n ot fit into the first ca tegory above.

ba Bangaki kulabophathina ababe:

How many of these partners were:

Ophathina abaziwayo
osekughutshwe isikhathi eside

nabo
Long term stable partners

Enye inhlobo yophathina
Other types of partner

question 5 and recti fy if necessary.

Interviewer: check that the total of a nswers giv en in questio n 5a is the s ame as the a nswer given in

Signature: Print Name:

Date:

SB2_v1_Sept2005_Zulu Version
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MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB2 Version 1 September 2005

Date of visit: DD/MM / YYYY

Initials: / /

Site name: Africa centre — South Africa
Screening number:

Interviewer: only fill this table in with participa nts who HAVE had sex in the last 1 week.

6. “Manje ngi zokubu za imibuzo en eminining wane eminingi ma yelana noku sebenzisa kwakho ikhon domu
ngazoz onke izikhathi o ye ngazo ocansini kulelisonto eledlulile.”

“Now | am goin g to ask you some more detaile d qu estions about your co ndom use each time you had sex in the last week.”

Interviewer: each qu estio n (row) refers to a par ticular sex ac t. Go throu gh all columns for the

indiv idual sex act be fore moving on to the nex t row. Write the number corr espondin g to the ans wer
code fo r each column in the box in each cell. Remi  nd the par ticipant abo ut the definition of a ‘sex
act’ and allo w enough time for the p articipan tto carefully consider eac h answer.

Ukuya ocansini
Sex acts

Uphathina
Partner

Ikhond omu
Condom

Ukwenziwa kocansi
kulelisonto eledlulile
Sex acts in the last week

Uhloboluni lukaphathina obuwenza
nalo lolucansi?
What type of partner was this act with?

Uyisebenzisile yini
ikhondomu kulolucansi?
Did you use a condom during
this sex act?

Ama Code 1=uphathina esenighube naye 1=yebo

Codes isikhathi eside 1=yes
1=long-term stable relationship 2=cha
2= enye inhlobo kaphathina 2=no

8=angikhumbuli
8=don’t remember

2=other type of partner,
8=angikhumbuli
8=don’'t remember

1 ucansi olwenze
ekugcineni

last sex act

2 ucansi olungaphambi
kwalolo

sex act before that

3 ucansi olungaphambi
kwalolo

sex act before that

4 njalonjalo.

etc.

5

10

Signature: Print Name: Date:
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7.

MDP 301- ENROLMENT — SEXUAL

BEHAVIOUR CRF — SB2

Version 1 September 2005

Site name: Africa centre — South Africa

Screening number:

Initials:

Date of visit:

[

DD/MM/YYYY

Interviewer: only fill this table in with participa nts who have NOT have sex in the last 1 week but who
HAVE had s ex in the last 4 weeks. You should only fill in one table for ea ch respond ent: eith er 6 or 7

“Manje ngi zokubu za imibuzo en eminining wane eminingi ma yelana noku sebenzisa kwakho ikhon domu

ngaleso nale so sikha thi uy a ocansini kulamason to okugcina a mane (4) edlule. Sicela uphendule
imibuzo ngal okho nalok ho kuya kwakho ocansini. ”

“Now | am going to ask yo u some more detaile d qu estions about your condom use each time you had sex in the last 4 weeks. Please
answer th e question s for each time y ou had sex.”

Interviewer: each qu estio n (row) refers to a par ticular sex ac t. Go throu gh all columns for the
indiv idual sex act be fore moving on to the nex t row. Write the number corr espondin g to the ans wer

code fo r each column in the box in each cell. Remi

act’ and allo w enough time for the p articipan tto carefully consider eac h answer.

nd the par ticipant abo ut the definition of a ‘sex

Ukuya ocansini
Sex acts

Uphathina
Partner

Ikhond omu
Condom

Ukwenziwa kocansi
kulamasonto
okugcina awu- 4
Sex acts in the last 4

Uhloboluni lukaphathina
obuwenza nalo lolucansi?
What type of partner was this act
with?

Uyisebenzisile yini
ikhondomu kulolucansi?
Did you use a condom
during this sex act?

2= other type of partner,
8=angikhumbuli
8=don’t remember

weeks

Ama codes 1= uphathina esenighube naye 1=yebo

Codes isikhathi eside 1=yes
1=long-term sexual relationship, 2=cha
2= enye inhlobo kaphathina 2=no

8=angikhumbuli
8=don’t remember

1 ucansi olwenze
ekugcineni
last sex act

2 ucansi
olungaphambi
kwalolo

sex act before that

3 ucansi
olungaphambi
kwalolo

sex act before that

4 njalonjalo
etc.

5

Signature:

Print Name:

Date:
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MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB2

Version 1 September 2005

Date of visit: DD/MM / YYYY
Site name: Africa centre — South Africa
Screening number: Initials: / /
10
8 Kulamasonto amane (4) okugcina edlule uke walwenza yini ucansi kanti Yebo
usesikhathini? Yes
In the last 4 weeks have you had sex whilst you were menstruating?
Cha
No

Section 3 : Other pro ducts and prac tices

“Abany e besifazane bafaka izinto e zithile ezithw eni zabo zang asese ngenx a yezizathu eziningi,
njengeso kuhlanza inga phakathi lesitho sabo sangasese, noma ukusomisa , noma ukusimatisa

ngaphambi kocan si. Imibuzo elan delayo imayela na nalokhu. ”

“Some wom en insert prod ucts into their v aginas for a vari ety of reasons, such as cleani ng inside the vagina, or drying or
lubrica ting the vagina before sex. The next questio ns are about this”.

9 Kulelisonto eledlule kukhona yini oke wakushutheka esithweni sakho Yebo
sangasese ngaphandle kwesigcobisi salolucwaningo (lokhu kungabali amanzi Yes
noma iminwe)?

In the last week have you inserted anything (excluding water/fingers) into your vagina? Cha 0 Q.10
No
9a Kungani ushutheke lokhu Ukuhlanza isitho Ukumatisa isitho sami
okunye? sami sangasese sangasese
Why did you insert this other thing? To clean the vagina To lubricate the vagina
[Tick all that apply]
Ukomisa isitho sami
sangasese Chaza
To dry the vagina Specify
Okunye
Other
9b Uma kungu yebo, ukwenze kangaki lokhu?
If yes, how many times did you do this?
Ngaphezu kokukodwa ngosuku Kanye ngosuku
If yes, how many times did you do this? Once per day
Ayi nsukuzonke kodwa kungaphezulu kokukodwa Kanye ngesonto
esontweni Once in the week
Less than once per day but more than once in the week
Angikhumbuli
Don’t remember
9c Kungasiphi isikhathi sosuku lapho uvamise Ekuseni Ntambama
ukukwenza lokhu? [Beka uphawu kulokho Morning Afternoon
okuyikho]
What time of day did you normally do this? [tick all that
apply]
Signature: Print Name: Date:
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MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB2

Version 1 September 2005

Site name: Africa centre — South Africa

Screening number:

Initials:

Date of visit:

[

DD/MM/YYYY

Ebusuku
Evening
9d Kunin,uma ughathanisa nesikhathi
sokwenza ucansi lapho uvamise Emveni Ngaphambi kocansi
ukwenza khona lokhu? [Beka uph awu kocansi Before sex
kukho ko nke okuyikho] After sex
When in relation to sex did you normally do this?
[tick all that apply]
Ngesinye nje isikhathi
Some other time
[PROBE FOR MULTIPLE ANSWERS|
9e Wafaka ini? Isihlanzi/isibul U-cream
What did you insert? ali magciwane Creams

Disinfectant

Uvaselina
Vaseline

Amakhambi
Herbs

Okunye
Other

Indwangu eyomile
Dry cloth

Indwangu emanzi

Wet cloth
Ulamula
Lemon
Chaza:
Specify:

nalomkhuba .”

“Some women have anal sex. The next question refers to this practice”.
Inter viewer: spend s ome time making s ure the participa nt und erstands what anal sex is: “p enetrative anal sex that may or may

not e nd with ejaculati on.”

“Aban ye besifaza ne ben za ucansi em botsh eni yangemuv a. Lemibuzo ela ndelayo iphathelene

Interviewer: spend som e time making sure th e participant und erstands what anal sex is : “pene trative
anal sex that ma y or may not end with ejaculation .

10 Uke walwenza yini ucansi embotsheni yendle kulamasonto awu 4 edlule? Yebo
Have you had anal sex in the last 4 weeks? Yes
Cha 0 Q.11
No
10a  Wayisebenzisa yini Njalo nje Isikhathi esiningi
ikhondomu? Always Most of the time
Did you use a condom?

Kwesinye iskhathi Angikaze ngiyisebenzise

Signature: Print Name: Date:
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MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB2 Version 1 September 2005

Date of visit: DD/MM / YYYY
Site name: Africa centre — South Africa

Screening number: Initials: / /

Sometimes Never

Section 4: Pregnancy test

11 Has urine sample been collected for Yebo
pregnancy test? Yes
Cha
No
1lla Why not? [volunteer must not be
enrolled until a negative urine pregnancy Not possible to obtain urine specimen
test has been obtained]
Other
(specify
Interviewer code
Comments
Signature: Print Name: Date:
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MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB4 Version 2 November 2006

Date of visit: DD/MM / YYYY

Site name: Africa centre — South Africa

Screening number: Initials: / /

ISONTO4 ,24 ,40 ,52 final visit procedure

Interviewer: read the questions to the volunteers verbatim and allocate the correct answer from the
selection, unless it is indicated that you read out each answer to the volunteer as well. Boxed type is
instructions to the interviewer. Type in italics is to be read to the volunteer.

"Sicela uzame ukuphendula lemibuzo ngokucophele  la ngoba izimpendulo zayo zibaluleke kakhulu
emiphumeleni yalolucwaningo. Khumbula ukuthi ulwazi osinikeza lona luzogcinwa luyimfihlo futhi

luyosetshenziswa kuphela ngezinjongo ezigondene nalolucwaningo."

"Please try to answer these questions accurately as the answers to them are very important to the outcome of the study.
Remember that the information you give us is confidential and will only be used for the purposes of this study."

Section 1: Family planning

1 Njengamanje zikhona yini izindlela zokuhlela umndeni Yebo 0 Q.1la
ozisebenzisayo? Yes
Are you currently using any method of family planning? 0Q.1b
Cha
No
la Uma kunguyebo, iziphi izindlela ozisebenzisayo? Natural/rhythm
If yes, which methods are you using? 00Q.2
[tick all that apply]
Pills Foam/jelly/spermicide 0Q.2
Diaphragm Injectable Nur-Isterate 0Q.2
Injectable Depo-Provera Injectable other (specify 00Q.2
below if possible)
IUCD Norplant implant 00Q.2
Condon (male or female) Traditional vaginal 00Q.2
Traditional oral Traditional other(specify 00Q.2
below if possible) '
Sterilisation
Specify °Q.2
Other 00Q.2

Signature:

Print Name:

Date:
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MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB4

Version 2 November 2006

Site name: Africa centre — South Africa

Screening number:

Initials:

Date of visit: DD/MM / YYYY

[ ]

1b  Uma kuwu cha, kungani ingekho indlela oyisebenzisayo

yokuhlela umndeni?

If no, why are you not using any method of family planning?

Ukufuna ukukhulelwa
Wanting to become pregnant

Ukukhula angisayi esikhathini

Menopause

Okunye
Other

Uyancelisa
Breastfeeding

Angisayi ocansini
Not sexually active

Sengavala inzalo (noma

uphathina wakho)
Sterilised ( partner)

Chaza
Specify

Zingaki izinsuku esezedlule kusukela osukwini lwakho lokugala lokuya esikhathini kulokhukuya

kwakho esikhathini okwedlule?

How many days ago was the first day of your last menstrual period?
[List number, 99 if more than 3 months or 00 if menstruating now]

2a  Lokhu kuya kwakho esikhathini

kwakungesikhathi owawusilindele yini?
Was this period when you expected it to be?

Yebo
Yes

Cha
No

Section 2: Sexual activity and condom use

Interviewer: please spend some time ensuring that the volunteer understands what is termed by a
sex act: one sex act is “penetrative vaginal sex that may or may not end with ejaculation”

Also — don't forget to probe for EXACT NUMBERS

“Manje ngizokubuza mayelana nokuya kwakho
nokusebenzisa ikhondomu. Sicela uphendule ngokuc

ocansini, ukusebenzisa isigcobisi, kanye
ophelela ngoba izimpendul o zakho zibaluleke

kakhulu emiphumeleni yalolucwaningo.”

“l am now going to ask you about your sexual activity, gel and condom use. Please answer accurately as the responses are
very important to the study results.”

3 Zingaki izinsuku ezedlule

wagcina ukwenza ucansi?
How many days ago did you last
have sex?

1 (lokhu kumbandakanya
izolo, ubusuku bayizolo
nanamhlanje)

1
(includes yesterday, last night
and today

2 (kuthangi)
2
(the day before yesterday)

0Q.4

Signature:

Print Name:

Date:
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MDP 301- ENROLMENT — SEXUAL BEHAVIOUR CRF — SB4 Version 2 November 2006

Date of visit: DD/MM / YYYY
Site name: Africa centre — South Africa

Screening number: Initials: / /

3 4

5 6
7

1-4 amasonto

1-4 weeks

Ngaphezu

kwamasonto awu 4
More than 4 weeks

0Q.4
0Q.4
0Q.4

0Q.7

0Q.9

4 Ulwenze kangaki ucansi kulelisonto eledlule? [List number of times or 77 if unsure]
How many times have you had sex in the last week?

5 Bangaki abantu abehlukene owenze nabo ucansi kulelisonto [List number or 77 if
eledlule? unsure]
How many different people have you had sex with in the last week?

Ensure that the volunteer understands what we mean by each category of partner.

1) Long-term stable partners include some/most of the following characteristics: official marriage,
traditional marriage, bride price paid, man known and accepted by woman'’s family, have children
together, live together, long-term relationship, ma  n provides regular financial/material support, may
be cohabiting or non-cohabiting.

2) Other partners) includes all partners who do not fit into the first category above.

5a Bangaki kulabophathina ababe: Ngabobudlelwane obuginile
How many of these partners were: besikhathi eside.

Long-term stable partners

Abangezinye izinhlobo zophathina
Other types of partner

Interviewer: check that the total of answers given in question 5a is the same as the answer given in
question 5 and rectify if necessary.

Signature: Print Name: Date:
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MDP 301—- CLINICAL FOLLOW UP — SEXUAL BEHAVIOUR CRF — SB4

Version 2 November2006

Site name: AFRICA CENTRE —SOUTH AFRICA

Date of visit:

[

(DD/MM/YYYY)

Screening number:

Initials:

Trial number:

Interviewer: only fill this table in with participants who HAVE had sex in the last 1 week.

6. “Manje sengizokubuza imibuzo enemininingwane eminingi mayelana nokusebenzisa kwakho ikhondomu nesigcobisi ngazo zonke izikhath

esontweni eledlule.”

“Now | am going to ask you some more detailed questions about your condom and gel use each time you had sex in the last week.”

Interviewer: each question (row) refers to a particular sex act. Go through all columns for the individual sex act before moving on to the next row. Write the number

i oye ngazo ocansini

corresponding to the answer code for each column in the box in each cell. Remind the participant about the definitions of a ‘sex act’ and or the two types of sexual partner, allow
enough time for the participant to carefully consider each answer.
Please note that it is important to record the precise order of the sex acts, as this has to be compared with the coital diaries. In order to help you get the order right, there are two
columns on the left of the table. In the first you can note the days or dates on which the participant had sex, to help both you and the respondent to keep track of the sequence.

These days/dates do not have to be filled in; they are for your convenience and will not be entered as data. The second column is to keep track of the sequence of sex acts. You
will need this if you have already filled in a number of sex acts and the respondent then remembers a previous sex at.
NB Do not forget to probe about gel timing.

Usuku/ | Uhlu Izenzo Uphathina Ikhondomu Isigcobisi Izikhathi zokufakwa Ukugezwa kwesitho Izikhathi zokugezwa Ukwaziswa
Idate order zocansi Partner Condom Gel kwesigcobisi sakho sangasese kwaso kukaphathina
Day/ sex acts Gel timing Vaginal Cleaning Washing timing Partner
date informed
Uhlu Ukwenziwa | Uhloboluni Uyisebenzisile Usisebenzisile yini Uma usisebenzisile Uligezile yini Uma usigezile, lokhu Uma
lokwen | kocansi lukaphathina obuwenza | yini ikhondomu isigcobisi isigcobisi, kube ingaphakathi lesitho kwenzeke isikhathi usebenzise
ziwa kulelisonto | nalo lolucansi? kulolucansi? ngaphambi isikhathi esingakanani sakho sangasese esingakanani emveni | isigcobisi,
kocansi | eledlule What type of partner was | Did you use a kwalolucansi? esiphelile usishuthekile | emveni kokwenza kocansi? wamtshela yini
Order of | Sexactsin this act with? condom during Did you use gel before | ngaphambi kocansi? ucansi? (Lokhu If you cleaned, how long | uphathina
sex acts | the last this sex act? this sex act? If you used the gel how kumbandakanya after sex was this? wakho
week long before sex did you nokusebenzisa ngalokhu?
insert it? indwangu eyomile) If you used the
Did you clean inside your gel, did you tell
vagina after sex? (This your partner
about it?
Signature: Print Name: Date:
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MDP 301—- CLINICAL FOLLOW UP — SEXUAL BEHAVIOUR CRF — SB4

Version 2 November2006

Date of visit: (DD/MM/YYYY)
Site name: AFRICA CENTRE —SOUTH AFRICA / /
Screening number: Initials: Trial number:
includes using a dry
cloth)

amaCode 1=uphathina 1=yebo 1=yebo 1=ngaphansi kwe hora | 1=yebo 1=ngaphansi kwehora | 1=yebo

Codes owaziwayo 1=yes 1=yes elilodwa (1) 1=yes elilodwa (1) 1=yes
esenighubeke naye 2=cha 2=cha 1=less than 1 hour 2=cha 1=less than 1 hour 2=cha
isikhathi eside 2=no 2=no 2= ihora elil kuya 2=no 2=ihora elil kuya 2=no
1=long-term stable 8=angikhumbuli | 8=angikhumbuli kwama 3 8=angikhumbuli kwama 2 8=angi
relationship 8=don’t remember | 8=don’t remember 2=1to 3 hours 8=don’t remember 2=1to 2 hours Khumbuli
2=enye inhlobo 3= ngaphezu kwama 3= ngaphezu 8=don't
kaphathina hora ama 3 kwamahora ama 2 remember
2=other type of partner 3= more than 3 hours 3= more than 2 hours 9=angisiseben
8=angikhumbuli 8=angikhumbuli 8=angikhumbuli zisanga
8=don’t remember 8=don’t remember 8=don’t remember 9=didn’t use it

9=angisisebenzisanga 9=angisigezanga
9=didn’t use it 9=didn’t clean

1 ucansi

olwenze

kugcina

1 last sex

act

2 ucansi

olungapha

mbi

kwalolo

2 sex act

before that

3 ucansi

olungapha

mbi

kwalolo

3 sex act

before that

Signature: Print Name: Date:
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MDP 301—- CLINICAL FOLLOW UP — SEXUAL BEHAVIOUR CRF — SB4

Version 2 November2006

Site name: AFRICA CENTRE —SOUTH AFRICA

Date of visit:

/

/

(DD/MM/YYYY)

Screening number:

Initials:

Trial number:

4 njalonjalo
4 etc.

5

10

Signature:

Print Name:

Date:
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MDP 301—- CLINICAL FOLLOW UP — SEXUAL BEHAVIOUR CRF — SB4 Version 2 November2006

Date of visit:

[

Trial number:

(DD/MM/YYYY)
Site name: AFRICA CENTRE —SOUTH AFRICA

Screening number: Initials:

Interviewer: only fill this table in with participants who have NOT had sex in the last 1 week, but who HAVE had sex in the last FOUR WEEKS. You should only fill in one table
for each respondent: either 6 or 7.

7. “Manje sengizokubuza imibuzo enemininingwane eminingi mayela na nokusebenzisa kwakho ikhondomu nesigcobisi ngazo zonke izikhat hi oye ngazo ocansini

kulamasonto amane edlule.”
“Now | am going to ask you some more detailed questions about your condom and gel use each time you had sex in the last four we eks.”

Interviewer: each question (row) refers to a particular sex act. Go through all columns for the individual sex act before moving on to the next row. Write the number
corresponding to the answer code for each column in the box in each cell. Remind the participant about the definitions of a ‘sex act’ and or the two types of sexual partner, allow
enough time for the participant to carefully consider each answer.

Please note that it is important to record the precise order of the sex acts, as this has to be compared with the coital diaries. In order to help you get the order right, there are two
columns on the left of the table. In the first you can note the days or dates on which the participant had sex, to help both you and the respondent to keep track of the sequence.
These days/dates do not have to be filled in; they are for your convenience and will not be entered as data. The second column is to keep track of the sequence of sex acts. You
will need this if you have already filled in a number of sex acts and the respondent then remembers a previous sex at.

NB Do not forget to probe about gel timing.

SB4_v2_Nov2006_Zulu

Page 9 of 17

Usuku/ | Uhlu Izenzo Uphathina Ikhondomu Isigcobisi Izikhathi zokufakwa Ukugezwa Izikhathi Ukwaziswa
idate Order zocansi Partner Condom Gel kwesigcobisi kwesitho sakho zokugezwa kwaso kukaphathina
Day/ Sex acts Gel timing sangasese Washing timing Partner informed
Date Vaginal Cleaning
Uhlu Ukwenziwa Uhloboluni Uyisebenzisile yini | Usisebenzisile yini | Uma usisebenzisile Uligezile yini Uma usigezile, Uma
lokwenzi | kocansi lukaphathina ikhondomu isigcobisi isigcobisi, kube ingaphakathi lokhu kwenzeke usisebenzisile
wa emasontwen | obuwenza nalo kulolucansi? ngaphambi isikhathi esingakanani lesitho sakho isikhathi isigcobisi,
kocansi i amane lolucansi? Did you use a kwalolucansi? esiphelile usishuthekile | sangasese emveni | esingakanani wamtshela yini
Order of adlule. What type of partner condom during this Did you use gel ngaphambi kocansi? kokwenza emveni kocansi? uphathina wakho
sex acts Sex acts in was this act with? sex act? before this sex act? | If you used the gel how ucansi? (Lokhu If you cleaned, how ngalokhu?
the last 4 !ong bgfore sex did you kumbandakanya Iong after sex was If you used the gel,
weeks insert it? nokusebenzisa this? did you tell your
partner about it?
Signature: Print Name: Date:
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Version 2 November2006

Date of visit: (DD/MM/YYYY)
Site name: AFRICA CENTRE -SOUTH AFRICA / /
Screening number: Initials: Trial number:
indwangu
eyomile)
Did you clean inside
your vagina after
sex? (This includes
using a dry cloth)
amaCode 1=uphathina 1=yebo 1=yebo 1=ngaphansi kwehora 1=yebo 1=ngaphansi 1=yebo
Codes owaziwayo 1=yes 1=yes elilodwa (1) 1=yes kwehora elilodwa 1=yes
esenighube isikhathi 2=cha 2=cha 1=less than 1 hour 2=cha 1) 2=cha
eside naye 2=no 2=no 2=ihora eli 1 kuya 2=no 1=less than 1 hour 2=no
kwezocansi 8=angikhumbuli 8=angikhumbuli kwama 3 8=angikhumbuli 2=ihora eli 1 kuya 8=angikhumbuli
1=long-term stable 8=don’t remember 8=don’t remember 2=1to 3 hours 8=don’t remember kwama 2 8=don’'t remember
relationship 3= ngaphezu 2=1to 2 hours 9= angisisebenz-
2=enye inhlobo kwamahora ama 3 3= ngaphezu isanga
kaphathina 3= more than 3 hours kwamahora ama 2 | 9=didn't use it
2=other type of partner 8=angikhumbuli 3= more than 2 hours
8=angikhumbuli 8=don’t remember 8=angikhumbuli
8=don’t remember 9=angisisebenzisanga 8=don’t remember
9=didn't use it 9=angisigezanga
9=didn’t clean
1 ucansi
olwenze
kugcina
1 last sex act
2 ucansi
olungapha
mbi kwalolo
2 sex act
before that
3 ucansi
olungapham
bi kwalolo
3 sex act
before that

Signature:

Print Name:

Date:
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Version 2 November2006

Site name: AFRICA CENTRE —SOUTH AFRICA

Date of visit:

/

/

(DD/MM/YYYY)

Screening number:

Initials:

Trial number:

4 njalonjalo
4 etc.

5

10

Signature:
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Date:
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MDP 301- CLINICAL FOLLOW UP — SEXUAL BEHAVIOUR CRF — SB4 Version 2 November2006

Date of visit: (DD/IMM/YYYY)
Site name: AFRICA CENTRE —SOUTH AFRICA / /
Screening number: Initials: Trial number:
8 Uma ungasisebenzisanga isigcobisi ngaso sonke isikhathi wenza ucansi, kungani?

(tick each that applies)
If you didn’t use the gel every time you had sex, why not? (tick each that applies)

Ngakuthola kulukhuni ukusishutheka isigcobisi Ukungaba kukaphathina
ngokokwakheka komzimba wami Partner opposition

Found it physically difficult to apply the gel
Ngaphelelwa isigcobisi
Ngangingasiphethe isigcobisi Ran out of gel

Didn't have the gel with me
Angisithandanga isishutheki
Angisithandanga isigcobisi Didn't like the applicator

Didn't like the gel

Angilitholanga ithuba lokusishutheka isigcobisi

No opportunity to insert the gel Chaza:
Specify:
Okunye
Other
9 Emasontweni amane edlule, uke wasishutheka yini isigcobisi kodwa wangabe

usaghubeka wenza ucansi?
In the last 4 weeks, did you ever insert the gel and then not proceed to having sex?

Yebo
Yes
Cha 0 Q.10
No
9a Kungezikhathi ezingaki kwenzeka lokhu? List number of times or 77 if not sure
How many times did this happen?
10 Emasontweni amane edlule uke walwenza yini ucansi usesikhathini? Yebo
In the last 4 weeks have you had sex whilst you were menstruating? Yes
Cha 0Q.11
No
10a Uma kungu yebo, usisebenzise kangaki isigcobisi kulesisikhathi Njalo
(kulezizikhathi)? Always
If yes, how often did you use the gel at this (these) times?
Isikhathi esiningi Kwesinye isikhathi
Most of the time Sometimes
Angikaze
Never

Section 3: Other products and practices

Signature: Print Name: Date:
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Version 2 November2006

Site name: AFRICA CENTRE —-SOUTH AFRICA

Date of visit:

[

(DD/MM/YYYY)

Screening number:

Initials:

Trial number:

“Abanye besifazane bafaka izinto
njengokuhlanza ingaphakathi lesitho sabo sanga

ezithile ezithweni zabo zangasese ngenxa yezizathu eziningi,
sese, noma ukusomisa,

ngaphambi kocansi. Imibuzo ela ndelayo imayelana nalokhu”.

“Some women insert products into their vaginas for a variety of reasons, such as cleaning inside the vagina, or drying or
lubricating the vagina before sex. The next questions are about this”.

noma ukusimatisa

11 Kulelisonto eledlule kukhona yini oke wakushutheka esithweni sakho Yebo
sangasese ngaphandle kwesigcobisi salolucwaningo (lokhu kungabali Yes

amanzi/iminwe/itampon)?

In the last week have you inserted anything other than the study gel (excluding Cha
water/fingers/tampon) into your vagina?

No

0 Q.12

[PROBE FOR MULTIPLE ANSWERS|

11a Kungani ukushuthekile lokhu

okunye?

Why did you insert this other thing?

Ukuhlanza isitho

sami sangasese
To clean the vagina

Ukomisa isitho

sami sangasese
To dry the vagina

Okunye
Other

Ukumatisa isitho sami

sangasese
To lubricate the vagina

Chaza
Specify

11b Ukwenza kangaki lokhu?
How many times did you do this?

Ngaphezulu kokukodwa ngosuku

More than once per day

Ayi nsukuzonke kodwa kungaphezulu kokukodwa

ngesonto

Less than once per day but more than once in the week

Kanye ngosuku
Once per day

Kanye ngesonto
Once in the week

Angikhumbuli
Don’t remember
[PROBE FOR MULTIPLE ANSWERS]|
11c Uvamise ukukwenza ngasiphi isikhathi Ekuseni Ntambama
osukwini lokhu? Morning Afternoon
What time of day did you normally do this?
Ebusuku
Evening
[PROBE FOR MULTIPLE ANSWERS|
11d Kunini uma ughathanisa nesikhathi Ngemuva Ngaphambi kocansi
sokwenza kwakho ucansi lapho uvamise kocansi Before sex
khona ukwenza lokhu? After sex

When in relation to sex did you normally do this?

Ngesinye nje isikhathi
Some other time

Signature:

Print Name:

Date:
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MDP 301- CLINICAL FOLLOW UP — SEXUAL BEHAVIOUR CRF — SB4 Version 2 November2006

Site name: AFRICA CENTRE —-SOUTH AFRICA

[

Date of visit: (DD/IMM/YYYY)

Screening number: Initials: Trial number:

[PROBE FOR MULTIPLE ANSWERS]

1le Wafaka ini? Isihlanzifisibu U-cream
What did you insert? lala
magciwane
Disinfectant
Uvaselina Indwangu eyomile
Vaseline Dry cloth
Amakhambi Indwangu emanzi
Herbs Wet cloth
Okunye Ulamula
Other Lemon
Chaza:
Specify:

Interviewer: spend some time making sure the participant understands what annual sex is:
“ukungena kowesilisa embotsheni yangemuva yendle okungenza agcine echithile noma
engachithanga ‘ejaculation’.”

“penetrative anal sex that may or may not end with ejaculation”.

“Abanye besifazane benza ucansi embotsheni yangemuva. Lemibuzo

elandelayo iphathelene nalomkhuba.” Yebo
12 “Some women have anal sex. The next question refers to this practice”. Yes

Uke walwenza yini ucansi lwasembotsheni yendle kulamasonto amane edlule?

Have you had anal sex in the last 4 weeks?

Cha 0 Q.13
No
12a  Wayisebenzisa yini Njalo Isikhathi esiningi
ikhondomu? Always Most of the time
Did you use a condom?
Kwesinye isikhathi Angikaze
Sometimes Never

Section 4: Acceptability

“Manje sengifuna ukukubuza imibuzwana emayelana nokuthi kulula kangakanani ukusisebenzisa
isigcobisi noma ubenezinkinga yini ekusisebenziseni.”

“I now want to ask you some questions about how easy the gel is to use and if you had any problems using it.”

Interviewer: explain that question 13 is about ease of inserting the gel into the vagina and question
14 is about things in the immediate environment that facilitate or hinder gel use such as having
children/partner around, lighting, access to water etc.

Signature: Print Name: Date:
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MDP 301- CLINICAL FOLLOW UP — SEXUAL BEHAVIOUR CRF — SB4 Version 2 November2006

Site name: AFRICA CENTRE —-SOUTH AFRICA

Date of visit: (DD/IMM/YYYY)

[

Screening number: Initials: Trial number:
13 Ukushutheka isigcobisi kwakulula Kwakulula Kwakulula 0 Q.14
noma kwakunzima? kakhulu Easy
Was the insertion of the gel easy or difficult? Very easy
Kwakunzima Kwakunzima kakhulu
Difficult Very difficult
13a Uma kwakunzima/kunzima kakhulu, kwakwenziwa yini?
If difficult/very difficult, why?
Bewukwazi kahle ukusebenzisa isigcobisi
14 ngaphandle kukuvinjelwa yilitho noma kube nezimo Azibanga bikho izimo 0 Q.15
ezikuvimbelayo ukushutheka isigcobisi? ezingivimbayo
Was it convenient or inconvenient to use the gel? Convenient
Zibe khona izimo
eziphazamisile
Inconvenient
14a  Uma ungalitholanga ithuba elifanele, kwakungani?
If inconvenient, why?
Ukusebenzisa kwakho isigcobisi kwenze ucansi
15 lube mnandi kakhulu noma lube mnandi kancane? Kakhulu
Did using the gel make sex more or less enjoyable? More
Kancane
Less
Lwazifanela nje 0 Q.16
Same
[PROBE FOR MULTIPLE ANSWERS|
15a  Uma kukakhulu noma kukancane, Senza ngibe manzi kakhulu
kungani? messy
If more or less, why?
Siyabanda
cold
Siyashisa
hot
Siyaluma
itchy
Kwanda ukushelela
Increased lubrication
Signature: Print Name: Date:
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MDP 301- CLINICAL FOLLOW UP — SEXUAL BEHAVIOUR CRF — SB4 Version 2 November2006

Date of visit: (DD/IMM/YYYY)

[

Screening number: Initials: Trial number:

Site name: AFRICA CENTRE —-SOUTH AFRICA

Kuba nokulinda ngaphambi kokuba

kwenzeke ucansi
Had to wait before having sex

Okunye (chaza)
Other (specify)

Section 5: Pregnancy test and clinical symptoms

16 Has urine sample been collected for pregnancy test? Yes o0 Q.17
No
16a If not, why not? [note it is a
protocol requirement that a Not possible to obtain urine specimen
negative urine pregnancy test is
taken at this time point] Other (specify)

If not at week 52, complete interviewer code and end interview here; if week 52, complete question 17
below as well.

Section 6: End of trial questions (17-17b) to be asked at week 52 follow up only

17  Ube nophathina abangaphezulu yini koyedwa ngalesisikhathi kughubeka
lolucwaningo?
Did you have more than one sexual partner during the course of the trial?
0Q. 17a
Yebo

ves o END

Cha
No

17a Ukusebenzisa kwakho isigcobisi kwakuya ngokuthi unamuphi uphathina
yini?
Did your use of gel vary according to which sexual partner you were with?

Yebo
Yes

Cha
No

Signature: Print Name: Date:
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Date of visit: (DD/IMM/YYYY)
Site name: AFRICA CENTRE —SOUTH AFRICA / /
Screening number: Initials: Trial number:
17b  Kwakuhluke Wawusisebenzisa kakhulu isigcobisi nophathina owejwayelekile
kanjani? kunabanye
How did it vary? Used gel more with regular partner than others

Wawusisebenzisa kancane isigcobisi nophathina owejwayelekile

kunoma unabanye
Used gel less with regular partner than with others

Okunye (chaza)
Other (specify)

Interviewer code

Signature: Print Name: Date:
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Systematic literature reviewMicrobicide aceptability

The aim of thissystematicliterature review was to identifyall publishedarticles on the
acceptability of microbicides.

Selection criteria

The selection criteria werananuscripts that reported on the acceptabilityof vaginal
microbicides designed to prevent HIV acquisition in womiditrobicides designed for the
exclusiveprevention of other diseases were exclude®apers onboth female andmale
acceptability of vaginal microbicidesvere included. Studies on rectal microbicides were
excluded.No age or geographical restrictions were applied to the sedatntly paperghat
presented primary findingsand were published in peeeviewed journalswere included
Revew articlescommentaries and conference abstracts were excludédbstracts for the first
International Microbicide conference in 2000 were published as a supplement to the Journal of
AIDS (AIDS; supplement 1, volume 15, February 2001) but were notrgwemwved for
publication and therefore were excluded from the systematic revi®nly English language
articles were included.Studies were separated depending on whether they presented
evidence orhypotheticd acceptability of microbicidescceptabilityof surrogate productsor
acceptability oicandidatemicrobicides.

Search Strategies

Systematic searches were conductedhiree search engines, PubMed/eb of Knowledgand
POPLINEwvhich include citations from both clinical and social science jourhhis search was
conducted in the third weekfdNovember 2011 and includes all articles published to that date.
| set up alerts orthe search enginefor subsequent articlesneeting the main criteria and
reviewed these for relevanaeven after completinghe systematic review.

In PubMedand POPLINE | uskely word searcks. In Web of Knowledge | used a topic search.

The key words and topics inj§Z « & Z « A E W [END ZZMPJZA P]v o[ E

z %o $ Zi[Xcard/earch (*) was used fir A} E Z %S[ 8} ]Jv op  3Z (}oo}/
in the search Z %Z5[U %S o [U Z %S ]o]SC[U Z %S oC[U Z %0

Selection ofArticles

| initially reviewed the title and if necessary thabstract of all manuscriptsidentified in the
search.Papershat obviously did not fit the inclusion criteria were rejected. If it was not clear
from the abstract whether themanuscriptmet the criteria, the full text was reviewed
primary reason was assigned for the rejection ofteadicle.The full text was reviewed for all
studies that potentially met the inclusion criteria. Studies that did rget the selection
criteria were excludedand designatedh primary reason for rejectionStudies that did meet
the selection criteria dring this review were categorised as stapsearches (gl created
separate lists fohypothetical, surrogate andandidatemicrobicideacceptability studies

In addition, citations within articles were reviewed and used to identify furthdicles for
potential inclusion. Reviews of microbicide research were abssrched for other relevant
articles Articlesthat had not been identified in thetagel search, buimet the search criteria
were added to the list adirticleson acceptabilityasstage2 searches &.

After developing a full list ddirticlesthat met the inclusion criteria, éxtracted data from all
manuscriptsrelating to studies of candidate microbicides assessed during sexual adtiliiy.
not develop a dataextract table for hypothetical studies, surrogate studies, or candidate
microbicide studies which assessed products in the absence of Bexfollowing datais
includedin the data extraction tableclinical phase of studypilot, phasel, Il, llb, I), name of
product, countries where study was conductetumber of women and/or men included in the
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study, duration that women were asked to use the product, study dosing schedule, data
collectionmethods,and key acceptabilitgriteria collected

Search findings

PubMed

InPubMeda searctfor Zu] €} ] ] [ AH EZJZA P]v o[ Eyiefled 9%a&tiflps.
On review41 articles were excluded an8D were included:13 hypothetical, 9surrogate, and
28 candidate microbicide@able Gal).

Web of Knowledge

In Web ofKnowledge « @& Z (}J& Zu] €} ]]1 [ E ZZ]A[ E [yleldeB]v o[ E
186 articles.This search found 89 of the 91 articledentified in PubMedincluding 13
hypothetical, 9 surrogate, and 26 (of the 28ndidatemicrobicideacceptabilitypapers, plus

all 41 of the excluded article®f the remaining 9,767 additional articles were@xcluded and 30
included:10 hypothetical, Ssurrogate and 15 candidate microbicides (table &a.

POPLINE

In POPLINE asearchfdu] €} 1] [ E ZE]R[v B[ ZE Z %3$Z[ C] o of
Of these, 22 had been excluded andiB2luded (11 hypothetical, 4 surrogate, 1Gandidate
microbicides) during the previous searches. An additional 17 articles were identéied
reviewed. Only 1 of the artickehad been peer reviewednd this was a commentary piece
Consequently no additional articles were identified in the POPLINE search.

TableGal: Number of articles included and excluded during the systematic literature review

PUBMED Web of Knowledge* | POPLINE
Identified 91 97 17
Excluded 41 67 17
Review, comment 18 10 17
conference
Preclinical 6 8
Rectal 2 1
Safetyeffective/adhereonly 2 16
NonHIV outcome 2 6
Trial/methods 6 10
Diaphragm 2 5
Applicator 1 5
Language 1
Phd 1
Duplicates 6
Included 50 30 0
Hypothetical 13 10
Surrogate 9 5
Candidate 28 15

*Excluding articles identified in PubMed

Search results

In total 80papers were identified in thetagel searchn PubMed and Web of Knowledge3
hypothetical, # surrogate, and 48andidate microbicides

In stage 2 of the literature review, | checked all references in the 80 papers identified in the
stage 1 literature search. | also checked all references in key articles which have reviewed
microbicide researclRamjee, 201[)Poynten et al., 20090Omar, 2011|Elias, 200fIMantell, |
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[2005 [Severy, 200p On the basis of this secondary review of the literature, | included an
additional 28 articles: 4 hypothetical, 9 surrogate and 15 candidate microbicides

In total 108 articles were reviewed as part of the systematic literature review of microbicide
acceptability.

ELIAS, C., COGGINS, C. 2001. Acceptability research ondenaked barrier methods to
prevent heterosexual transmissi®f HIV: Where have we been? Where are we going?
Journal of women's health & gendeased medicinel0, 16373.

MANTELL, J. E., MYER, L., CARBAEGWEZ, A., STEIN, Z., RAMJEE, G., MORAR, N. S.,
HARRISON, P. F. 2005. Microbicide acceptability research: current approaches and
future directions.Soc Sci Me&0, 319-30.

OMAR, R., BERGERON, MG. 2011. The futurerafbmsidesInternational journal of infectious
diseases (I1JID): official publication of the International Society for Infectious Diseases,

15, e65660.

POYNTEN, I. M., MILLWOOQOD, 1. Y., FALSTER, M. O., LAW, M. G., ANDRESEN, D. N., V/
DAMME, L. & KALDORM 2009. The safety of candidate vaginal microbicides since
nonoxynot9: a systematic review of published studié$DS23, 124554.

RAMJEE, G., KAMALI, A., MCCORMACK, S. 2010. The last decade of microbicide clinical trials in
Africa: from hypothesis téacts.AIDS24 Suppl 4S409.

SEVERY, L. J., TOLLEY, E., WOODSONG, C., GUEST, G. 2005. A framework for examining t
sustained acceptability of microbicideslDS Beha@, 121-31.
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Systematic literature reviewVaginal pacticesin Africa

The aim of ts systematiditerature review was to identifgll publishedarticleson intravaginal
cleansing andnhtravaginalinsertion practicesn Africa.However, until the recentVorld Health
Organization (WHO) Mul€ountry Study on Gender, Sexuality avidginal Practices (GSVP
Study),the distinctions between intravaginal practices and other vaginal pract@s not
well defined and thereforat was necessary to search ftiterature relatng to all vaginal
practices.

Selection criteria

The selection criteria wermanuscriptghat reported onany type of vaginal practice in Africa
Geographical restrictionsvere applied at the point of search so adicles exclusively relating
to vaginal practices outside of Africeere excluded.However, multicountry studies that
included any African country were included.aPersthat presentedprimary findings were
prioritised, however metaanalyses of secondary daéad systematically conducted reviews of
the literature were also includedOnly papers published in peereviewed journalswere
included Commentariesand conference abstracts were excludednly English language
articles were includedArticles that relatedo HIV preventionstudies and reported on other
vaginal practices were included. Papers that exclusively reported on the us&mbicides,
diaphragns, or female condorsas vaginal practicavere excludedArticles were not excluded
on the basis of their inclusion in the previous seawvtmicrobicide acceptabilitiiterature (as
described irappendix G_p

Search Strategies

Systematic searches were conductedhiree search engines, PubMed/eb of Knowledeand
POPLINEThe search was conducted in thisst week d January 2012nd includes all articles
published to that date. $et up alerts orthe search enginefor subsequent articlesneeting
the main criteria and reviewed these for relevaneeen after completingthe systematic
review. Two articles were identified after the systematic review and thesed@stnguishedn
the text.

In PubMedand POPLINE | uskdy word searchsfor words E o $]vP 3} ZA B[X d % &
found that using a key word search to apply the geographic restrictions was too narrow and
therefore applied an all field search} & $Z AfjicE[ InZWeb of Knowledge | used a topic
searchthroughout

e« E Z (}E ZA P]v o % @ntifgthe bfeath of/[}t&rakure that is available on this
topic. Consequently | conducted a series of searches in each search engine in order to cover
the various terms used in relation to this topic area.

| initially conducted 4 main searches in each iy
1. ZA P]lv o % EE 37 (E] |
2. ZA P]v o] E ~Z]w @AZKXKZ Zu 2Z[+ E Z (E] [
3. ZE&C « A E Z (€] [
4, ZA P]Jv[ E ZZ & Z[ E Z (E] [

HE]VP §Z & A] A |8 U %% E v3 §Z § «}u €3] o+ E (G
clearing, cleansingr douching. Consequently, | conducted a fifth search as follows:

5. ZA P]v ofast® E Z (E] [

A wild card search (*) was used fibre following words:
X Z]ve[ &B |v :alserting ibsertion[ JvA2 ESP}Ze][ve ES |
X Z o V[ S8} |]deapinglyd Z 0o VW ]ZAB[WZ [0 W ZEe[ ve |

123



Xx Z Y Z[ &) 1Z)guZ Viibuches{ }u Z]vPU Z Yu}p E[U
X ZZ E [ §}]vopu W ZZ & «[U ZZ E o]
X Wash3} ]v owasWesdvashinglu ZA «Z |

Selection ofArticles

| initially reviewed the titleand if necessary thabstract of all manuscriptsidentified in the
search.Articlesthat obviously did not fit the inclusion criteria were rejected. If it was not clear
from the abstract whether tharticle met the criteria, the full text was reviewed primary
reason was assigned for the rejection of each arti€lee full text was reviewed for allticles
that potentially met the inclusion criterigArticlesthat on further reviewdid not meet the
selecton criteriawere excludedind designate primary reason for rejection

| developed a full list of all articles thatet the inclusion criteriaand in a data extraction table
indicated the country or countries where the study took place, whether theysteported on
intravaginal cleansing, intravaginal insertion and/or love potions. | also noted if the article
reported on an association between a vaginal practiod HIV, BV or another STI, as well as
the prevalence of use of intravaginal cleansing entichvaginal insertion when reported

Search findings
PubMed
In PubMeal the 5 separate searchegelded a total of 229 articles

X « & ZA}HVZo[ E ~Z]ve ESZ[ KZ Z o VvZ[ WeldeA1pp ZZ [+ |

articles,
x asearchforZA PPw@& 8] [ E Z (E] [ C] o i &S] o -
X e EZ (}J&ZEC « £A] E Z (E®] [C] O iT &S] o «U
X e EZ(JE ZAP]V][ E ZZ E Z] E Z(E] [C] o i ES]

x o E Z(JE ZAP]V][ E ZA +zZ[ E Z(E] [Clo &I E§]

In total 33 were duplicates across the défent searches and thereforg96 references were
reviewed.

On review,66 articles were included. Howevet30 articles were excludedbr the following
reasons

31 comments/editorials/reviews/not peer reviewed
23 medical

18 FP

32pregnancy or new born

5 other

12 microbicide

1 phd

5 hiv/sti

2 language

1 not Africa

X X X X X X X X X X

Web of Knowledge
In Web of Knowledge the 5 separate searches yielded a totallo@i2i2les:

X e« E Z (J& ZA P]Jv o[ E ~Z]ve ESZ[-KE Z CEVZIQED Z }p
articles,
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E Z (}E ZA P]v 0 % EyicdeddpartitleZ (E] |

« EZ(E ZEC e« A[ E Z(E] [Clo 8f &3] o +U
. CE Z (
E Z (

Y& ZAP]v[ E ZZ @ Z[ E Z (E] [C]lo {0 ES
}E ZA RWZE[EEZZ (E] [ C]lo i6 &S] o *X

X X X X

In total 63 were duplicates across the different searches and therel&@@references were
reviewed.This search foundlsof the 66 articles identifieds meeting the criterign PubMed,
plus 5 of the ex¢éuded aricles. An additional 18ewly identified articlesvere excludedor

the following reasons

11 comments/editorials/reviews/not peer reviewed
1 pregnancy

2 other

2 microbicide

1llanguage

2 not Africa

X X X X X X

In total 13 new articles wereidentified as meeting theinclusion criteriain the Web of
Knowledge search.

POPLINE
In POPLINE the 5 separate searches yielded a tot&l9rticles:

X a search fofvaginal & (insert*/clean*/douch*) & Africa)ielded67 articles,

X e« E Z (}E ZA P]v” q GyE[dedl]11articles

X e E Z (& ZEC « £A]" (E] C]lo i6 E&S] o «U

x a search fowagina & herb* & Africgielded5 articles

X e« € Z(E ZAP]Jv][ E ZA «ZZ[ E Z (E] [C] o 6 ES3]

In total 25 were duplicates across the different searchasd therefore84 references were
reviewed.This search foundO of the 79 articles identified as meeting the criteria in PubMed
and Web of Knowledge, plus 18 of the excluded articles. An additional 23 newly identified
articles were excluded for the follong reasons:

5 comments/editorials/reviews/not peer reviewed
5 medical

6 FP

1 preghancy

1 other

5 microbicide

X X X X X X

In total 3new articles were identifieds meeting the inclusion criterin the POPLINEearch.
Search results

In total & papers were identifiedas meeting the selection criteria and were included in the
literature review
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