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Executive summary

Over 30% of women globally have experienced physical and or sexual intimate partner
violence (IPV) in their lifetime [1]. IPV is in the top 20 of the global burden of disease, with
women who experience IPV having increased rates of depression, suicidality and harmful
alcohol use [1]. Studies show that South Africa has particularly high rates of IPV [2].
Reducing the perpetration and experience of IPV is a major health priority.

AIM: to determine whether the combined Stepping Stones and Creating Futures interventions
are effective in enabling women in informal settlements to reduce their exposure to intimate
partner violence (IPV) and men in informal settlements to reduce their perpetration of IPV,
including controlling behaviours.

METHODS:
Design: A randomised controlled trial with two arms
1) Stepping Stones and Creating Futures
i1) Control arm (Cash incentive for study participation and delayed intervention)

Interventions: There are two interventions which will be delivered sequentially:

1) Stepping Stones which consists of 10 sessions of about 3 hours duration. This is a
participatory intervention which is delivered in the main to single sex groups of about 20
people. It seeks to strengthen relationships and to transform views on gender and in the
process impact on exposure to, or participation in, gender-based violence and HIV risk.
These cover gender and peer influences our actions; sex and love; conception and
contraception; STIs and HIV; safer sex and condoms; GBV; motivations for behaviour
(including influences of alcohol and poverty); and communication skills.

i) Creating Futures is a facilitated group intervention covering eleven, three-hour sessions in
single-sex groups of approximately twenty people. The key sessions cover: my life and the
resources | have used in my life and livelihood, setting medium term livelihood goals and the
need for assets for livelihoods and coping with crises; social resources for livelithoods (trust
and community participation); education and learning including past experiences and how to
build on these; getting and keeping jobs including work expectations and how ones on own
behaviours may impede or increase our ability to get a job and to keep it, appropriate work
opportunities and increase owns own ability to market ones skills and apply for work and
overcome challenges in job seeking and maintaining a job; income generating activities and
how to identify viable business opportunities, the resources necessary to respond to such
opportunities, basic business principles and business risks; saving and coping with shocks
including spending patterns and strategies for saving, and causes and consequences of getting
into debt and ways of overcoming debt.

Setting: Informal settlements in and around EThekwini Municipality (Durban)

Sample size: 1320 adults (40 per cluster — 20 male and 20 female) will be recruited in 34
clusters for the study. In each cluster will be based in an informal settlement.

Integrated qualitative research study: A multi-method qualitative evaluation of the
intervention will take place, comprising of 40 repeat in-depth interviews (20 women, 20



men), participant observation in two clusters with the same interviewees and for women
(n=10), PhotoVoice workshops.

Integrated costing and process evaluation: An integrated costing and process evaluation will
be conducted to understand: i) the cost effectiveness of the intervention ii) challenges of
delivery through a review of financial records (retrospective and prospective) and shadowing
and observation of facilitators (between 4 and 8 clusters) over the course of the delivery of
the intervention.

Instrument: standard questionnaires will be used. Data collection will use cell phones and
will be self-administered. Data will be collected from the participants at baseline, 12m and
24m post intervention.

Qualitative instruments will be standard semi-structured questionnaires implemented by
trained field researchers. Data will be collected from the same participants at baseline through
two interviews, 6m, 12m and 18m post intervention.

Observation guides will shape data collection for participant observation.

PhotoVoice research will be guided by a PhotoVoice tool — this tool sets out series of four
workshops spread out over 18months for women to participate in. The PhotoVoice tool sets
out the workshop schedule, including participants being trained on the use of cameras and the
ethics of photography before being asked to take photos to illustrate particular themes. The
PhotoVoice tool, also sets out subsequent discussion of the photos will be shaped by
participants and recorded for analysis.

Fieldworkers will be trained in ethnographic techniques and approaches to data collection,
including taking notes to observe the delivery of the intervention and time-motion data tools.

Costing instruments have been developed to extract financial information on the costs of
developing and delivering the intervention. These include standard semi-structured
interviews, excel spreadsheets (for extraction of financial records).

Content: social and demographic characteristics and circumstances, personal gender attitudes
and social norms, sexual behaviour (partner numbers, condom use at last sex, partner type at
last sex (main or casual) transactional sex), mental health (depression, suicidality), experience
of gender based violence (victimisation and perpetration), pregnancy, livelithood
strengthening activities, engagement with crime.

Data analysis: The data will be analysed by intention to treat. IPV incidence will be
compared between arms in the study. The primary analysis will be carried out by fitting a
Poisson regression model, which will include terms for age of participant, cluster, baseline
prevalence of IPV (for males or females) and treatment (arm). Other quantitative variables
will be analysed with change from baseline compared between arms using GLMMs.

Qualitative: The data will be analysed using thematic network analysis. Coding will take
place focused on the key questions to be answered in the study with separate analysis for
women and men.



Integrated process evaluation: An integrated process evaluation will be conducted to explore
how facilitators delivering the intervention to so. Ethnographic and qualitative methods will
be used.

Costing analysis: The costing data will be analysed using a provider and client perspective
using incremental cost-effectiveness will be calculated using the primary outcome, with costs
set at 2017 rates.

Project management: The intervention is funded through the What Works to Prevent
Violence Global Programme. Access to communities, recruitment of participants for the
research and intervention delivery is the responsibility of Project Empower. The research is a
project of HEARD at the University of KwaZulu Natal, with collaborators from the Medical
Research Council. The study will be conducted over 3 years with recruitment commencing
soon after ethics approval. The research will be conducted over 24 months and there will be
6 months for data analysis and writing up the findings and dissemination, and 6 months for
intervention scale up if the findings are positive.

OUTCOME: This research will generate knowledge on the efficacy of an intervention to
prevent IPV among an extremely vulnerable and disadvantaged sector of South African
society. The study will extend knowledge globally of interventions to prevention of gender-
based violence.

INTENDED FEEDBACK OF THE STUDY: The findings will be published in peer review
journal articles, presented at international and local conferences and shared at a workshop
with stakeholders interested in economic empowerment especially of vulnerable youth. If the
study is successful we will endeavour to scale up the intervention over a year through other
NGOs working in KwaZulu Natal with funding already allocated to achieve this. The What
Works to Prevent Violence Global Programme is developing a dissemination strategy to give
the highest possible profile to the findings of evaluation research funded through the
programme and this study’s findings will be disseminated through these avenues.
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1.0 Introduction

Intimate partner violence is highly prevalent in South Africa and immensely destructive.
Violence and injuries are the second leading cause of death and lost disability-adjusted life
years in the country[3]. Population-based estimates from 2010, show a lifetime prevalence in
adult women of physical intimate partner violence (IPV) victimisation of 33% and past-year
prevalence of 13%[4]. Studies with men have shown that more than 40% of men disclose
having been physically violent to a partner [4, 5]. A quarter of women have been raped, and
between 28-37% of men disclose rape perpetration in surveys [4, 6].

Urban informal settlements, globally and in South Africa, are rapidly expanding [7]. Data
shows that urban informal settlements are spaces with particularly high prevalence of major
health problems, including HIV and sexually transmitted infections (STIs) and gender-based
violence (GBV), which particularly affect young people [7-10]. UNAIDS estimates that 28%
of people living with HIV/AIDS in southern and eastern Africa live in 14 cities in the region
(approximately 15% of the global epidemic) and in South Africa the HIV prevalence in
informal settlements is twice that of people in formal housing [11, 12]. Our own data
suggests that rates of IPV-incidence within young people (18-30) in urban informal
settlements is between 3-5 times more than national estimates [13].

A range of different theories have been put forward to explain why urban informal
settlements are particular spaces of risk. A substantial body of work has linked the high levels
of poverty and material inequality found in urban informal settlements to HIV and IPV risk
[14, 15]. Others also emphasise the high levels of mobility and weak social relationships that
exist in urban informal settlements, undermining social forms of power that have a tendency
to constrain certain behaviours [16]. Another arguments suggests how weak service delivery,
informal housing and a general sense of lack of structure and support, undermine people’s
sense of wellbeing, contributing in indirect ways to people’s poorer health [17]. A cross-
cutting theme of all this work is the ways in which gender inequalities, particularly in the
contexts of poverty, are pronounced and place women in economically and socially
dependent relationships with men, and thus at higher risk of experiencing violence and HIV-
vulnerability [14, 18]; while for men it is argued that their experience of marginalisation from
the economy limits them from achieving respectability and a sense of identity through
providing for households. In turn they seek other forms of identity and respect, namely
through dominance over women sexually and physically [14, 19, 20].

Despite the significant health challenges that are evident in urban informal settlements, few
interventions have been successfully evaluated that show impacts on reducing IPV in such
spaces across the region [21]. This has been recognised by the South African National AIDS
Council (SANAC), who have prioritised responding to HIV within these spaces with a
particular focus on young women. As such there remains an urgent need for interventions that
are deliverable in the challenging contexts of urban informal settlements that can develop an
evidence base on reducing [PV perpetration and experience and HIV-risk behaviours.

The Gender & Health Research Unit (GHRU), HEARD and Project Empower (PE) have been
developing, implementing and evaluating IPV prevention interventions for over a decade.
GHRU with its evaluation of Stepping Stones used with youth outside school, resulted in the
first evidence of effectiveness of a rigorously evaluated intervention to reduce IPV
perpetration from a developing country [22]. For over 13 years PE have been implementing
participatory interventions in urban informal settlements to reduce HIV-risk and IPV.



Collectively the team have for the past four years been developing and piloting a
participatory intervention called Stepping Stones and Creating Futures for implementation in
urban informal settlements, through transforming gender relationships and strengthening
livelihoods for women and men.

This proposal outlines research on an ambitious new study that seeks to evaluate a multi-
faceted intervention to prevent IPV delivered to young men and women living in informal
settlements, building on promising pilot data.

2.0 The objective
The objective of the study is to determine whether the combined Stepping Stones and
Creating Futures interventions are effective in enabling women in informal settlements to
reduce their exposure to intimate partner violence (IPV) and men in informal settlements to
reduce their perpetration of IPV.

3.0 Background
3.1 Theoretical framing of the research

This project blends a number of theoretical perspectives in the theory of change which
underpins the development of the intervention. These theories operate at different levels. In
understanding [PV causation, we draw on the theoretical model that was presented in Jewkes
[23] which posits that IPV is a product of both patriarchy and a culture of violence. Both are
necessary in order to give rise to situations in which women experience abuse in intimate
relationships and both need to be tackled as part of IPV prevention. Patriarchy is manifested
in distinct gender roles and hierarchy, male sexual entitlement, the low social value and
power of women and expectations of male control of women. Expressions and manifestations
of patriarch include women’s lack of power in gender relations, low levels of education and
economic power, and lack of family and social support for women in relations with men.
Limited education and economic opportunities for men generates perceptions of insecurity of
male identity, which lead to an accentuated need to express masculinity in terms of control of
women [24].

In South Africa the culture of violence is a product of the country’s violent past [2, 18]. The
history of apartheid, State repression, forced impoverishment of the country’s Black majority
and context of resistance has led to a normalisation of the use of violence to gain and wield
power. Violence is common in all areas of life, from community violence, to homes where
witnessing parental IPV is an every-day event, to schools where corporal punishment persists
even though it is illegal.

In order to understand how particular understandings of masculinity legitimate unequal and
often violent relationships with women we use Raewyn Connell’s theory [25] of gender and
power and specifically her concept of hegemonic masculinity (see also [26-28]). In this
context, masculinity is understood as a configuration of male practice, constructed to give
expression and legitimacy to patriarchy, but also recognised as multiple, dynamic and fluid.
Connell argues for the existence in a particular setting of a hegemonic masculinity, which is a
cultural ideal of manhood that gains its legitimacy from acceptance that is shared between
those who embody and benefit from the ideal and those subordinated through it[25]. This
legitimacy is not inherently based on the use of violence, but rather on a cultural ideal that it
embodies the notion of how to be a ‘good’ or ‘successful’ man. Writing about South African



youth masculinity, authors have described how young men’s inabilities to secure ‘success’
through earning money and providing for a household, have led them to develop alternative
visions of success, premised around acquiring and keeping female partners. Thus, a central
construction of successful manhood includes an implicit dominance and control of women,
providing a basis for the use of violent behaviour to pursue and demonstrate manhood [24,
26]. This configuration of masculinity underpins the high levels of violence against women
and resulted in, for example, 42% of men disclosing perpetration of intimate partner violence
and 28% disclosing rape [6, 29].

This understanding of gender recognises that women are actively involved in shaping the
contours of patriarchy and its expressions, and that they have an important role in the
reproduction of cultural models of gender identities. This is done in heterosexual
relationships through acquiescence, or resistance, to prevailing gendered power relations. It is
also done at multiple other levels for example through girls influencing the femininities of
their peers in replication of ideas about how to be a ‘good’ girl/woman and stigmatising (or
supporting) alternative constructions of femininity. In the same way boys apply pressurise
their peers to supports particular constructions of masculinity over others. Gender identities
are also reproduced in all other important social spaces, and critically in the home, through
very similar mechanisms, but which extend from very early in a child’s life. Parents play a
key role in this process. Again, the wider contextual factors of poverty and lack of economic
security further entrench women’s social dependence on men, through their economic
dependence [30]. In this way we embrace a theoretical perspective on gender relations which
extends considerably beyond the idea that women are just on the receiving end of patriarchal
power and defenceless in negotiating and reproducing heterosexual relations [31], while
recognising the significant economic constraints in their lives.

3.2. Behavioural and Structural Change

Tackling gender inequalities is central to any effective intervention that seeks to reduce IPV
[32]. Much of the work around transforming gender norms and attitudes has been based on
Paulo Freire’s theorisation of dialogue and critical thinking [33]. Broadly this argues that
through engaging people in safe social spaces in dialogue and discussion they can start to
understand not only the behaviours that place them at risk of violence, but more importantly
the underlying factors driving this behaviour [34]. In so doing they can collectively create
new identities that are not so tightly bound to the ones of masculinity and femininity that
have shaped their risk; essentially they can start to develop new ways of conceptualising what
it means to be a man or a woman [34]. This can be understood as both an internal psychic
process, as well as a broader social process of developing new identities [35]. Freire’s [33]
work also suggests that these processes of identity work and behaviour change generates
forms of social action, both individually or collectively through community mobilisation.
Small group intervention processes tend to focus on individual social action and behaviour
change, while wider community mobilisation emerges through sustained support and
community engagement.

For small group processes increasing research has also highlighted how challenging social
contexts limit the ability of men and particularly women in act in new ways [20, 36]. In South
Africa the Stepping Stones evaluation showed the effect of a substantive gender
transformative intervention by reducing men’s perpetration of IPV after 24 months; however



the intervention showed no sustained impact on women [37]. One argument to explain the
lack of impact on women was their high economic dependency on men [18, 38].

Recognising the need to simultaneously tackle gender inequalities and poverty a number of
[PV prevention interventions have been evaluated. The IMAGE study in rural South Africa
combined a microfinance intervention with a gender-transformative intervention for women.
After two years women in the intervention reported a 55% reduction in IPV experienced [39].
Similarly, a Village Savings and Loans Association (VSLA) intervention in the Ivory Coast
for women added a couples intervention to reduce violence, consisting of 8 session ‘gender
dialogue groups’ for women and their spouse, and evaluated this in a RCT (n = 1198 women
randomised). While not showing positive results overall (overall the effect was non-
significant and the reduction in physical and/or sexual IPV was 8%), it did show women who
attended more than 75% of sessions with their male partner, experienced a 55% reduction in
physical IPV, although this was not seen in the high adherence group for sexual IPV or the
combined measure [40].

Yet similar interventions for young people have struggled to attain strong outcomes;
microfinance interventions tend not to work for young people as they have high levels of
mobility [21, 41], other approaches have sought to increase savings [42]. However one study
with younger women in rural Uganda reported a reduction in coerced sex amongst female
participants using a combination of economic strengthening interventions, including
livelihoods training and microfinance [43]. There are also limitations to the reach of
microfinance based interventions as these can only be built on existing well managed
microfinance schemes, and these have limited coverage. Cash transfers have also been
explored, but the major limitation of these is their cost. South Africa already has taken to
scale through social grants programmes, particularly child support grants up to age 18,
without clear impact on HIV incidence and violence.

4.0 Rationale for the selection of interventions

4.1 Gender Transformative:

There is a clear rationale for IPV prevention interventions to seek to transform gender
relations, norms and attitudes amongst participants. While there are a number of short
interventions of around 6 hours based on cognitive behavioural theories of change, these have
shown no evidence of impact on IPV [32]. Interventions therefore that seek to transform
gender relationships, premised on assumptions of dialogue and discussion, are recognised as
being the basis of any successful IPV prevention intervention [44].

Stepping Stones, alongside being evaluated in the Eastern Cape in South Africa and showing
reductions in alcohol use at 12 months and men’s perpetration of IPV at 24 months [37], has
also been evaluated globally and shows promise [45]. As such, it provides a solid foundation
programmatically to build off a well-established intervention.

4.2 Sustainable Livelihoods
In accordance with the theoretical understanding that contexts of poverty and livelihood

insecurity heighten the experiences and perpetration of IPV, strengthening livelihoods to
reduce IPV is also critical.
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Often interventions to strengthen livelihoods have narrow conceptualisations of livelihoods
[21]. The sustainable livelihoods framework recognizes that people construct a living through
drawing on various forms of capital, often identified as: financial capital, human capital,
social capital, natural capital and physical capital [46]. Yet typically livelihoods interventions
are narrowly focused on economic and human capital, excluding the importance of other
forms of capital [21].

Creating Futures uses the broad conceptualisation of livelihoods to support young people to
think through the multiple forms of capital they could draw on to construct or sustain a
stronger livelihood [46].

4.3 Combining Interventions: Reviews of interventions and cross-sectional analyses clearly
highlight the importance of combining gender transformative and livelihood strengthening
interventions to improve IPV and HIV-risk behaviour outcomes [47]. Most clearly in a cross-
sectional study comparing a control arm, a microfinance arm and a microfinance plus gender
empowerment arm to each other, the impact on IPV amongst women was only seen in the
combined microfinance plus gender empowerment arm [48].

6.0. Intervention methodology
6.1 Combining Stepping Stones and Creating Futures:

The purpose of the combined intervention is to both provide the necessary skills for
strengthening relationships and building gender equity for women and men which are
essential for IPV prevention, and provide a means of alleviating the grinding poverty which
poses a barrier to women’s ability to use informational and attitudinal empowerment skills
and messages.

The intervention methodology will include a total of 21 sessions: 10 sessions of Stepping
Stones delivered before 11 sessions of Creating Futures. Sessions are all approximately three
hours long and are delivered twice a week, over approximately 12 weeks. Both interventions
are delivered primarily to single sex groups of about 20 people and use a similar participatory
methodology.

The key sessions of Stepping Stones cover: gender and peer influences our actions; sex and
love; conception and contraception; STIs and HIV; safer sex and condoms; GBV;
motivations for behaviour (including influences of alcohol and poverty); and communication
skills.

The key sessions of Creating Futures cover: my life and the resources I have used in my life
and livelihood, setting medium term livelihood goals and the need for assets for livelihoods
and coping with crises; social resources for livelihoods (trust and community participation);
education and learning including past experiences and how to build on these; getting and
keeping jobs including work expectations and how ones on own behaviours may impede or
increase our ability to get a job and to keep it, appropriate work opportunities and increase
owns own ability to market ones skills and apply for work and overcome challenges in job

11



seeking and maintaining a job; income generating activities and how to identify viable
business opportunities, the resources necessary to respond to such opportunities, basic
business principles and business risks; saving and coping with shocks including spending
patterns and strategies for saving, and causes and consequences of getting into debt and ways
of overcoming debt.

6.2 Relief Fund

In addition to the structured and manualised intervention the project will establish a ‘relief
fund’. This relief fund will provide small amounts of immediate relief for participants during
the intervention component of the project for immediate and pressing challenges that young
people may experience. A significant and on-going issue in urban informal settlements are
crises such as housing burning down. As the intervention’s facilitators will engage with
participants on a twice-weekly basis, they are likely to come across participants facing
immediate and pressing challenges, over and above their daily lives, which require a humane
response to provide small amounts of immediate support. In order to provide some ability to
relive these pressures and to respond in a humane way, the team will establish a relief fund,
totalling R10,000.

The relief fund will be overseen by three project members (one from each organisation —
HEARD, MRC, Project Empower). It will be able to provide a maximum of R1000 to a
participant who faces an immediate life crisis such as: house burning down; an immediate
personal medical crisis, which the state cannot respond effectively to.

This fund only aims to provide immediate relief to a participant during the intervention
period (when there is regular contract with participants), which Project Empower will support
directly. A clear set of guidelines will be developed. In the pilot (see 6.3) the project
established a similar process. Over the intervention period of approximately 3 months, with
232 people the fund was used three times:

e To buy shoes for the sister (aged 7) of a participant who’s both parents had died to
allow the sister to attend school. The participant had also applied for a social grant
which was being processed at the time of request;

e A private consultation with a gynaecologist. One participant had a recurring vaginal
infection. They had repeatedly sought treatment through the public system. The
project paid for a consultation with a private gynaecologist and the prescribed
medication;

e A participant had a seizure shortly after a session. They were currently in care of the
state system. The project paid for a private consultation which enabled referral into
the state system to a tertiary hospital and diagnosis of epilepsy and subsequent
medication

None of these could substantially affect the outcomes of the intervention. A major criteria is
that participants have sought treatment/support extensively through the current systems.
Moreover, given a duty of care to participants established during the trial these low levels of
support provide a way of the team providing relatively little inputs, which have major
impacts.

The relief fund will be overseen by three team members and will adhere to all financial

reporting and auditing requirements. Each ‘use’ of the relief fund will be recorded and
documented for future review.
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6.3 Pilot research and field testing

The SS CF combined intervention was piloted among young adults in Durban informal
settlements in 2012-13. 123 women and 110 men were recruited and interviewed on two
occasions and then invited to participate in the intervention. They were then followed up 6
months later and "12 months later. Overall retention at 12 months in the study was 88%. Data
suggests that attendance at sessions was approximately 60%.

The results of the pilot were assessed in long term qualitative research and observational
research and have been published [49-52]. The analysis showed that men’s mean earnings in
the past month increased by 247% from R411 (~$40) to R1015 (~$102, and women’s by
278% R 174 (~$17) to R 484 (about $48) (trend test, p<0.0001). There was a significant
reduction in women’s experience of the combined measure of physical and/or sexual IPV in
the prior three months from 30.3% to 18.9% (p=0.037). Both men and women scored
significantly better on gender attitudes and men significantly reduced their controlling
practices in their relationship. The prevalence of moderate or severe depression
symptomatology among men and suicidal thoughts decreased significantly (p<0.0001 and
p=0.01) [13].

7.0 Study methods
7.1 Objective of the RCT

1) The primary objective is to determine the effectiveness of the combined
intervention in reducing IPV experience in women and perpetration by men,
including reducing controlling behaviours.

ii) The secondary objective is to determine the impact of the combined intervention
in strengthening livelihood seeking activities, improving mental health reducing
sexual risk taking and reducing participation in crime due to lack of money.

7.2 Study design
The study is a randomised controlled trial with two arms:

1. Stepping Stones and Creating Futures
2. Control communities (cash incentive for study participation and delayed intervention)

The control arm will be given a cash incentive for study participation which is large enough
to incentivise participation in interviews in the absence of an intervention over the two years
prior to them being offered the intervention.

7.3 Setting

The study is set in informal settlements in and around eThekwini (Durban).

7.4 Cluster Definition/Inclusion
A cluster will be defined as a discrete urban informal settlement.
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Eligibility criteria for informal settlements:

* Informal settlements in the eThekwini Municipality.

*Informality is defined by not having formal service provision within the home e.g.
no electricity legally supplied, and no piped water to housing.

*Project Empower have assessed that it is safe to work in these communities

Another criteria — although hard to ‘enforce’ or assess is that no large
development/intervention studies or programmes are identified at recruitment into the
intervention

The nature of urban informal settlements in eThekwini is such that they are typically
discretely geographically bounded; in essence they tend to be in clearly defined spaces. The
variation in size of informal settlements is dealt with in three primary ways:
1) Small informal settlements close to each other will be clustered together to form a
larger informal settlement cluster where we can recruit n=40 participants
2) Large informal settlements, if possible, will be split into separate clusters using
naturally occurring boundaries and space to limit the potential for contamination
(although this is a minor issue in this study as it is group-based)
3) In analyses we will account for variation in baseline characteristics of clusters —
although there is nothing to suggest that size of informal settlement will vary
measured characteristics

Clusters will be identified using a list of urban informal settlements provided by the
Municipality. These name and provide basic information about all informal settlements in
eThekwini, including location and approximate number of residential dwellings. While
contamination is a concern, as it is a group intervention — rather than community mobilisation
— spill over effects are likely to be minimal.

Given the challenging nature of working in urban informal settlements we will identify
clusters based on pragmatic decisions around security and safety.

7.5 Inclusion criteria

Participants must be normally resident in an informal settlement, aged 18-30 years, not in
formal employment, able to communicate in the main languages of the study (isiXhosa or
isiZulu) and not suffering from a mental deficit (learning difficulty, mental illness or
substance abuse) which would impair their ability to consent to participation in the trial.

Our age grouping is based on the requirement that participants provide informed consent,
those under 18 cannot do so and require parental consent to participate, which may be
challenging in informal settlements where young people do not live with their parents. Our
pilot data suggests that an upper-age limit of 30 is reasonable; while the majority of
participants are under 25, a significant minority were older and faced similar life challenges.

7.6 Randomisation and blinding to study arm

14



Randomisation will be undertaken by cluster after clusters have agreed to participate in the
study. Community gate keepers will provide permission to work in a cluster/informal
settlement (see 9.1 below). Clusters thereafter will not be blind to their study arm.

All clusters will be allocated numbers and the randomisation will be performed by Esnat
Chirwa, MRC biostatistician, using a system of numbers. At the time of randomisation she
will not know which number is allocated to which cluster. We are not doing public
randomisation because of political sensitivities and that clusters are within wards, rather than
wards themselves.

7.7 Sample size and sample size calculation
There will be 17 clusters in each of the two study arms.
7.7.1 Sample size calculation:

In the pilot study conducted in 2012-13 the past year prevalence of physical and/or sexual
IPV perpetration and victimisation was 45% among men and 41% among women. These
levels of violence are exceptionally high by South African standards, so we have modelled
the sample size on a range of possible baseline rates (see the table). The sample size assumes
14 will be followed up per cluster (of the 20), but figures are robust to a follow up of only 12
in each cluster. Assuming a coefficient of variation k=0.2 and modelling 80% power. The
table shows that with 14 male (and 14 female) participants per cluster and 16 clusters we will
have power to detect a range of possible incidence and impact scenarios and to analyse men
and women separately (see table). Our power will be further enhanced by having multiple
assessments and an additional two clusters.

IPV incidence (12

months) # of clusters required by arm

11 12 power
36 29 80 16
45 36 80 15
41 33 80 16
24 19 80 14
18 14 80 13
30 24 80 15

7.8 Study’s main outcomes

Primary outcome:
The past year incidence of IPV (perpetration of physical and/or sexual IPV for men and
victimisation for women), including change in controlling behaviour.

Secondary outcomes
gender attitudes (more equitable)
depression (past week)
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suicidal thoughts in the past month

quarrelling in last 12 months over drinking

problem drinking

last sex with main partner

transactional sex in last 3 months

condom use on last sex

mean earnings in last month

stole in the last month due to lack of money for food
Tertiary outcomes: other livelihood strengthening outcomes
Frequency of livelihood strengthening efforts

Work stress mean score

Feelings about work situation mean score

Receiving a grant

Crime participation score

Very difficult to find R 200 in an emergency

7.8 Questionnaire for main outcome assessment

The primary and secondary outcomes will be measured using a standard questionnaire.
Separate male and female questionnaires are available for baseline (Appendix 01 — male;
Appendix 02 — female) and 12 and 24 months (Appendix 03 — male; Appendix 04 — female).

The primary outcome for women will be assessed using standard measures developed by the
World Health Organisation for its multi-country study [53] and for men those developed and
tested in the UN multi-country study on men and violence [54]. These have been tested in
South Africa over many years in different populations and most recently used in the pilot of
Stepping Stones and Creating Futures (SS CF pilot) [49].

The background variables, secondary outcomes measures and other outcomes were used in
South Africa in the SS CF pilot and elsewhere by the Gender & Health Research Unit (and
others). The questionnaire, and its translations, will be largely the one used in the pilot.

Measures for Secondary outcomes

gender attitudes (more equitable) GEMS adapted for South Africa

depression (past week) CES-D
suicidal thoughts in the past month CES-D
quarrelling in last 12 months over drinking One item — from AUDIT

problem drinking AUDIT

last sex with main partner

Single item — used in pilot

transactional sex in last 3 months

Measured using scale derived
from Dunkle et al 2004

condom use on last sex

Single item — used in pilot

mean earnings in last month

Single item— used in pilot

stole in the last month due to lack of money for food

Single item— used in pilot

7.9 Assessment of main outcomes
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The study will use self-completion questionnaires on cell phones lent to participants to collect
data. The questionnaire will be administered in English, isiXhosa or isiZulu. Project staff will
be available to provide further explanation or assistance.

Previously in the pilot participants used self-completion questionnaires using paper and pen.
Despite general low levels of literacy almost all participants had functional literacy to
complete questionnaires by themselves. The availability of project staff enabled participants
who struggled with words of phrases to clarify their meaning before answering them
privately.

7.10 Timing of data collection for main outcomes

The baseline survey will be administered just after recruitment of participants and follow up
surveys will be administered to the learners after 12 months and 24 months.

7.11 Retention of cohort

Retention and loss to follow up is a major concern for the project given the high levels of
mobility of young people in urban informal settlements and patterns of migration. We have in
place a range of strategies to retain the cohort throughout the two years of follow up. Specific
strategies include:

A) We will send SMSes throughout the follow up period reminding participants to
contact us if they move and also enabling us to remain in contact;

B) We will call each participant at data collection points to identify where they are
and how to secure an interview with them;

C) For 12 and 24 months, Project Empower will re-enter the community to secure
access as for initial entry. In so doing they will identify 2 young people per
community to act as ‘community guides’ to support identification of participants
who were in the original study and help guide fieldworkers around the community

D) Participants will have provided us with details of friends and family members they
are willing for us to contact if we lose direct contact with them. We will contact
these people if our other strategies have failed.

In addition we have an escalating cash incentive for both the control and intervention arm.
Such an approach has been used before to retain cohorts over time. For the intervention arm
the cash incentive is: baseline — R100; 12 months — R150; 24 months — R300. For the control
arm this will increase as such: baseline — R300; 12 months — R450; 24 months — R600.

The impact of what could be considered unconditional cash transfers is likely to be minimal.
Previous research on the impact of cash transfers only show impact either when transfers are
over several months, or they are of a large value and the impact has often been shown to be
negligible on violence measures or inconsistent. For instance in Latin America cash transfers
over time have shown mixed outcomes. One study of a long-term transfer of US$15 per
month (approx. 6-10% of income) showed a marginal increase in controlling behaviours by
partners, but no impact on physical or sexual violence [55]. Another of US$40/month over 6
months, showed a reduction in physical and/or sexual violence at end line [56]. Once off cash
transfers have needed to be of a high value to show impact, e.g. Give Directly in Kenya
provided once-off payments of US$1100 direct transfers to households and showed impacts
on sexual violence [57].
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As such, our incentives are neither of a long-enough duration (i.e. repeat payment every
month) nor of enough significant value, to be likely to have impact on the primary or
secondary outcomes of the study.

7.12 Integrated process evaluation

In addition, we will undertake ethnographic research on the delivery of the intervention.
Understanding how manualised interventions are delivered by facilitators is critical to
understanding how they work and the challenges of delivery in real life contexts. We will
achieve this through three main processes:

1. Trained fieldworkers will shadow facilitators over the delivery of the intervention and
observe how they deliver the intervention, with a focus on content and methods of
delivery, as well as the issues discussed (see Appendix 15 for detail). As this is
ethnographic participatory research the fieldworker will participate in groups and
make written notes, before recording thoughts into an electronic recorder outside of
the intervention setting.

2. In-depth one-on-one interviews will be conducted with facilitators (2/facilitator) on
their experiences of delivering the intervention in informal settlements, reflecting on
similar issues as are observed for (Appendix 16 for topic guide)

3. Focus groups (n=5) with facilitators will allow facilitators to discuss in detail amongst
themselves the challenges and successes of the intervention (Appendix 17).

All interviews and focus groups will be conducted by trained research assistants in Zulu and
be electronically recorded before translation and transcription into English.

Qualitative thematic analysis using standardised approaches, including data management in
Nvivo will be used.

7.13 Integrated costing of the study

An integrated retrospective and prospective costing from a provider and client perspective of
the study will be conducted. The costing strategy will follow the Gates Reference Case [58]
approach to costing. Specific components of the costing include:

1. Retrospective costing of the development of the Creating Futures intervention.
Between 2011 and 2013 CF was developed by the main trial team. Through purposive
sampling of the trial team using semi-structured in-depth interviews (Appendix 19)
costs related to developing CF will be identified (e.g time, resources, indirect costs).
In addition, review of financial records of Project Empower and HEARD will occur.
This will enable an estimation of the cost to develop the intervention;

2. Prospective costing of the intervention. During the intervention delivery a prospective
costing of the intervention will occur. Financial data will be collected based on the
following categories of expenditure outlined fully in Appendix 20:

a. Capital costs (e.g. vehicles buildings)

b. Staff costs (project team, facilitators)

c. Transport costs (taxi and car travel)

d. Current costs (electricity, internet, stationary etc.)
Data will be extracted from financial records of the implementation organisation
(Project Empower) and will be checked on a quarterly basis to account for any
differences.

3. Time-motion data of facilitators. To understand how facilitators use their time and to
estimate improvements in efficiency, we propose for fieldworkers to shadow between
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6 and 8 purposively selected facilitators and record their time use based on the table in
Appendix 21. This records the activities of the facilitators using paper and pencil
before being translated into electronic records;

4. Social costs. Data will be collected only from participants in the intervention arm on
the direct and indirect costs they may have incurred in attending the intervention (for
example child care, opportunities lost etc.). Data will be collected through a two-page
questionnaire administered by paper and pencil at the second to last session of the
intervention. Data will be anonymised using participant codes as per the main trial
data (Appendix 22). In addition, to those in the intervention arm, we will include 6
items on willingness to pay in their baseline interviews (Appendix 01 and 02 ).

A gatekeeper letter from the Director of Project Empower is included approving the costing
study and agreeing to allow the team to access the relevant information.

7.14 Integrated qualitative process evaluation

An integrated qualitative process evaluation will also occur as part of the study. At baseline
we will purposively select 40 participants (20 men, 20 women) from two intervention clusters
for inclusion. These same people will be followed up at baseline (2 interviews), 6m, 12m and
18m post intervention and participant observation throughout the period as well. A separate
informed consent process will also be used to separate out participation in the main study and
participation in this sub-study (Appendix 24 men and Appendix 25). When we approach
participants we shall make it clear their participation in the sub-study (or not) does not affect
their participation in the main study.

In-depth interviews will focus on exploring the processes of change and the barriers to
change in the intervention. The focus of this component will be on participants’ life
experiences around the intersection of gender, livelihoods and sexual risk and the impact of
the intervention on these. This will include a specific focus on gender power and control in
intimate relationships, sexual risk behaviours, understandings of masculinity and femininity
(as appropriate), experiences and understanding of transactional sex and a focus on how
young people ‘get by’ and survive in their everyday lives. It will also include a specific focus
encouraging participants to reflect on the impact of the intervention. Specifically it will also
explore the intervention and whether young people have changed or not - Appendix 26 =
women’s baseline interviews; Appendix 27 = women’s follow up interviews at 6m, 12m and
18m. Appendix 28 = men’s baseline interviews; Appendix 29 = men’s follow up interviews
at 6m, 12m and 18m.

They will be undertaken by same sex fieldworkers who have been trained in research and
have undertaken similar research before. Interviews will take place in a private and secure
location. Participants will be bought a small meal (value R100) to support rapport and relax
participants. Interviews will be recorded electronically in English and isiZulu and transcribed
and translated by fieldworkers.

For women and men who have completed in-depth interviews, they will also be subject to
participant observation. Participant observation will be undertaken from baseline through to
18m, every second week to begin with and curtailing as time progresses. Participant
observation enables ‘real world’ discussion and understanding of people’s lives and the
impact of the intervention on people’s worlds [59]. Every second week a trained fieldworker
will spend a day shadowing participants and talk to them about their lives as well as observe
them in their everyday life, making notes in a fieldwork notebook (the frequency will decline
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over time). Their discussions will be guided by Appendix 30 for men and Appendix 31 for
women and reflect the overall objectives of the study and the in-depth interviews.

10 women already enrolled in the qualitative sub-study, will be offered the opportunity to
participate in a PhotoVoice process [60]. PhotoVoice is a qualitative methodology that uses
pictures as a way to build alternative understandings of issues, particularly where language
challenges exist [60]. Participants will be asked to participate in four workshops (each
comprising of two half-day sessions), at baseline, 6m, 12m and 18m. Before each session,
there will be a reiteration of informed consent verbally, with the offer to withdraw if they
wish. The workshops will be guided by the PhotoVoice Appendix 32.

8.0 Management of the study
8.1 Investigator team and staffing

The principal investigator with overall responsibility for the study is Andrew Gibbs, he will
have final scientific responsibility for the study including the design, research conduct and
data analysis and reporting. The other investigators were all part of the team for the SS CF
pilot study. Rachel Jewkes was the principal investigator of the Eastern Cape RCT evaluation
of Stepping Stones and Yandisa Sikweyiya and Nwabisa Jama-Shai were both employed on
that study and they will bring their expertise to inform this evaluation. Samantha Willan
(HEARD) was also a co-investigator on the SS CF pilot study and will bring this learning to
bear on the study design and evaluation. The project will hire a range of temporary staff
through HEARD to administer the questionnaires, and will hire a counsellor to support
participants and assist in cohort retention. Project Empower will manage the intervention and
hire staff to facilitate it. The study statistician is Esnat Chirwa (MRC) who will be
responsible for randomisation, data management and data analysis.

The costing component of the study is supported by LSHTM staff. For the costing component
the PI is Prof Anna Vassall, who has over 20 years of work globally on costing, including TB
costings in South Africa. Giulia Ferrari is a research fellow in SaME at the LSHTM. She has
over 10 years’ experience in evaluating the effectiveness and cost-effectiveness of
interventions for the prevention of violence and for the support of violence survivors. Mike is
a research fellow at HEARD and has been conducting primary quantitative and qualitative
research in the field of healthcare and HIV since 2012. The oversight of this component
remains with the trial PI, Andrew Gibbs.

9.0 Ethics

This research proposal is structured in accordance with the ethical principles provided by the
World Medical Association Declaration of Helsinki (last updated in 2013), and the Belmont
report (1979). Both these documents emphasize respect for person’s autonomy, justice,
beneficence, and non-maleficence (do no harm) in the conduct of research with human
participants.

Ethical approval for the study will be sought from the South African Medical Research

Council’s Ethics Committee and the University of KwaZulu-Natal’s Humanities & Social
Sciences Research Ethics Committee.
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This study aims to determine whether the combined Stepping Stones and Creating Futures
interventions are effective in empowering young women in informal settlements to decrease
their exposure to IPV and young men in informal settlements to lessen their perpetration of
IPV including controlling behaviours. This is premised on the assumption that this combined
curriculum will build a critical approach to thinking, learning and promoting healthy sexual
behaviours and conflict resolution skills and ways of strengthening livelihoods. We therefore
assume that this curriculum will enable the research participants to translate the skills learned
into multiple and shifting livelihoods on strengthening livelihoods.

This trial has been designed to ensure that the project does not expose participants to more
than minimal risk (more than everyday risk). The study design has measures in place to
minimise the potential of harm to participants and be able to respond to any adverse
consequences i.e. emotional or psychological harm that may result from the questions that
will be asked in this study (see below).

We believe the findings of this trial will advance knowledge on the effectiveness of the
combined curriculum of Stepping Stones and Creating Futures intervention among young
people in informal settlements.

We expect that participants may benefit from participating in this trial. The findings of the
pilot which was conducted in 2012-2013 suggest that young people derive important benefits
from this combined intervention, as shown above (see 6.2 Pilot research and field testing).
Additional to this, the Stepping Stones behavioural intervention tested in a RCT was proven
to be beneficial to the young people in the rural Eastern Cape. Participants who went through
the Stepping Stones workshop demonstrated improvement in HIV-related knowledge,
gender-based violence attitudes and behaviours and practices at 24 months (last evaluation
stage) as compared to the control group [37]. Therefore we anticipate that participants in the
intervention arm will benefit from going through the combined intervention. We plan to
provide the combined intervention to the participants in the control group after we have done
the last evaluation at 24 months.

All data will be stored at HEARD’s and MRC’s offices in locked filing cabinets or in
password protected computers. Data will be kept in a secure store for at least 5 years, after it
has been analysed and different reports have been written. The intervention implementers and
research assistants (where data is not anonymous) will sign a confidentiality agreement (see
Appendix 05).

All project staff will receive training — on gender, gender-based violence, and HIV and
research ethics — prior to implementing the trial.

The following measures will be put in place to ensure that the study is conducted in an ethical
correct manner.

9.1 Community mobilisation and access

Community mobilisation, access and recruitment of participants will be led by the
implementing organization Project Empower, a gender and HIV non-governmental
organization based in Durban, South Africa. Project Empower has extensive experience
working and delivering a range of interventions in informal settlements. Thus in accessing the
trial clusters (communities) and recruiting participants, this project will draw from Project
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Empower’ s experience and knowledge of the trial setting to ensure that this process is
conducted in an ethical correct and culturally appropriate manner. Throughout the process of
accessing communities the study will be described as a project that hopes to help young
people improve their lives — as such it will not focus on either the violence or livelihoods
aspects of the work.

Accessing communities will be done through a process of community engagement and
mobilization, whereby Project Empower will identify key community organisations — ward
councillors, local development committees and so forth and request permission to work in the
communities. We will provide permission letters for working in communities (Appendix 07)
to ethics committees. Without permission letters from Ward Counsellors conduct this
research and intervention we will not be allowed into the communities. We will ensure Ward
Counsellors remain fully aware of the study and progress through yearly meetings hosted by
Project Empower, enabling ongoing access and community buy-in.

9.2 Recruitment of participants

Once permission to access communities has been granted and clusters have been identified
and randomised Project Empower will host a number of open community meetings where
they will brief community members about the trial, its nature and design. Community
meetings are relatively regular in informal settlements and as such are well known. Also,
flyers with adequate information about the trial and project contact details will be handed out
during the community meetings. During these community meetings, Project Empower will
request those eligible and interested in the trial to contact the project staff by sending free
‘please call me’ messages from cell phones. The majority of young people in informal
settlements have access to cell phones. Those who do not can easily access cell phones
through vendors at the side of the road who offer low-calls for people. In addition, ‘please
call me’ messages are free to send, as such young people are likely to be able to borrow cell
phones to make initial contact.

In addition, Project Empower will hire two young people from the local community to
support recruitment. In clusters where there will be an intervention, these two will become
facilitators delivering the intervention. These young people will also support recruitment in
the communities and hand out flyers to potential participants encouraging contacting of
Project Empower.

Those who made contact with the project staff will then be invited to meet with the project
staff in a central location in their community. These spaces will vary depending on
communities — but could include a community hall, a spare room off a shop, or sports field.
There will be a two day window where Project Empower and HEARD staff will be at this
location. Upon arriving potential participants will have further details about the trial will be
explained to them, after which they will be invited to participate in the trial (e.g. what it
entails, length of study etc.). Informed consent process will only occur after initial agreement
of participants.

9.2 Informed Consent

All research participants will be asked to give written informed consent (consent forms in
Appendix 06) before participating. Adequate information about the trial will be given to
prospective participants prior to giving consent. They will be informed of the purpose of the
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trial, procedures involved, risk and benefits of the trial and their rights as participants.
Prospective participants will be informed that they do not have to participate in the trial
unless they are happy with the trial procedures and understand what the trial is about. All
participants will be told that participation is voluntary, that they may withdraw at any stage,
skip any question in the research and that there will be no adverse effects on them should
they decide not to participate.

For the success of the project we require all research participants to agree in principle to
multiple interviews (i.e. baseline, 12m and 24m) - although they may change their mind. For
this reason we propose to stagger the consent process over a period of time and ensure that no
interviews are conducted on the first day that a person has been introduced to the idea of the
research.

The participant information leaflets consent forms are written in simple English, however to
enhance understanding, the explanation and discussion may be in isiZulu, isiXhosa or English
depending on the participant’s language preference. A researcher will be present throughout
the informed consent process and will clarify any questions the participants are not clear
about.

Participant in-depth interviews, observation and PhotoVoice

The participant indepth interviews, participant observation and PhotoVoice process (only for
women) rely on exploring participants lives in great deal, and building up rapport with
participants. As such there are additional ethical considerations. First, we will take
participants selected through a second informed consent process only for this component
(beyond the quantitative research informed consent) (Appendix 24 and 25). Second, we will
continually check in with participants around their willingness to be involved in the research,
this will include before any sessions are run and through ongoing verbal consent processes by
research team members. At each point it will be made clear to them that they can choose to
opt out of the study with no harm coming to them.

As the team will build relationships with participants over this time, it is likely that there will
emerge instances where participants inform researchers about harms that have happened to
them (for instance being beaten up). If participants disclose issues that require further
intervention the researcher will alert the PI of the study and they will agree a process, and
where appropriate inform the ethics committees. Strategies could include: referral to
counselling, support to report issues to the police, support in going to hospital or so forth.
These will be supported at the project’s expense.

Costing and facilitator research

Both the costing study and the research on the delivery of the intervention relies on
observation, interviews and focus groups with facilitators. As such one integrated informed
consent will be provided for facilitators (Appendix 18) before participating. They will be
informed of the different methods of research (observation, time motion analysis, interviews
and focus groups) and the purpose of the research — to understand intervention delivery and
costing the intervention and the risks, benefits and rights as participants. They will be
informed that they do not have to participate in the study if they do not wish to.

Interviews with trial team members around the development of Creating Futures for the
retrospective costing requires a separate informed consent (Appendix 23). All potential
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interviewees will be provided with an informed consent outlining the methods of research,
the purpose of research and their rights as participants. They will be informed that they do not
have to participate in the study if they do not wish to.

In addition, we have modified the informed consents for participants in the main study
(Appendix 6) to reflect that they may be observed as part of this study and the additional set
of questions that the costing component entails.

9.3 Maintaining the cohort data linking

In order to maintain the cohort it will be necessary to collect personal information and store
this. We propose to record name, address, cell phone number and the cell number of two
close friends or family members. This will be kept in a separate computer which will include
in the database for each participant their study ID and will be password protected. All
participants will be allocated unique study IDs. Only the study ID will be kept with the
completed interview files. After the link is no longer needed all the cohort tracking details
will be erased. Participants will be informed that it is necessary to keep this information for
the study.

9.4 Confidentiality & anonymity

All participants will be assured that the information they provide in the trial will be handled
confidentially and findings reported with complete anonymity. Once the data has been
uploaded and sent to the MRC and HEARD it will be stored in password protected systems.

This trial will use self-administered cell phones for collecting the quantitative data. Electronic
handheld devices have been used by the MRC Gender and Health Research Unit in previous
research with young and adult men and women in the Eastern Cape, KwaZulu-Natal and
Gauteng, and with great success with both literate and illiterate people.

Use of cell phones in this trial will ensure anonymity of information given by participants as
they will not write their names in the cell phone. Participants will have unique study codes
that will not be linked to their names and thus their responses will not be traceable back to
them. Using cell phones will allow us to collect data anonymously and this will therefore
protect both researchers and participants should the latter disclose illegal activities or
practices in the interviews.

However, we recognise that there are limits to confidentiality and have highlighted this in
Appendix 06 — Informed Consent. Specifically, we have included the words: “If during a
workshop the person running the workshop feels you may be about to provide too much
information (such as an intention to harm someone else in the future) they will warn you not
to reveal any further information. If you did continue to tell them about this, we may be
required to report the information to the authorities (e.g. Police or Social Workers).”

We assume that this is unlikely to happen. Facilitators will be trained to stop participants in
workshops before they reveal issues that may need to be reported, however there are cases
where unsolicited reports that may emerge [61]and if participants do report such activities to
fieldworkers, facilitators or team members we may have to report onwards. In an unlikely
event that a disclosure of incriminating information is made, the principal investigator will
report this information to the ethics committee for advice and guidance. The principal
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investigator and the EC will discuss the gravity of the disclosure and the course of action to
be taken.

Research with facilitators and costing

To ensure confidentiality the data on facilitators (both costing and delivery) will be kept away
from the implementing organisation (Project Empower) until the data’s anonymity is secure.
Research assistants will report to the PI and provide the PI with data, who will ensure
anonymity for the participants before the data is shared more widely within the project team.
Facilitators will be promised that this information will not be provided to Project Empower in
any way that could lead to facilitator’s being identified nor be linked to their job.

In-depth interviews, Participant observation and PhotoVoice

To ensure participant confidentiality, any notes and audio recordings will be written up as
anonymised data, with false names. During PhotoVoice a key component is ensuring
anonymity of photos, through strategies such as not taking photos of faces, this will be
discussed extensively with participants during the study (Appendix 32).

All field researchers (data collectors and facilitators) will be required to sign an Agreement of
Confidentiality (Appendix 5). This agreement will bind them to uphold the confidentiality of
all information encountered during the research.

All computers and study databases will have password authentication for access. Data from
the trial will be anonymously processed and written into a study report and also published in
peer reviewed journals. Study data, informed consents and confidentiality agreements will be
kept at the HEARD’s & MRC offices for a period of 5 years after writing the findings of the
trial.

9.5 Potential risks related to the interviews

Participants will be guaranteed that the information will be kept confidential. At the point of
data analysis information will be anonymously processed in order to minimise the possibility
of data, in particular disclosed illegal behaviour, to be linked back to individual participants.
Further we will not collect sufficient information about any act in the questionnaire to enable
a prosecution of any crime.

Research with facilitators

As facilitators are employees of the implementing agency, there is significant risk to them in
their professional life. We will ensure that no data is seen by the implementing agency on the
experiences of facilitators until it has been full anonymized.

Indepth Interviews, Participant observation and PhotoVoice

As participants build up relationships with the research team over the course of participant
observation and PhotoVoice sessions, there is a risk that they will disclose information that is
illegal. As with other studies where the team have undertaken qualitative research on illegal
behaviours [20, 30, 61] we will make participants aware when they start telling stories which
we may be forced to tell others (e.g. social workers, police) to reduce this from happening.
Any instances where we may be forced to compromise the privacy of will be discussed with
ethics committees beforehand [61].
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9.6 Harm due to the study

We will collect data on potential risks related to the study. It is a sad fact in South Africa that
large randomised controlled trials always experience deaths of study participants. It is critical
that these are investigated and shown to be not study related. For example, during the pilot
study of 232 participants who we intended to follow for a year there were three deaths and
one participant went to jail. Similarly in the first Stepping Stones evaluation there were 16
deaths in 2800 people followed for 2 years. We investigated all these and found none to be
study related. The investigation of study participant deaths will be conducted by the
counsellor. At an appropriate time, he or she will be asked to visit the family (or friends if no
family are available) to collect information on the circumstances of the death. A report will
be sent to the ethics committee. We will inform participants that if there should be a death
that they learn of we must be informed and we may also learn of deaths when conducting
follow up interviews. We are not administering medication to participants and the basic
interventions are known to be safe (Stepping Stones has been used with 10s of thousands of
participants globally) so we do not anticipate any study related deaths.

Given that this is a study on violence we will also undertake investigations for any reported
hospitalisations or escalating violence that are reported to study staff. The counsellor will at
an appropriate time collect information on the causes of hospitalisation or escalation of
violence and provide a written report that will be forwarded to the ethics committee for their
review.

This research includes a number of sensitive topics. It has been well established that there is a
potential for harm to participants in research on gender-based violence. The most important
concerns relate to the risk of re-victimisation of women for engagement in the study; the risk
of retribution against perpetrators disclosing in these studies; and the risk of psychological
distress to participants through being asked to re-remember traumatic events.

The World Health Organisation developed guidance on safety in conduct of research in this
area [62] and guidance for safe conduct of research on male perpetration of sexual violence
has been developed by the Sexual Violence Research Initiative (Sexual Violence Research
Initiative, forthcoming). These documents recommend that the nature of gender-based
violence research be concealed from non-interviewees until after the completion of fieldwork.
The risk of retribution against men disclosing perpetration is guarded against by using self-
completion for disclosure of acts that are socially stigmatised or involve the most severe
forms of violence. This is implemented here. In the few cases where self-completion cannot
be implemented due to illiteracy, fieldworkers will be trained to keep information
confidential. The third area of risk relates to psychological distress experienced by
participants. Research from diverse global settings (such as Nicaragua and South Africa) has
shown that women victims of violence are saddened by talking about their exposure to
violence but overwhelmingly they welcome a chance to talk and many describe the research
interview as a life changing occurrence, further men who have raped can find discussing it in
interviews makes them realise that it was wrong [53, 63-65]. Thus research has shown that if
these guidelines are followed there are minimal risks attached to survey research on gender-
based violence [63, 66]. The present study has included the guidance from these documents
in its design. However, in cases where participants demonstrate distress or report being
emotionally impacted by the research questions or intervention, they will be provided
professional support as explained below.

9.7 Intervention Challenges
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In the pilot a number of women described having arguments with their main male partners
about their participation in the intervention (rather than research). This was related to the fact
that they had been unable to discuss openly with their partner their participation. To minimise
potential risk and harm participants may face we have added in additional guidance and
focused discussion with facilitators around supporting participants to actively think through
discussing their participation with partners or family members and the potential benefits and
risks of this.

9.8 Referral

Project Empower will employ a counsellor who can be accessed by all participants via a cell
phone (please call me messages) and will be able to provide support over the period of the
study. If referral to another agency is required (e.g. to a Thuthuzela Care Centre after rape)
the counsellor will be able to facilitate this. This will be given to all study participants. The
decision to use Project Empower is that participants will have greater contact with Project
Empower over the study and will be more likely to contact Project Empower — rather than
HEARD — in the case of concerns about their wellbeing.

All participants will be informed that should they feel they have been upset or affected
negatively by the research questions or content of the intervention, they are welcome to speak
to the study counsellor at no cost to them. All participants will be provided with the study
counsellor’s number for them to contact. The facilitators and research assistants will be
trained to identify participants who are visibly distressed during the interviews or intervention
sessions and with their permission refer them to the trial counsellor.

9.9 Research reimbursements

Participants in the intervention arm will receive a financial reimbursement of R100 for
participating in the research. This will be given after each interview. No incentives will be
provided for intervention participation, but if an out-of-cluster site is needed for holding the
workshops we will support travel costs to the venue. Refreshments for participants will be
provided during the workshops.

Those participating in the control arm will receive R300 per interview. This amount has been
chosen as it is a considerable incentive to participate, and we anticipate that it will be similar
to the child support grant monthly amount in 2015 (which was R320 in 2014).

At follow up data collection points the amount of financial reimbursement and incentive for
both arms will increase. For the intervention arm this will increase as such: baseline — R100;
12 months — R150; 24 months — R300. For the control arm this will increase as such: baseline
—R300; 12 months — R450; 24 months — R600.

Retention in studies, particularly for control arms is highly challenging. Financial incentives
have been used previously to improve retention. Research elsewhere has shown that financial
incentives alone are not enough to prevent violent experiences or practices and so we
anticipate that we can meaningfully incentivise the control arm without interfering with the
study main outcome.

Facilitators and trial team members will receive no reimbursements for their time being

interviewed, observed or during focus groups. If they need to travel for any specific research
reason this will be reimbursed.

27



9.10 Working in informal settlements
There are significant challenges to working and researching in informal settlements. To
minimise these risks to our fieldwork team we build on the experience of delivering the pilot.
At baseline Project Empower will have already secured access and provide us with detailed
information about the local community, fieldwork will take place in a secure location and
none of the fieldworkers will carry cash. All incentives will be transferred via cell phone
through providing a reference number.

At 12 and 24 months Project Empower will once again re-establish entry to these
communities to ensure security. In addition, they will hire community guides who will
provide additional support as fieldworkers move around the community identifying
participants. This has proved incredibly successful previously as community guides can
provide local knowledge and are more likely to ensure safety.

Other strategies include fieldworkers only carrying cellphones for data collection — rather
than laptops or tablets. Cell phones have a value of R1000 and are easy to hide, compared to
lap tops or tablets. We also brief fieldworkers on fitting in e.g. by wearing appropriate
clothes.

9.12 Additional Review bodies

The University of KwaZulu Natal will also give ethics approval through its Human and
Social Science Ethics Research Committee.

9.13 Similar studies

We are not aware that the MRC Ethics Committee has previously been asked to approve a
similar study.

10.0 Data handling and analysis
10.1 Data management and data analysis from the main RCT
All data will be co-owned by HEARD, the MRC and Project Empower.

Data will be uploaded by wireless from cell phones. The cell phone system is likely to be
Mobenzi researcher. This is an online system that will automatically upload data if a
connection is available. Given that this is in urban settings it is highly likely that a 3G
connection will be continually available. If no signal is available, the cell phone stores the
data until a connection is available. The cell phones have approximately 8 hours of battery
time. Every evening they will be charged in readiness for the next day of work.

There is no direct data entry stage. The data is wireless uploaded onto a web-based data base
that is preconfigured into the necessary dimensions. On a weekly basis the data base will be
downloaded on to a staff computer in excel before being entered into STATA. Data will be
managed, cleaned and stored by the Medical Research Council Gender and Health Research
Unit. Data analysis for the main study outcomes will be conducted by the MRC Biostatistics
Unit.
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10.2 Data analysis
The main analysis will be by intention to treat but a per protocol analysis will also be
conducted as a secondary analysis.

Any participant who responds affirmatively to any one of the five questions on physical
intimate partner violence or three questions on sexual intimate partner violence in the past 12
months at the 24 month data collection points will be deemed to be an incident case of IPV
victimisation (if female) or perpetration (if male).

IPV incidence will be compared between the study arms. The person years of exposure will
be estimated as the time from the baseline to the first report of IPV (if this is reported during
the study) or to the last interview, if they remain IPV free at the end of the study. Separate
analyses will be done for males and females. The primary analysis will be carried out by
fitting a Poisson regression model, which will terms for age of participant, cluster, baseline
prevalence of IPV (for males or females) and treatment (arm). For each secondary outcome a
Generalised Linear Mixed Models (GLMMs) will be fitted with similar terms as in the
Poisson regression model for the main outcome. These will be fitted for time from baseline to
interview (12 months and 24 months). Secondary analysis of the main outcome will also be
done using a multi-level model for change. Generalised Linear Mixed model for binary
outcome will be used.

Analyses for secondary outcomes will follow the same approach for variables where
incidence can be measured. For outcomes using scales, the difference in the score/scale
between baseline and 24 months measure will be assessed. For each of the scales a linear
mixed model will be fitted with fixed terms for treatment arm. Separate models will be fitted
for males and females. The scores will be directly calculated from the component items,
while the scales will combine the items using weights determined by carrying out a principal
component analysis on the items at baseline (separately for males and females), and using the
loadings for the first principal component as the weight for each item. The baseline weights
(separate for males and females) will be used to construct the scale at each time point. These
analyses will firstly be carried out in the ITT population and then repeated for the per
protocol population.

For any categorical variables where incidence cannot be calculated the following approach
will be taken. First a cluster level analysis will be carried out with the response being the
overall cluster proportion of participants who reported the practice, with this cluster level
proportion being calculated separately for males and females. This response will be compared
between clusters using an analysis of covariance model with terms for the overall cluster
proportion of participants (males or females respectively) who reported the practice at
baseline and treatment arm. The model will give the rate difference for the practice for
participants in one arm versus those in the comparison, together with 95% confidence limits
and a test of the null hypothesis that there is no difference between the two study arms in the
proportion of participants who reported the practice. Separate estimates will be given for
males and females as for the other responses. Further individual level analyses will be carried
out by fitting Generalized Linear Mixed Models to the binary outcome variable. The model
will have fixed terms for treatment arm and whether or not the participant reported the
practice at baseline, with separate models fitted for males and females.

Costing Analysis
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In order to estimate the total cost of the SS/CF intervention, the cost of both the retrospective
and prospective components of the study outlined above will be analysed. This includes the
direct and indirect costs from the perspective of the service providers and the participants.
Research related costs will be excluded from the analysis.

In order to conduct the cost-effectiveness analysis, incremental cost-effectiveness will be
calculated using primary and selected secondary outcomes of the SS/CF intervention. The
primary outcome in the RCT is incidence in the past year of intimate partner violence
(perpetration of physical and/or sexual IPV for men and victimisation for women), including
change in controlling behaviour. Key secondary outcomes include gender attitudes;
depression; problem drinking; sexual behaviour and mean earnings in last month. The time
and motion data will be used together with the salary costs paid to the facilitators to identify
the proportion of labour resources used and costs relating to core activities in the
intervention, administrative activities and non-core activities.

Costs and outcomes are compared against the control group, who receive no intervention in
the initial timeframe as set out in the RCT design. Cost-effectiveness will be assessed as the
intervention cost per participant divided by the effectiveness of the intervention.

The cost data collected at different time points in the study will also be used to estimate the
incremental efficiency gains as the facilitators become familiar with the intervention and the
material they present. These data will be used to better understand resource use as the
intervention rolls out and has implications for estimating the costs of scale-up.

We will use a standard annual discount rate of 3%, and run sensitivity analyses will be
conducted using local discount rates, to check the robustness of results to these changes.
Total costs will be reported in USD2017, using official exchange rates.

Concentrating on health outcomes exclusively would not do it justice and risk overlooking a
large portion of its impact. Therefore impact on economic outcomes — including income,
consumption, savings behaviour and preferences — will be assessed using the main analysis
model, similarly to main outcomes, and analysed alongside willingness to pay. Estimation of
willingness to pay will be based on participant responses to an open-ended contingent
valuation question, and will include a multivariable regression analysis to identify key
predictors of willingness to pay. This will not only provide a full representation of
intervention impact, but also contextualise the willingness to pay results in relation to
participants’ socio-economic status and relevant changes as a consequence of the
intervention.

11.0 Challenges

We recognise that attendance at the intervention will be voluntary, the intervention is long
and it is difficult to know exactly what the level of sustained participation will be. We will
collect data on attendance so that we can use this information in the data analysis. In the pilot
study we found approximately 60% of sessions were attended, and this showed promise of
impact. We do not expect attendance to be lower than in the pilot. We also may encounter
loss to follow up. We have inflated the necessary sample size to allow for a possible 40% loss
to follow up without critical loss of power for the evaluation. Retention of participants is
always a challenge in cohorts and plans for this are outlined below.
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Informal settlements are tricky areas to work in because they can be dangerous for staff and
also sometimes have quite complex local politics. Project Empower has been working in
informal settlements in Durban since it was established 13 years ago and so we are confident
that they have the necessary understanding of the issues in these areas to be able to undertake
the mobilisation for the study and intervention safely.

11.0 Dissemination

The trial will be registered on clinicaltrials.gov and information about the trial is available on
the What Works to Prevent Violence website (www.whatworks.co.za). The Stepping Stones
manual is available through the MRC and the Creating Futures manual can be found on the
HEARD website [67]. A paper on the methodology used and the main study findings from
the RCT will be published in international peer reviewed journal articles.

The study team will form a local stakeholder group with representatives of participating
communities through the structures consulted for consent, representatives from provincial
Government in KwaZulu-Natal and NGOs working in similar areas who will be informed of
the trial and emerging results. One meeting of this stakeholder group will be held annually for
the four year duration of the project. During these meetings, participants will be informed
about project progress, consulted on challenges, and informed of findings as these emerge.

Information about the trial will be disseminated to conferences and at meetings with
stakeholders in the health, violence, gender and economic empowerment fields. Multiple
strategies will be used to disseminate the important learnings that will be gained and to
ensure the integration of these lessons into practices at a provincial level and beyond where
possible. These strategies include: meetings and workshops, written outputs including fact
sheets and brochures; global dissemination and discussions via SVRI platforms and activities.
Initially, meetings will be held with decision-makers, both provincially and nationally to
inform them of the project and to invite them to form part of the advisory bodies. Once these
bodies have been established, regular meetings will be scheduled to keep members informed
of project progress and to get input on various aspects of the project. Fact sheets, briefing
papers and presentations will be developed to support project activities and assist with
sharing project outcomes.

Finally, a national workshop with policy makers, community members, donors and other
stakeholders will held to discuss the findings of the project and map a way forward for
scaling up.

In addition, the team will create a short film (approximately 5 minutes) using interviews with
facilitators and participants about their experiences of the intervention and the approach. The
film will be ‘promotional’ and emphasise positive aspects of the intervention and approach.
The film rationale is outlined in Appendix 33, with a short topic guide (Appendix 34) and
informed consent for the participation in the film (Appendix 35).

12.0 Timeline

Jul-DecfJan-Jun [Jul-Dec an-Jun Jul-Dec
2016 2017 2017 2018 2018

Community mobilisation in Durban
informal settlements
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Gain ethics approval and access for
the study

Develop questionnaire and
evaluation materials, gain ethics
approval

[ntervention delivery (Stepping
Stones/ Creating Futures)

Baseline measures

12 month follow up

24 month follow up

Data analysis

(Writing

Dissemination including finalising
and publishing curriculum

13.0 Funding

The research is funded by the United Kingdom Government’s Department for International
development (DFID).

The total project for the budget is £800,000. The summary of the budget is provided here.

2015 2016 2017 2018
Intervention £150,000
Fieldwork R1 £80,000
Fieldwork R2 £120,000
Fieldwork R3 £150,000
Data analysis £50,000 £50,000
Control Intervention £200,000
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