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Abstract

Adolescent girls and young women (AGY W) of reproductive age in South Africa are heavily burdened
with HIV. If taken effectively, oral preexposure prophylaxis (PrEP) prevents HIV acquisition in pregnant
women without HIV. We investigated factors associated with oral PrEP continuation at the 1-month
follow-up and the role of HIV risk perception and actual HIV risk in motivating oral PrEP continuation
in pregnant women. Data from a cohort of pregnant and postpartum women without HIV in Cape Town,
South Africa (PrEP-PP), were analysed using logistic regression models and mediation analysis to assess
factors associated with oral PrEP continuation at 1-month and the extent to which HIV risk perception
and actual HIV risk explain the relationship between sexual risk behaviours and oral PrEP continuation.
Of the 1349 pregnant women enrolled, 84% initiated PrEP at the first antenatal care (ANC) visit.
Unemployment (aOR=1.33; 95% CI=1.03-1.73), inconsistent condom use during sex (aOR=0.49;
95%CI=0.22-1.00), having a partner living with HIV/unknown HIV status partner (aOR=1.33; 95%
CI=1.00-1.77), being at a medium-to-high risk of acquiring HIV (aOR=1.34; 95% CI=1.00-1.78), STI
diagnosis at baseline (aOR=1.30; 95% CI=0.98-1.72), and having no current sex partner (aOR=1.63;
95% CI1=0.95-2.89) were associated with oral PrEP continuation at 1-month follow-up. Using condoms
sometimes during sex (aOR=0.53; 95% CI=0.23-1.12) and being unmarried/not cohabiting (aOR=1.25;
95% CI=0.95-1.66) were marginally associated with oral PrEP continuation. Two-thirds of women
misclassified their perceived HIV risk as being at low-risk despite reporting condomless sex or having
a partner living with HIV/unknown HIV status partner, highlighting the discordance between actual and
perceived HIV risk. The actual HIV risk partially explained the relationship between sexual risk
behaviours and oral PrEP continuation at 1-month. Future research is needed on improving accurate

assessments of HIV risk to improve PrEP continuation in pregnancy and postpartum.
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1. Synopsis

Among AGY W, South Africa has the highest prevalence of human immunodeficiency (HIV) worldwide.
Pregnant women not living with HIV are at a three-to fourfold greater risk of acquiring HIV and mother-
to-child transmission (MTCT) due to several biological and behavioural changes. The initiation and
continuation of oral preexposure prophylaxis (PrEP) can contribute to the minimisation and possible
elimination of maternal HIV acquisition and, therefore, MTCT (vertical transmission). HIV risk
perception has been suggested to be an intermediate factor, where it has been suggested that HIV risk

perception in individuals may influence their decisions to continue the use of oral PrEP.

The main aim of the study was to evaluate whether sexual risk behaviours are mediated through, or
correlated with, HIV risk perception and actual HIV risk and associated with oral PrEP continuation at
the 1-month follow-up in pregnant South African women not living with HIV. The proposed study also
aimed to 1) evaluate factors which affect oral PrEP continuation at 1 month follow-up in the pregnant
women not living with HIV; 2) evaluate the relationship between actual sexual HIV risk and perceived
HIV risk; and 3) To explore the odds of oral PrEP continuation among pregnant women not living with
HIV, who had a medium-to-high HIV risk perception, at the 1-month follow-up on oral PrEP compared
to those with no-to-low HIV risk perception and actual HIV risk.

The current study is a secondary analysis of the Pre-Exposure Prophylaxis in Pregnancy and Postpartum
Period (PrEP-PP) study, Human Research Ethics (HREC) 297/2018, that will assess how HIV risk
perception and actual HIV risk mediates the relationship between sexual risk behaviours and oral PrEP
continuation at 1 month follow-up in pregnant women not living with HIV. The study design for this
research was a retrospective cohort study. The inclusion and exclusion criteria of this study reflects those
of the parent study, highlighted within the protocol. In the PrEP-PP study, the participants were recruited
directly from a public health facility in Cape Town, South Africa with the help of a trained recruiter.
Women who expressed interest in study participation underwent a rigorous screening process which was
in line with the inclusion and exclusion criteria, to determine study participation eligibility. Before
official enrollment into the study, the women were informed of the potential risks and benefits associated
with study participation, which were outlined in the informed consent form delivered in the participant’s
home language (isiXhosa or Afrikaans). A prerecorded digital version of the consent form was given to

the participants who had difficulties reading, so they could listen to the recording.

The data collected from the participants offer a range of advantages for both individual participants and
for research. As emphasised in the PrEP-PP study, enrolled women experienced individual benefits,
receiving the best possible HIV prevention including ongoing counselling, hepatitis B screening, testing
and treatment of sexually transmitted infections (STIs), and receiving oral PrEP if they chose to initiate

use. Additionally, there is minimal risk associated with this secondary study as no additional data



collection will be required. The parent study ensured the protection of the privacy and confidentiality of
the women involved in the study by only making use of the participants’ names on the informed consent
forms, which were kept in locked cabinets. Deidentified participant numbers were used on all study
documents. All digital information was stored in files protected by passwords. The study data was

communicated through encrypted files that were also password protected, encrypted files.

The findings of this study will provide a better understanding of the current landscape regarding HIV
risk perception, actual HIV risk, sexual risk behaviours, and oral PrEP continuation at the 1-month
follow-up in pregnant women. The study will also provide insight on factors associated with or that
influence oral PrEP continuation at the 1-month follow-up. The insights gathered from this research
regarding oral PrEP continuation and sexual risk behaviours may have great transformative impact on
various fronts, uncovering patterns associated with oral PrEP implementation and usage, allowing for
the development of targeted strategies. Moreover, exploring the potential associations and potential
mediating relationships of HIV risk perception and actual HIV risk between sexual risk behaviours and
oral PrEP continuation is crucial. This can help us understand whether HIV risk perception is an
appropriate target for HIV prevention programmes and interventions or if actual HIV risk is a better
alternative, especially for HIV prevention programmes focusing on oral PrEP interest and adherence in
pregnant and postpartum women not living with HIV. In essence, this dissertation has the potential to

inform and shape more effective targets for HIV prevention programmes in this specific demographic.



2. Introduction

Sub-Saharan Africa has the highest HIV burden globally, with approximately 69% of people in this
region living with HIV/AIDS, and approximately 3100 out of 4000 global HIV infections in AGYW
aged 15-24 years old occurring in sub-Saharan Africa [1]. In South Africa, the epicentre of the
HIV/AIDS epidemic, it is estimated that 7.9 million people were living with HIV in 2022 [2], with
adolescent girls and women of reproductive age being at greatest risk of HIV infection. This high
prevalence among these women is due to several complex biological, behavioural, and socio-economic

factors [3-5].

South African pregnant and breastfeeding women (PBFW) not living with HIV are at a three- to fourfold
increased risk of acquiring HIV per condomless sex act [6]. This is attributable, but not limited to,
various behavioural and biological factors. Behavioural factors include frequent unprotected vaginal and
anal sex and having multiple sexual partners [7]. Biological factors include inflammation in the female
genital tract epithelium, having a large genital mucosa surface area, that is prone to trauma, and exposure
to infectious fluids and pathogens [8,9]. As an implication of these factors, there is an increased risk of
maternal HI'V acquisition during the later stages of the pregnancy and during breastfeeding, significantly

increasing the risk of vertical transmission in those who are pregnant and the burden of paediatric HIV.

Considering the numerous risk factors which contribute to the high HIV incidence during pregnancy
(and after birth), Truvada was first approved by the United States Food and Drug Administration (US
FDA) as an oral preexposure prophylaxis (PrEP) and HIV prevention medication that is meant to be
used before and continued throughout periods of potential exposure to HIV-1 [10]. Oral PrEP is a safe
and effective preventative intervention aimed at reducing the risk of HIV acquisition in high-risk
populations. In pregnant women not living with HIV, the aim is to reduce their risk of acquiring HIV
during pregnancy and postpartum and thus of MTCT. Therefore, during such periods, women could use

oral PrEP discretely. However, several barriers currently exist to such oral PrEP use [11,12].

Although oral PrEP has great potential, not much is known about oral PrEP continuation in pregnant
women not living with HIV, or about the factors affecting continued oral PrEP use. For oral PrEP to be
effective, it must be used continuously during periods where the risk of acquiring HIV is high, both
during pregnancy and the postpartum period. Mathematical modelling revealed that PrEP provision

could reduce vertical HIV infection by 41% if 80% of all PBFW not living with HIV received oral PrEP
[13].

Despite the increasing use and adoption of oral PrEP, some populations find it challenging to continue
on oral PrEP. As countries approve the use and roll-out of oral PrEP for HIV prevention, systematic

monitoring of continued follow-up and continuation is imperative for estimating the potential impact



oral PrEP has an intervention and measuring the success of programmes implementing the use of oral
PrEP [14]. Additionally, continuation data will provide insight into whether there are any differences in
oral PrEP continuation at follow-up among the different groups. In doing so, strategies for promoting

oral PrEP continuation can be tailored to meet the needs of those specific groups of people.

HIV mediation analyses provide a valuable framework through which we can evaluate the impact of
prevention programmes [15,16]. As a result, the effectiveness of prevention interventions can also be
developed based on the identification of key intermediary factors. Perceived susceptibility/risk is one of
the several central constructs in many studies on health behaviour changes, such as in the Health Belief
Model (HBM). In many mediation analyses, perceived HIV risk, or the chances of acquiring HIV in the
next year, while not taking oral PrEP, is included as an intermediary factor (or a mediator) [17],
indicating that the perceived risk of HIV acquisition may be a key factor in individuals at high risk for
acquiring HIV considering the use of oral PrEP or other HIV prevention methods. However, there is
insufficient evidence to support this assumption. The ability to detect whether HIV risk perception
mediates the relationship between certain exposures and outcomes in pregnant women not living with
HIV will help determine whether HIV risk perception is an appropriate target for HIV prevention
programmes. Furthermore, this study will provide information on whether actual HIV risk, defined as
the lifetime risk of acquiring HIV through exposure to the HI-virus, is a decent alternative and target for
HIV/AIDS infection prevention methods and interventions. This information will help inform future

iterations of HIV prevention frameworks and cascades.

We hypothesise that pregnant women who perceive themselves to be at a high risk of HIV acquisition
due to risky sexual behaviours are more likely to continue using oral PrEP at the 1-month follow-up

than are those who perceive themselves to be at a lower risk of HIV acquisition.

3. Study aims and objectives

3.1 Aim

To evaluate whether the relationship between sexual risk behaviours and oral PrEP continuation at the
1-month follow-up is mediated through, or correlated with, HIV risk perception and actual HIV risk in

pregnant South African women not living with HIV.

3.2 Objectives

1. To evaluate factors affecting oral PrEP continuation at the 1-month follow-up in pregnant

women not living with HIV.



2. To evaluate whether pregnant women not living with HIV who are at an actual medium-to-high
HIV risk (with a risk score of > 2 sexual risk behaviours) for HIV are associated with how they
perceive themselves as such, using the same risk score.

3. To evaluate whether pregnant women with risky sexual behaviours aligned with medium-to-
high-risk perceptions will have greater odds of oral PrEP continuation (more likely to continue
using oral PrEP during pregnancy) compared to those with lower-risk and/or lower risk
perceptions.

4. To evaluate the mediational relationship of HIV risk perception and actual HIV risk between
sexual risk behaviours and oral PrEP continuation at the 1-month follow-up in pregnant South

African women not living with HIV.

4. Methodology

4.1 Study design

This study will involve the secondary analysis of data from participants who were recruited as part of
the Preexposure Prophylaxis in Pregnant and Postpartum Period (PrEP-PP) study, an observational
prospective cohort study of pregnant women who were recruited at their first antenatal care visit (ANC).
The study design details have previously been described [7]. Additional approval was obtained for the
secondary analysis (HREC 845/2023).

4.2 Study population

The PrEP-PP study enrolled consenting pregnant adolescent girls (> 16 years) and women not living
with HIV at their first ANC visit from one public health clinic in Cape Town, Western Cape, South
Africa (N = 1195), who were followed-up for 12 months postdelivery or until censorship for a mean of
18 months. Adolescent girls younger than 18 years old provided unassisted consent for study

participation.
Inclusion criteria:

1. 16 years old and older.
Confirmed to be HIV-negative using 4th generation antigen HIV test.
Intend to give birth in the chosen MOU facility.

Confirmed to be pregnant.

wok wD

Women with no psychiatric or medical reasons that prevent the use of oral PrEP.



Exclusion criteria

Individuals who do not fulfil the abovementioned inclusion criteria or who satisfy any of the
following criteria will be excluded:

1. Simultaneous enrollment in another HIV-1 vaccine or prevention trial.

2. Hospitalisation within the past year, for non-obstetric health issues (e.g., caesarean section,
miscarriage, preeclampsia).

Currently or previously receiving Tuberculosis (TB) treatment within the past 30 days.

A history of kidney-related disease.

Current hypertension diagnosis.

A

Showing signs of psychosis (including hallucinations, suicidal or homicidal ideations, or

violent behaviour).

7. Current or historic use of anti-psychotic medication (e.g., treatment for bipolar disorders,
schizophrenia, or postpartum psychosis following a past pregnancy).

8. A positive hepatitis B surface antigen (HBsAg) test upon screening.

9. A history of bone fractures that are not trauma-related.

10. Any other clinical, psychiatric, or social condition that, according to the judgement of the

investigators would influence a participant’s ability to provide consent or partake in the

study.

4.3 Recruitment and enrollment

A sample of pregnant and postpartum women not living with HIV who participated in the PrEP-PP study
will be included in this proposed secondary analysis. Trained health care providers at the study site
coordinated group counselling sessions for women at their first ANC visit. Following testing and
disclosure of the mother’s HIV status, potentially eligible women were informed about the benefits and
risks of using oral PrEP. After agreeing to participate, the women were directed to study recruiters, where
the counsellors reviewed the screening consent form to evaluate the women'’s eligibility. Following the
review of the screening consent form, all the participants who were eligible for and agreed to study
participation followed the study consent form process, followed in their native language of either

isiXhosa or Afrikaans (see the informed consent form in Appendix A).

4.4 Research procedures and data collection methods

In the parent study, there were four different sources of data, namely, survey methods, including those
related to oral PrEP. The data for this secondary analysis will be obtained from the parent (PrEP-PP)

study, where the relevant data will be requested through a data request form.



4.5 Data analysis and study variables

The baseline sociodemographic and sexual behaviour characteristics of the participants will be
examined using the median and interquartile ranges (IQRs) for the continuous variables and proportions

and percentages for the categorical variables.
Overall aim:

To perform univariable and multivariable logistic regression analyses to model the relationship between
sexual risk behaviours and oral PrEP continuation at the 1-month follow-up and determine the log crude
odds ratio (OR) and adjusted OR (aOR), adjusting a priori for maternal age, highest level maternal of
education, and gestational age. The confounders are variables that are 1) associated with the exposure
(sexual risk behaviours); 2) associated with the outcome (oral PrEP continuation at the 1-month follow-
up); and 3) are not in the causal pathway between sexual risk behaviours and oral PrEP continuation at
the 1-month follow-up. A priori adjustment of the confounders is based on prior knowledge of the
association of the confounders with both the exposure and the outcome. The analysis for the overall aim
will include a mediation analysis within a structural equation modelling framework for the suspected
mediation process and the relationship between sexual risk behaviours and oral PrEP continuation at the
1-month follow-up in pregnant women not living with HIV, with HIV risk perception and actual HIV
risk as potential mediators in the exposure—outcome relationship. We will estimate the direct and indirect

effects and determine statistical mediation by analysing the significance of the indirect effects.
Study variables:

In the parent study, HIV risk perception data was gathered from women who were not on oral PrEP,
where they were asked about their changes of acquiring HIV, within the next year, while not taking oral
PrEP. Possible responses included “no chance at all”, “small chances”, “moderate chance”, “great
chance”, and “I don’t know”. For our study, these responses were dichotomised into “no-to-low HIV
risk perception” and “medium-to-high HIV risk perception (Table 1). In our study, actual HIV risk was
arisk score composed of the sum of five risk factors, namely 1) STI diagnosis at baseline; 2) the number
of sexual partners in the preceding three months; 3) condom use during sex in the preceding three
months; 4) partner serostatus; and 5) marital status. Women with exposure to 1 or none of these risk

factors were classified as being “no-to-low” actual HIV risk whereas those with exposure to 2 or more

of these risk factors were considered to be at a “medium-to-high” actual HIV risk.



Table 1. Table of variables including exposure, outcome, potential mediators, and potential confounders

Variable

Measurement

Exposure

(Sexual risk behaviours)

Number of sexual partners

Number of different people the woman had sex with in the preceding 3 months.
Exposed: > 1 sexual partner in the preceding 3 months

Unexposed (reference): 1 or no sexual partner in the preceding 3 months

Partner serostatus

Partner serostatus defined as being a partner living with HIV (HIV positive), a partner
not living with HIV (HIV negative), or unknown partner status.
Exposed: partner living with HIV or unknown partner status

Unexposed (reference): a partner not living with HIV

Marital status

How the women described their main, current relationship.

Defined as ‘married or cohabiting’, ‘unmarried or not cohabiting’, or ‘no current sex
partner’.

Exposed: unmarried or not cohabiting

Unexposed (reference): married or cohabiting and not having a current sexual partner

STI diagnosis

Positive diagnosis of chlamydia, gonorrhoea, and/or trichomonas vaginalis at baseline.
Exposed: positive diagnosis of any of the STIs

Unexposed (reference): negative diagnosis for all the STIs

Condom use

Reported use of male or female condoms during any sex in the preceding 3 months.
Defined as ‘always’, ‘almost always’, ‘sometimes’, ‘rarely’, and ‘never’.
Exposed: Using a condom rarely, sometimes, or never.

Unexposed (reference): Always or almost always using a condom




Potential mediators HIV risk perception How women would describe their chances of acquiring HIV in the next year, if they were
not taking oral PrEP.
Defined as ‘no chance at all’, ‘small chance’, ‘moderate chance’, and ‘great chance’.
‘No chance at all’ and ‘small chance’ and ‘moderate chance’ and ‘great chance’ were
combined and dichotomised into ‘no-to-low risk® and ‘medium-to-high risk’
respectively.
Being ‘medium-to-high’ risk is based on an individual’s HIV risk perception based on
the described sexual risk behaviours.
Exposed: being at medium-to-high risk
Unexposed (reference): being at no-to-low risk

Actual HIV risk The lifetime risk of acquiring HIV through exposure to the virus.

Defined by having a risk score of 0 or 1 (no-to-low risk) and > 2 (medium-to-high risk).
The calculated risk score is based on marital status, number of sexual partners in the
preceding 3 months, partner serostatus, STI diagnosis at baseline, and condom use in the

preceding 3 months.

Outcome

Oral PrEP continuation

Binary outcome (continued/discontinued oral PrEP use).

Described as continuation of oral PrEP use at the 1-month follow-up during pregnancy.

Potential confounders

Maternal age

Maternal age in years

Gestational age

Gestational age at baseline in weeks

Education

Highest level of maternal education (categorical)
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The Proposed Mediation Model

Number of sexual Indirect effect Self-perceived HIV
partnersin risk
preceding 3 months

Partner serostatus

Oral PrEP
continuation

Marital status
Direct effect

STl diagnosis at
baseline

Condomusein

preceding 3 months Actual HIVrisk

Fig. 1 A detailed mediation analysis within a structural equation modelling framework of the

associations between exposure, outcome, and potential mediating factors

The model shown in figure 1 above is a mediation process. Mediation, specifically for the purpose of
structural equation models (SEMs), refers to a third, intermediate variable (called the mediator) that
helps explain how and why an exposure (also referred to as an exogenous variable) influences an
outcome (sometimes referred to as the endogenous variable). In mediation analyses, there is a direct
effect which is the pathway directly from the exposure variable through to the outcome variable while
controlling for the mediator. The indirect effect is the pathway from the exposure variable to through to
the outcome variable via the mediator. The above model suggests that there is a direct effect between
the number of sexual partners in the preceding 3 months, partner serostatus, marital status, STI diagnosis
at baseline, and condom use during sex in the preceding 3 months and oral PrEP use continuation at the
1-month follow-up. At the same time, there is an indirect effect from the exogenous variables to the
endogenous variables via HIV risk perception. The model also suggests that there is an indirect effect

from the exposure variable to the outcome variable via actual HIV risk.
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A Simple Mediation Model

Self-perceived HIV
risk

Indirect effect

Direct effect Oral PrEP

Sexual risk
behaviours

continuation

Indirect effect

Actual HIV risk

Fig. 2 A simplified mediation analysis pathway, within a structural equation modelling framework, of
the associations between the exposure, outcome, and potential mediators. In this model, the latent
variable ‘sexual risk behaviours’, is represented by an ellipse, and the observed variables are represented

by rectangles
Objective 1:

To construct univariable and multivariable logistic regression models containing all factors to explore
the crude and adjusted effects of the covariates on the outcome of oral PrEP continuation at the 1-month

follow-up.
Objective 2:

To construct a confusion matrix to determine the proportion of individuals who correctly classified

themselves as medium-to-high risk of actual HIV, given their perceptions of HIV risk.
Objective 3:

To explore the odds of oral PrEP continuation among pregnant women not living with HIV, who had a
medium-to-high HIV risk perception, at the 1-month follow-up on oral PrEP compared to those with no-

to-low HIV risk perception and actual HIV risk.
Objective 4:

To explore the relationship between sexual risk behaviours and oral PrEP continuation at 1 month
following HIV risk perception and actual HIV risk within the structural equation modelling framework,

using mediation analysis
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4.6 Data management

The data obtained from the PrEP-PP study will continue to be managed according to the safety
procedures used in the study. PrEP-PP data were collected on paper-based forms and participant
information was captured in the customised study-specific RedCap database. The information was

stored in a firewall protected University of Cape Town (UCT) server that was backed-up nightly.

In the PrEP-PP study, the study was integrated into the MOUs and women were recruited directly from
their first ANC visit by trained recruiters, who are existing counsellors, nurses, and midwives who were
trained, by the study team, in oral PrEP treatment. Women who were interested and eligible following
the screening process were taken to the study place (Hanover Park) or the study trailer (Green Clinic
Gugulethu) for informed consent and study enrollment procedures. Enrolled, consented women were

invited to return every 3 months for study visits that corresponded with their next ANC visit.

4.7 Ethical considerations

Risks and benefits
Risks:
Potential risks associated with study participation included the following:

1. Risk arising from self-reported behavioural and psychosocial data related to psychosocial
distress according to questionnaire items involving social support, mental health, and HIV status
disclosure.

2. Potential risks linked to a loss of confidentiality owing to study procedures, such as during the
data collection process.

3. Potential risks linked to participants disclosing their status, including the possibility of intimate

partner violence because of disclosing their status.
Potential risks to participants who use oral PrEP include:

1. Side effects (headaches, gastrointestinal) for women on oral PrEP.
2. Adverse events for women on oral PrEP.

3. Potential risks arising from the collection of dried blood spots.
Benefits:
Direct benefits
The greatest benefits of pregnant women participating in the parent study included receiving the best

possible HIV prevention, including ongoing counselling, screening for hepatitis B, testing and treatment
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of STIs, and use of oral PrEP for women who decided to initiate oral PrEP treatment. Oral PrEP initiation
and use can help prevent HIV infection in mothers during pregnancy and the postpartum period. Women
who did not initiate oral PrEP treatment or who did initiate but did not adhere to their oral PrEP use

received ongoing counselling and STI testing.
Indirect benefits

Through the identification of the optimal strategy for the delivery of PrEP to pregnant and postpartum
women, the PrEP-PP study has the potential to improve HIV prevention methods and intervention
implementation to protect against HI'V infection and vertical transmission in women without HIV and

their infants in Cape Town, the Western Cape Province, and across the country.
Informed consent

For this type of secondary analysis, informed consent was not needed. The survey protocol for the
original study was approved by the University of Cape Town Faculty of Health Sciences Human
Research Ethics Committee (HREC).

The original study had two informed consent forms :

1. The first was for screening and testing of participants and included consenting to the screening
survey (inclusion criteria questionnaire) and consenting to an HIV test and hepatitis B surface
antigen testing. Informed consent was obtained from the enrolled participants.

2. The second is the main study informed consent form, which, together with the questionnaire,
depicted those used in previous studies and was presented in the participants’ native language
(isiXhosa or Afrikaans) by trained interviewers. The study informed consent form provided
comprehensive information on the purpose of the study, the study procedures, and the risks and

benefits that mothers who participated were likely to encounter at the additional study visit.
Staff emphasised the following to participants:

e Study participant is voluntary, and whether mothers chose to participate would not influence
the quality of their standard medical care for either mothers or their infants.
e Mothers may leave the study at any point in the study, for whatever reason without

compromising the quality of their standard medical health care.
Compensation/reimbursement

During the parent (PrEP-PP) study, the women were compensated for their participation and time. The
women were compensated with a R250 grocery voucher at each study measurement visit as well as
additional funds to cover transport costs. Additionally, all the participants were served refreshments on

the day of their study visit.
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Privacy and confidentiality
During the PrEP-PP study, the following steps were taken to ensure study confidentiality.

1. All the staff involved in data collection and management were trained on confidentiality and
other patient protection issues.

2. All paper-based participant- and study-related information was locked away in cabinets at study
office sites or at UCT, accessible only to the local principal investigator (PI) and the project
manager.

3. Unique participant identification numbers were used on all study documentation for
deidentification purposes.

4. All the electronic data were kept in password-protected files at UCT within a firewall-protected

SCrver.

This proposed secondary analysis will adhere to privacy and confidentiality measures similar to those

of the PrEP-PP study.
Data dissemination

This secondary analysis and its findings will be completed in partial fulfilment of the requirements for
the Master of Science (Epidemiology and Biostatistics) degree. The results obtained are expected to be

presented and published in discussion with the investigators of the PrEP-PP study.
Conflicts of interest

No conflicts of interest have been declared by the researchers.

Resources

All necessary resources needed for the completion of this minor-dissertation have been accounted for.

Moreover, the student/researcher has significant support from their supervisor (Dr Dvora Joseph Davey).
Authorship

The authorship will include myself, Kgotlaganyo Moeletsi (the MSc student), the principal investigator
(Dr Dvora Joseph Davey), and the main investigators involved in the parent study (Professor Landon
Myer, Professor Thomas Coates, Professor Linda-Gail Bekker, Professor Leigh Johnson,) and the data

manager (Kalisha Bheemraj).
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5. Study timeline

Table 2. Proposed schedule for minor-dissertation

HREC approval

September
2023

November
2023

December
2023

Literature review

Data preprocessing/
management

Data analysis

Methodology write-
up

Discussion

Minor-dissertation
write-up

Submission of
minor-dissertation
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1. Introduction

Globally, HIV/AIDS is the greatest cause of death in women of reproductive age, aged between 15 and
49 years [1], with Sub-Saharan African AGYW aged 15 — 24 years being the most affected by this
epidemic accounting for over 77% of new HIV infections in 2022 [2]. AGYW who come from this
region are disproportionately affected by HIV infection; not only do they have higher rates of HIV

infection than their male peers, but they also contract HIV five to seven years before their male peers do

[3].

With over 7.9 million individuals infected and living with HIV [4], South Africa remains the epicentre
of the HIV/AIDS epidemic. Additionally, the country also has the highest prevalence rate of HIV among
AGYW, with AGYW being three times more likely to contract HIV than their male peers [5]. This
disproportionality in HIV incidence between males and females is due to several complex “biological,
social, behavioural, cultural, economic, and structural” factors [6]. Pregnant and breastfeeding (PBFW)
South African women not living with HIV are at a three- to fourfold increased risk of HIV acquisition
and seroconversion per condomless sex [7] due to factors such as changes in the female genital tract
mucosa, such as upregulation of HIV-1 coreceptors, specifically CC Chemokine Receptor 5 (CCRS), in
high progesterone states [8] and sexual behavioural changes that include having multiple sexual
partners, male partners increasing sexual activity outside of their relationship with other sexual partners
or a decreased frequency of condom use during pregnancy and postpartum [9-11]. Because of the
increased risk of seroconversion during the later stages of pregnancy and breastfeeding, the risk of
paediatric HIV increases significantly [12]. To address this issue, the South African Department of
Health first approved the use of oral preexposure prophylaxis (PrEP) in pregnant women not living with

HIV in 2018.

To address the complexities of HIV infection among pregnant AGY W and other women of reproductive
age not living with HIV, we need to understand the relationships or potential associations between sexual
risk behaviours, HIV risk perception, actual HIV risk, and continuation of oral PrEP use following
initiation. Sexual risk behaviours play an important role in determining one’s risk of acquiring HIV,
whereas HIV risk perception and knowing one’s actual HIV risk may influence an individual’s health-
seeking behaviours, particularly in how they choose to interact with potential preventative measures
and/or interventions. Therefore, this literature review sets out to understand how an individual’s sexual
risk behaviours influence their continuation of oral PrEP use, to prevent HIV acquisition and essentially,
vertical transmission, and how their perceived susceptibility to HIV acquisition and the actual HIV risk
may influence (and potentially mediate) the association/relationship between their sexual risk
behaviours and oral PrEP continuation at the 1-month follow-up. These findings will allow us to
investigate the factors affecting sexual risk behaviours, HIV risk perception, actual HIV risk, and

continuation of oral PrEP use, as well as the opportunities, challenges, and gaps that need to be addressed

20



in the battle against HIV in pregnant, AGYW and other women of reproductive age who are not living

with HIV.

2. HIV risk perception

HIV risk perception, defined as “one’s belief about one’s susceptibility to HIV infection” [13], is an
important part in the HIV prevention cascade. Understanding one’s risk for acquiring HIV is a crucial
first step to sustained PrEP adherence and continuation and effective use of other HIV prevention
methods, including condoms. These strategies rely on accurate perceptions by individuals about their
susceptibility to HIV acquisition. This makes understanding the concept of HIV risk perception among
pregnant women not living with HI'V and other at-risk populations very important. A woman’s perceived
HIV risk is shaped by structural risk factors such as intimate partner violence (IPV) and behavioural risk
factors including not having a stable partner and having multiple sexual partners [ 14-16]. Understanding
such factors that influence HIV risk perception, particularly in pregnant women not living with HIV, is

important for achieving successful and effective delivery and use of oral PrEP.

Many HIV/AIDS information campaigns are based on behaviourist and behavioural theories/models
including, but not limited to, the Health Belief Model (HBM). This theory was one of the first theoretical
models developed to help explain how health behaviour changes, and the premise of this theory, as well
as other behaviourist and behavioural theories, is that an individual will act based on their intentions and
behaviours [17]. It focuses mainly on threat perception and behavioural evaluation, “the two aspects of
an individual’s representation of health and health behaviours” [18]. According to the HBM, individuals
will act to prevent sickness should they suspect that their personal health is threatened (perceived
susceptibility), if they suspect that the illness would have serious outcomes (perceived severity), if they
perceive that certain health-promoting actions will reduce their susceptibility to or severity of or lead to
positive outcomes (perceived benefits), and if they believe that this health promoting action has few
negative consequences (perceived barriers) [19,20]. When used properly, this theory can “provide

EAN13

organised assessment data” about individuals’ “abilities and motivation to change their health status”
[17]. However, several factors may influence an individual’s HIV risk perception, such as having a
partner living with HIV or a partner with an unknown serostatus, level of education, and sexual
orientation [15,21,22], indirectly influencing their health-related behaviours. There is usually a
discordance between HIV risk perception and actual HIV risk, which may mean people underestimate

their chances of acquiring HIV.
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3. Sexual risk behaviours

Sexual risk behaviours, which are any sexual behaviours that put an individual at risk of an adverse
health outcome [23], including contracting STIs and HIV, play an important role in HIV transmission.
These risky sexual behaviours increase the risk of acquiring HIV among at-risk populations including
having condomless/unprotected sex, transactional sex, multiple sexual partners, and having sex while
under the influence [24-27]. It is well established that engaging in these types of sexual risk behaviours
can lead to HIV infection, especially considering that the main mode of HIV transmission is through
sexual contact with a person living with HIV. Understanding these sexual risk behaviours and the factors
that influence them, especially in pregnant AGYW and other women of reproductive age who are not
living with HIV, is very important in the fight against seroconversion and HIV infection in both pregnant
and non-pregnant AGYW not living with HIV and other populations, such as those testing positive for

STIs, that are at high risk of infection.

There are several factors which contribute to engagement in risky sexual behaviours. Peer pressure,
especially among AGYW, plays a significant role in engaging in such behaviour [25], where
participating in sexual activities is normalised when trying to fit in with one’s peers. Socioeconomic
status and poverty are other driving forces for partaking in risky sexual behaviours, as it has been shown
that low socioeconomic status is associated with a greater chance of engaging in transactional sex [28].
Age disparate relationships, often defined as “partnerships with an age-gap between partners of 5 years
or more”’[29], often play a role in the increased HIV risk amongst AGYW due to changes in their sexual
behaviours [29-32] and economic and gender inequalities [33]. Changes in sexual behaviours include
decreased condom use, where women in age-disparate relationships feel they cannot negotiate the use
of condoms during sex [34]. Economic drivers include economic inequalities between men and women,
where women enter into age-disparate relationships with men for financial and material gain, creating
power imbalances within the relationship where men have more control over decisions pertaining to sex
[35], such as condom use during sex. Other gender and cultural norms include men being viewed as
providers for women in relationships and women having to “return the favour” by means of sex [36]. It
is, therefore, apparent that there is a complex interplay between individual, social, and economic factors
that influence one’s sexual behaviours, and these complex factors need to be appropriately addressed

for successful HIV prevention interventions.

4. Oral PrEP use and continuation

Truvada, an oral combination tenofovir and emtricitabine, was first approved by the US FDA in July
2012 as a highly effective preexposure prophylaxis (PrEP) in conjunction with other safe sexual

behaviours to reduce infection with HIV-1 in adults at risk of HIV-1 infection [37,38]. In South Africa,
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the roll-out of PrEP was first approved in 2016 for sex-worker sites and later rolled out in primary health-
care facilities in 2019 [39]. The roll-out was expanded to other key populations, including serodiscordant

couples, men who have sex with men (MSM), and AGYW.

Oral PrEP is a medication taken daily or on-demand by individuals not living with HIV before potential
exposure to HIV to reduce their risk of acquiring the disease. When taken correctly, this medication
reduces the risk of HIV infection through sex by 99% [40]. However, to ensure maximum efficacy, it is
important that individuals adhere to and comply with the medication. Adherence to PrEP refers to the
extent to which a patient takes their PrEP as prescribed by their healthcare professional [41]. In the
context of PrEP for HIV prevention, especially in our population of interest, it is important to understand
the factors affecting achievement of high levels of PrEP adherence and compliance as many individuals
who initiate oral PrEP discontinue their PrEP use rapidly following initiation, and those who continue

taking the medication struggle with adherence (initiation and continuation of use) and compliance.

Oral PrEP continuation is affected by many complex factors. First, individuals struggle with the stigma
associated with taking PrEP, leading to concealment of their PrEP use and fears about disclosing the
reasons behind their use of PrEP. Other fears and barriers include being perceived as living with HIV
and receiving anti-retroviral therapy (ART) [42,43], forgetting to take the medication, and the fear and
anticipation of experiencing side effects. Despite these challenges, many opportunities for ensuring
successful adherence, i.e., continuation, exist. Approaches include innovative healthcare approaches
such as community-based service delivery, the combination of family planning, antenatal, and postnatal
services with PrEP services, especially for pregnant AGYW and other women of reproductive age not
living with HIV; text messaging services to remind women to maintain retention and adherence; and
long-term injectable PrEP formulations, notably injectable cabotegravir, which can mitigate issues of
daily pill taking and improve adherence [44-46]. These approaches provide ways to improve adherence
to and compliance with oral PrEP and reduce the risk of HIV acquisition among at-risk populations,

specifically pregnant AGYW and other women of reproductive age not living with HIV.

5. Interactions between the factors

There exists a very complex relationship between HIV risk perception, actual HIV risk, sexual risk
behaviours, and continued use of oral PrEP [47], and understanding this complex relationship is
important in preventing HIV infection. An individual’s perceived susceptibility to HIV infection based
on their sexual risk behaviours influences how individuals choose to use PrEP. Engaging in risky sexual
behaviours, such as having frequent unprotected sex or having a partner who is living with HIV partner
or a partner whose HIV status is unknown, can influence how a person perceives their likelihood of
acquiring HIV and therefore, how effectively they choose to use oral PrEP. A study by Joseph-Davey

at al. [48], revealed that mothers expressed interest in taking oral PrEP because of the “lack of control
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over their risky sexual behaviours”, as they desired to reduce their chances of perinatal HIV
transmission. Hill et al. [49] also showed that AGY W who perceived themselves to be at greater risk for
HIV acquisition were interested in initiating oral PrEP in a bid to prevent HIV infection. Another study
by Corneli et al. [50] revealed that having some type of HIV risk perception was associated with good
adherence to prescribed oral PrEP. It is, therefore, crucial that we understand the interplay between these
factors, as these factors may change over time, where an individual’s risky sexual behaviours change,
and, in turn, so could their HIV risk perception, actual HIV risk, and willingness to initiate and continue

the use of oral PrEP.

Such a study is important especially in the South African context due to the increased risk of HIV
acquisition during pregnancy and in the postpartum period [6] and vertical transmission. A study by
Thompson et al., suggested that the chances of acquiring HIV was 3 to 4 times higher during late
pregnancy and postpartum period per condomless sex act [6], as compared to the non-pregnant period.
This contributes considerably to vertical transmission. It is suggested that the rate of vertical
transmission of HIV ranges from 15% to 45% during pregnancy, labour, delivery, and breastfeeding in
the absence of the use of a preventative intervention [51]. Therefore, it is crucial to prevent HIV

acquisition during pregnancy and postpartum and decrease vertical transmission.

6. Methods

6.1 Mediation analysis within structural equation modelling

One such way to understand the relationship among sexual risk behaviour, oral PrEP use continuation,
HIV risk perception, and actual HIV risk is through mediation analysis and structural equation modelling
(SEM). Mediation analyses often offer insight into how an intervention does or does not work by
investigating the degree to which the mediator (or the intermediate variable) explains the effect of an
intervention [52]. On the other hand, SEMs are multivariate quantitative techniques that help explain
and/or describe the relationships between variables by allowing researchers to test complicated
mediation models in one step, which allows easy interpretations while simultaneously modelling and

estimating associations between multiple dependent and independent variables [53,54].

7. Gaps in the literature and conclusions

Although there is increasing evidence on the relationship among sexual risk behaviours, HIV risk
perception, actual HIV risk, and continued oral PrEP use, there are still some gaps that remain. The
biggest gap is the lack of evidence on the associations between HIV risk perception and actual HIV risk
through mediation analysis and SEMs to understand how these potential mediators may influence sexual

risk behaviours and our intervention of interest, namely, oral PrEP continuation. Understanding the role
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these two potential mediators may be useful in understanding whether actual HIV risk and HIV risk
perception are appropriate factors to target when implementing HIV prevention interventions, which are

aimed at HIV prevention in AGYW and other women of reproductive age not living with HIV.

Therefore, the literature review highlights the importance of understanding how sexual risk behaviours
influence one’s decision to initiate and continue the use of oral PrEP, specifically in women of
reproductive age not living with HIV who may or may not be pregnant, and how this relationship may
be influenced by one’s perception of their susceptibility to HIV as opposed to their actual risk of
acquiring this infection. This study also highlights the intricate nature of the relationship between sexual
risk behaviour, HIV risk perception, actual HIV risk, and oral PrEP continuation and mediation analysis

using SEM in shedding light on the relationships that exist between these variables.

8. Literature search strategy

For this literature review, a broad and non-systematic search strategy was used. Published and peer-
reviewed English articles from the past 20 years were prioritised, with older resources cited for
definitions. In addition, credible data was obtained from online health organisation reports and
government statistics. The purpose of this approach was to gain a thorough and comprehensive

understanding of the topic while not adhering to a rigid search strategy.
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Abstract

Adolescent girls and young women (AGY W) of reproductive age in South Africa are heavily burdened
with HIV. If taken effectively, oral preexposure prophylaxis (PrEP) prevents HIV acquisition in pregnant
women without HIV. We investigated factors associated with oral PrEP continuation at the 1-month
follow-up and the role of HIV risk perception and actual HIV risk in motivating oral PrEP continuation
in pregnant women. Data from a cohort of pregnant and postpartum women without HIV in Cape Town,
South Africa (PrEP-PP), were analysed using logistic regression models and mediation analysis to assess
factors associated with oral PrEP continuation at 1-month and the extent to which HIV risk perception
and actual HIV risk explain the relationship between sexual risk behaviours and oral PrEP continuation.
Of the 1349 pregnant women enrolled, 84% initiated PrEP at the first antenatal care (ANC) visit.
Unemployment (aOR=1.33; 95% CI=1.03-1.73), inconsistent condom use during sex (aOR=0.49; 95%
CI=0.22-1.00), having a partner living with HIV/unknown HIV status partner (aOR=1.33; 95%
CI=1.00-1.77), being at a medium-to-high risk of acquiring HIV (aOR=1.34; 95% CI=1.00-1.78), STI
diagnosis at baseline (aOR=1.30; 95% CI=0.98-1.72), and having no current sex partner (aOR=1.63;
95% CI1=0.95-2.89) were associated with oral PrEP continuation at 1-month follow-up. Using condoms
sometimes during sex (aOR=0.53; 95% CI=0.23-1.12) and being unmarried/not cohabiting (aOR=1.25;
95% CI=0.95-1.66) were marginally associated with oral PrEP continuation. Two-thirds of women
misclassified their perceived HIV risk as being at low-risk despite reporting condomless sex or having
a partner living with HIV/unknown HIV status partner, highlighting the discordance between actual and
perceived HIV risk. The actual HIV risk partially explained the relationship between sexual risk
behaviours and oral PrEP continuation at 1-month. Future research is needed on improving accurate

assessments of HIV risk to improve PrEP continuation in pregnancy and postpartum.

Keywords women not living with HIV - oral PrEP - HIV risk perception - actual HIV risk - mediation

analysis - South Africa
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1. Introduction

HIV remains a global public health threat. Currently, there are approximately 39.9 million people living
with HIV/AIDS, with 1.3 million new HIV infections and 630000 HIV/AIDS-related deaths in 2023
[1]. Sub-Saharan Africans, specifically adolescent girls and young women (AGYW) as well as other
women of reproductive age, are greatly affected by the HIV/AIDS epidemic. In 2022, AGYW aged 15-
24 years accounted for over 77% of new infections in this region, making them three times more likely

to acquire HIV than males [1].

In South Africa, the epicentre of the HIV/AIDS epidemic and where heterosexual sex is the most main
mode of HIV transmission, there are over 7 million adults living with HIV, with women accounting for
over 60% of new infections [2]. The disproportionality in HI'V incidence has been attributed to several
biological, socioeconomic, structural, cultural, and socio-behavioural factors. Biological drivers include
genital inflammation due to the presence of inflammatory cytokines, immature genito-cervical mucosa
in younger women, and a larger surface area of genital mucosa exposed to infectious pathogens and
fluids for extended periods of time during sex [3-5]. Socio-behavioural drivers include intergenerational
(age-disparate) relationships between older men and young women [6-8].This puts these young women
atrisk of HIV acquisition, as “HIV is a life-long infection with increased prevalence in older individuals”
[4]. Other factors include gender inequalities and hierarchical gender roles, intimate partner violence
(IPV), and poverty [9-11]. These factors put women, specifically those who are pregnant and
postpartum, at risk of acquiring HIV thus, putting their offspring at risk of mother-to-child transmission

(MTCT) of HIV.

Oral preexposure prophylaxis (PrEP) is one of the strategies that can be used to address this issue. It is
a highly effective preexposure prophylaxis which can reduce the risk of HIV acquisition when used in
conjunction with other safe sexual behaviours in adults at risk of HIV infection [12]. It can be taken
daily or on-demand during times of increased risk by individuals not living with HIV before potential
exposure to the HI-virus to reduce the risk of contracting the disease. Currently, on-demand PrEP is
exclusively recommended for males only, who take “two pills 2-24 hours before sex, 1 pill 24 hours
following the first dose, and 1 other pill 24 hours after the second dose” [13]. This approach is known
as the 2-1-1 schedule. When taken correctly, this prophylactic can reduce the risk of HIV acquisition
through sex by 99% [14]. Additionally, oral PrEP is safe to use during pregnancy and the postpartum

period and is not associated with any adverse outcomes during these periods [15-17].

Oral PrEP roll-out in South Africa was first approved in 2016 at primary health care sites and was
exclusively for sex workers [18]; however, roll-out was later expanded to other at-risk populations,
including men who have sex with men (MSM), serodiscordant couples, pregnant women, and AGYW.

However, despite the massive roll-out of oral PrEP by South Africa and other countries, it has been
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difficult to achieve adherence (initiation and continuation) [19]. Monitoring oral PrEP continuation is
imperative in providing estimates of the potential impact of oral PrEP as an HIV prevention method and
in measuring the success of projects implementing oral PrEP use [20]. Although it holds promise, not
much is known about oral PrEP use and continuation in pregnant women not living with HIV or about

factors affecting oral PrEP continuation.

To understand the complexities of HIV infection in pregnant women not living with HI'V, we need to
understand the relationship between sexual risk behaviours, HIV risk perception, actual HIV risk, and
oral PrEP continuation. Mediation analysis, which involves the presence of a mediator or intermediate
variable, helps explain how or why an exposure variable influences the outcome variable. In the context
of treatment studies, studying the mediational process helps us evaluate how the treatment/intervention
achieves the study outcome of interest [21]. Moreover, it can also help us identify alternative, more
efficient intervention strategies. Perceived susceptibility/risk is one of the key constructs when looking
at health behaviour changes, and many HIV/AIDS interventions and prevention campaigns are guided
mostly by behaviourist and behavioural models. One such model is the health belief model (HBM),
which suggests that individuals will act based on their intentions and behaviour [22]. This model focuses
mainly on threat perception and behavioural evaluation [23]. In many HIV mediation analyses, within
the structural equation modelling network, risk perception is included as a mediator, suggesting that this
variable may play a key role in influencing the outcome, which is oral PrEP continuation at the 1-month
follow-up in the context of our study. Determining whether HIV risk perception mediates the
relationship between certain exposures and outcomes in pregnant women not living with HIV will help
determine if HIV risk perception is an appropriate target for HIV prevention programmes. Furthermore,
determining actual HIV risk’s role in mediating the relationship between the exposure and outcome

might provide an alternative, more efficient target for evaluating the success of an intervention.

To address this gap, we used data from a cohort of pregnant and postpartum women not living HIV in
Cape Town, South Africa. The goal of this secondary analysis was to assess factors affecting oral PrEP
continuation at the 1-month follow-up in this cohort of women, as well as to investigate the mediating
potential of HIV risk perception and actual HIV risk for the relationship between sexual risk behaviours

and oral PrEP continuation at the 1-month follow-up.
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2. Methods

2.1 Study participants

This study is a secondary analysis of the Pre-Exposure Prophylaxis in Pregnancy and Postpartum Period
(PrEP-PP) study, where study recruitment began in August 2019 and ended in October 2021. For this
secondary analysis, we included a sample of 1349 pregnant women not living with HIV. It utilised data
collected on sociodemographic factors and attitudes and behaviours towards HIV acquisition. Eligible,
consenting adolescents and women (> 16 years) were followed-up for 12 months post-partum. Details
of the study design and data collection methods for the PrEP-PP study have been previously published
[24].

2.2 Measures

Sexual risk behaviours

This was the exposure of interest, measured using a component indicator that was composed of five

variables as indicated:

e Sexually transmitted infection (STI) diagnosis at baseline
e Number of sexual partners in the preceding three months
e Condom use during sex in the preceding three months

e Partner serostatus

e  Marital status

The sexual risk behaviours component measure measures adolescent girls and women who had no sexual
partners, one partner, or more than one partner and the frequency of condom use during sex in the

preceding three months with those partners.

Each of the risk factors making up this component measure that was not already dichotomised, was
dichotomised to allow for mediation analysis using structural equation modelling to investigate
associations between sexual risk behaviours, HIV risk perception, actual HIV risk, and PrEP

continuation at the 1-month follow-up.

Oral PrEP continuation at the 1-month follow-up

This outcome of interest was measured as the desire to want to continue with a PrEP prescription at the

1-month follow-up following PrEP initiation at baseline. This variable was dichotomised into those who
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continued with their oral PrEP prescription and those who discontinued their oral PrEP prescription.
Participants with no entries/missing data for this variable were considered to have discontinued their

PrEP prescription.
Mediation

HIV risk perception was obtained from participants who were not taking oral PrEP. Participants were
asked about their chances of acquiring HIV in the next year, with possible responses: “no chance at all”,

“small chance”, “moderate chance”, “great chance”, and “I don’t know”. The variable was dichotomised

into no-to-low HIV risk perception and medium-to-high HIV risk perception.
The actual HIV risk was calculated using a risk score, composed of five risk factors:

e STI diagnosis at baseline

e Number of sexual partners in the preceding three months
e Condom use during sex in the preceding three months

e Partner serostatus

e  Marital status

Having no-to-low actual HIV risk included having 0 or 1 risk factor, and medium-to-high actual HIV
risk included having > 2 of the abovementioned risk factors. Any risk factor with no entry or a missing

value was considered to be 0 to calculate the risk score.

2.3 Data analysis

The descriptive statistics were used to describe the data distribution. Medians and interquartile ranges
(IQRs) were used for continuous variables and proportions and percentages were used for categorical
variables, stratified by maternal age group. We assessed whether women who were at medium-to-high
actual HIV risk had perceived themselves as such at baseline using a confusion matrix as the
classification model. We fit univariable and multivariable models of each of the sociodemographic and
sexual behaviour risk factors to examine which factors were associated with oral PrEP continuation at
the 1-month follow-up to estimate the crude oods ratios (Ors), adjusted odds ratios (aORs), and 95%
confidence intervals (Cls). Multivariable models were adjusted for continuous maternal age at baseline,
gestational age at baseline, and level of education (categorical). Mediation analysis was performed
within the structural equation modelling (SEM) framework using the lavaan package in R [25]. The
model was based on categorical variables; therefore, we used Diagonally Weighted Least Squares
(DWLYS) to estimate the model parameters and Weighted Least Squares Mean and Variance adjusted
(WLSMYV) for the test statistics. Model fit statistics, namely, the comparative fit index (CFI), Tucker—
Lewis index (TLI), root mean square of approximation (RMSEA), and standardised root mean square

residuals (SRMR) were used to assess the adequacy of the structural equation model. A good model fit
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is indicated by a CFI > 0.95, TLI > 0.95, RMSEA < 0.06, and SRMR < 0.08 [26]. All the statistical

analyses were performed in R version 4.3.1 [25].

3. Results

3.1 Participant characteristics

We collected and analysed data from 1341 pregnant women not living with HI'V, with participants being
stratified into two age groups, those who are 16—24 years old and > 24 years old (Table 2). The median
age at enrollment across the whole sample was 26 years (IQR =22-31 years). The median gravidity was
2 (IQR =1 — 3), with most of the women having a baseline gestational age > 20 weeks (58.4%), a
secondary level of education (90.1%), and were either unemployed or not studying (53.4%). Among
those 1624 years old, 68.9% of them were not married/not cohabiting whereas 42.6% were in the > 24
years old age group. A slightly higher proportion (31%) of women aged 16—24 years had a partner who
was either living with HIV or had an unknown HIV status. Furthermore, 41% of women aged 16 — 24
years tested positive for an STI, while only 24% of those age > 24 years tested positive. Ninety-four
percent of women across both age groups reported having only one sexual partner in the past three
months. Similar proportions of women in both age groups reported having had vaginal sex at baseline
(97% for 1624 year-olds and 98% for those > 24 years), with more women aged > 24 years engaging
in sex 5 or more times per month (45%), and rarely/never using condoms during sex (79%). A small
proportion of women > 24 years of age perceived that they had a great chance of HIV acquisition (4%)
compared to only 2% in women aged 16 — 24 years at baseline. A total of 58.5% of women in the 16 —
24 years old age group and 52% of those older than 24 years old perceived themselves to have no chance

at all, of acquiring HIV.
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3.2 Prediction of HIV risk perception versus actual HIV risk

Table 1. Confusion matrix results for the classification of the risk of HIV acquisition based on sexual

risk behaviours among pregnant women not living HIV.

HIV risk perception
Actual HIV risk Medium-to-high risk No-to-low risk
(=2 risk factors) (0 or 1 risk factors)
Medium-to-high | 107 (8.1%) 854 (64.7%)
risk
(> 2 risk factors)
No-to-low risk 41 (3.1) 317 (24.0%)
(0 or 1 risk
factors)

The confusion matrix (Table 1) included a total of 1319 classifications based on HIV risk perception
and actual HIV risk. Actual HIV risk is defined as having a risk score of 0 or 1 (no-to-low risk) or a risk
score of > 2 (medium-to-high risk) and is the sum of five different risk factors, namely, marital status,
number of sexual partners in the preceding three months, partner serostatus, STI diagnosis at baseline,
and condom use during sex in the preceding three months. The risk score was calculated based on being
positive for the exposure for the above variables. Being exposed would score 1 point whereas being
unexposed would score 0 points, and these scores were tallied together for each exposure/non-exposure
to make up the risk score. Overall, 72% of women who were at a medium-to-high risk (risk score > 2)
actual HIV risk accurately perceived themselves as being at such a risk. However, the matrix also shows
that many of the women misclassified their risk of HIV acquisition. The false negative (FN) results
revealed that 854 of the women misclassified their risk of HIV acquisition as being at no-to-low risk,
whereas they are at medium-to-high actual HIV risk based on their sexual risk behaviours. This suggests
a discordance between HIV risk perception and actual HIV risk. The specificity (27.1%) of the model,
which refers to the number of true negative classes that the model/classifier was able to identify,
demonstrates how poorly the model identifies the negative class (no-to-low risk). To show agreement
between the two measures, we calculated Cohen’s kappa coefficient, which was calculated to be k=-

0.00186 (p-value = 0.87), indicating poor agreement between HIV risk perception and actual HIV risk.
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3.3 Factors affecting oral PrEP continuation at the 1-month follow-up

Oral PrEP continuation at the 1-month follow-up among pregnant women not living with HIV was
regressed against sociodemographic characteristics, HIV risk perception, actual HIV risk, and sexual
behaviours. Table 3 shows the ORs and aORs for both the univariable and multivariable models for
factors affecting oral PrEP continuation at the 1-month follow-up. The multivariable model was adjusted
for potential confounding variables of maternal age at baseline, gestational age at baseline, and highest

level of maternal education.

The adjusted odds of continuing oral PrEP at the 1-month follow-up were associated with unemployment
(aOR =1.33, 95% CI: 1.03 — 1.73, p = 0.027). Furthermore, the odds of continuing oral PrEP use were
33% greater among those with partners who were living with HIV or with an unknown HIV status (aOR
=1.33, 95% CI: 1.00 — 1.77, p = 0.048) than among those whose partners were not living with HIV.
Rarely or never using condoms during sex in the preceding 3 months was also associated with oral PrEP
continuation at the 1-month follow-up (aOR = 0.49, 95% CI: 0.22 — 1.00, p = 0.064). Other
sociodemographic and sexual factors associated with oral PrEP continuation at the 1-month follow-up
included having at a medium-to-high actual HIV risk (aOR = 1.34, 95% CI: 1.00 — 1.78, p = 0.049) and
having a positive STI diagnosis at baseline (aOR = 1.30, 95 CI: 0.98 — 1.72, p = 0.067). The odds of
continuing oral PrEP use at the 1-month follow-up were 63% greater for women who reported having
no current sex partners than for women who were either unmarried or not cohabiting (aOR = 1.63, 95%
CI: 0.95 — 2.89, p = 0.082). Not being married/not cohabiting (aOR = 1.25, 95% CI: 0.95 — 1.66, p =
0.110) and sometimes using condoms during sex (aOR = 0.53, 95% CI: 0.23 — 1.12, p = 0.110) were

marginally associated with oral PrEP continuation at the 1-month follow-up.
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Table 2. Baseline characteristics of pregnant women not living with HIV in the PrEP-PP study in Cape
Town, South Africa (n = 1341).

Overall 16 — 24 years > 24 years

(n =1341) (n =560) (n=781)
Sociodemographic characteristics
Gravidity
Median (IQR)? 2(1-3) 1(-2) 312-3)
Gestational age (weeks) n (%)°
<20 weeks at baseline 548 (41.6) 190 (34.3) 358 (46.9)
> 20 weeks at baseline 770 (58.4) 364 (65.7) 406 (53.1)
Level of education n (%)°
Primary or no education 21 (1.6) 9(1.6) 12 (1.6)
Secondary 1189 (90.1) 502 (90.5) 687 (89.8)
Tertiary 110 (8.3) 44 (7.9) 66 (8.6)
Marital status n(%)
Married/cohabiting 502 (37.2) 110 (19.6) 392 (50.2)
Unmarried/not cohabiting 719 (53.3) 386 (68.9) 333 (42.6)
No current sex partner 120 (9.5) 64 (11.4) 56 (7.2)
Employment status n (%)°
Full-time employment 341 (25.8) 90 (16.2) 251 (32.8)
Part-time employment 119 (9.0) 28 (5.0) 91 (11.9)
Informal employment 8 (0.6) 2(0.4) 6 (0.8)
Attending school/university 147 (11.3) 125 (22.5) 22 (2.9)
Unemployed/not studying 705 (53.4) 310 (55.9) 395 (51.6)
STI diagnosis at baseline n (%)°
Positive 441 (31.1) 225 (40.6) 186 (24.3)
Negative 903 (68.4) 326 (58.7) 577 (75.4)
Not tested 6 (0.5) 4(0.7) 2(0.3)
Partner serostatus n (%)’
Partner not living with HIV 936 (70.9) 383 (69.0) 553 (72.3)
Partner living with HIV or unknown status 384 (29.1) 172 (31.0) 212 (27.7)
HIV risk perception at enrollment n (%)
No chance at all 723 (54.8) 324 (58.5) 399 (52.2)
Small/moderate chance 554 (42.0) 218 (39.4) 336 (43.9)
Great chance 42 (3.2) 12 (2.2) 30 (3.9)
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Table 2. (Continued)

PrEP initiation at baseline n (%)"

Yes 1126 (85.3) 449 (83.8) 677 (86.4)
No 194 (14.7) 87 (16.2) 107 (13.6)
Sexual behaviours

Vaginal sex at baseline n (%)’

Yes 1285 (97.4) 537 (96.9) 748 (97.8)
No 34 (2.6) 17 (3.1) 17 (2.2)
Sexual activity in the preceding 3 months

n (%)

< 5 times or no sex 762 (59.3) 348 (64.8) 414 (55.3)
> 5 times 523 (40.7) 189 (35.2) 334 (44.7)

Number of sexual partners in the

preceding 3 months n (%)~

No sexual partners 34 (2.6) 17 (3.1) 17 (2.2)
1 partner 1240 (94.0) 513 (92.6) 727 (95.0)
> 2 partners 45 (3.4) 24 (4.3) 21 (2.8)

Condom use during sex, in those sexually

active n (%)’

Always/almost always 52 (4.0) 21 (3.9) 31 (4.1
Sometimes 274 (21.3) 148 (27.6) 126 (16.9)
Rarely/never 958 (74.6) 368 (68.5) 590 (79.0)

Note: Data available only for those who reported having vaginal sex or having sexual partners.

acdef Data available for only 1320 participants, 555 16 — 24 year olds and 765 > 24 year olds.

b Data available for only 1318 participants, 548 16 - 24 year olds and 770 > 24 year olds.
gik Data available for only 1319 participants, 554 16 — 24 year olds and 765 > 24 year olds.
h Data available for only 1320 participants, 536 16 - 24 year olds and 784 > 24 year olds.
j Data available for only 1285 participants, 537 16 - 24 year olds and 748 > 24 year olds.

64 missing entries.

! Data available for only 1284 participants, 537 16 - 24 year olds and 747 > 24 year olds.
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Table 3. Associations between maternal sociodemographic characteristics and sexual behaviours and factors affecting oral PrEP continuation, defined as

continuing PrEP prescription at the 1-month follow-up post PrEP initiation in pregnant women not living with HIV (n = 1127).

Continue Discontinue Crude OR p value Adjusted OR** p value
at 1 month at 1 month 95% CI) 95% CI)
(n=1762, (n =365,
67.6) 32.4)
Maternal age in years Median (IQR) 26 (22 -31) 26 (22 -30) 1.01 (0.99 —1.03) 0.400 1.01 (0.98 — 1.03) 0.500
Gestational age in weeks Median (IQR) 22 (15 -30) 22 (15-32) 0.99 (0.98 —1.01) 0.300 0.99 (0.98 — 1.01) 0.400
Gravidity n (%)
1 pregnancy 240 (21.3) 127 (11.3) - -
>1 pregnancies 522 (46.3) 238 (21.1) 1.16 (0.89 —1.51) 0.300 1.08 (0.78 — 1.50) 0.600
Level of education n (%)
Primary or no education 13 (1.2) 4(0.4) - -
Secondary 690 (61.2) 330(29.3) 0.64 (0.18 — 1.83) 0.400 0.67 (0.19 - 1.90) 0.500
Tertiary 59 (5.2) 31(5.2) 0.59 (0.15-1.82) 0.400 0.59 (0.16 — 1.85) 0.400
Marital status n (%)
Married/cohabiting 281 (26.8) 149 (14.2) - -
Unmarried/not cohabiting 423 (40.4) 195 (18.6) 1.15(0.89—-1.49) 0.300 1.25 (0.95 — 1.66) 0.110
No current sex partner 58 (5.1) 21(1.9) 1.46 (0.87 —2.55) 0.200 1.63 (0.95 —2.89) 0.082*
Employment status n (%)
Employed 337 (29.9) 186 (16.5) - -
Unemployed/not studying 425 (37.7) 179 (15.9) 1.31 (1.02-1.68) 0.034* 1.33 (1.03 - 1.73) 0.027*
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Table 3. (Continued)

STI diagnosis at baseline n (%)
Negative

Not tested

Positive

Partner’s serostatus n (%)
Partner not living with HIV

Partner living with HIV or unknown status

HIV risk perception at enrollment n (%)

No-to-low risk
Medium-to-high risk
Actual HIV risk n (%)
No-to-low risk
Medium-to-high risk
Sexual behaviours
Vaginal sex n (%)

No

Yes

Number of sexual partners in the past 3
months n (%)

No sexual partners

1 partner

> 2 partners

506 (44.9)
2(0.2)
254 (22.5)

525 (46.6)
237 (21.0)

668 (59.3)
94 (8.3)

191 (16.9)
571 (50.7)

20 (1.8)
742 (65.8)

20 (0.7)
713 (63.3)
29 (2.6)

260 (23.1)
2(0.2)
103 (9.1)

271 (24.0)
94 (8.3)

330 (29.3)
35(3.1)

109 (9.7)

256 (22.7)

8(0.7)
357 (31.7)

8 (1.8)
346 (30.7)
11 (1.0)

45

0.51 (0.06- 4.30)
1.27 (0.97- 1.67)

1.30 (0.99 — 1.73)

1.33 (0.89 — 2.02)

1.27 (0.96 — 1.68)

0.83 (0.34 — 1.84)

0.82 (0.34 - 1.82)
1.05 (0.35-3.08)

0.500
0.090*

0.065*

0.200

0.089*

0.700

0.600
>0.900

0.50 (0.06 — 4.17)
1.30 (0.98 — 1.72)

1.33 (1.00 - 1.77)

1.31 (0.88 — 2.00)

1.34 (1.00- 1.78)

0.81 (0.33 - 1.79)

0.80 (0.33 -1.77)
1.14 (0.37 -3.41)

0.500
0.067*

0.048*

0.200

0.049*

0.600

0.600
0.800



Table 3. (Continued)

Sexual activity in the past 3 months n (%)
<5 times or no sex

> 5 times

Condom use during sex, in those sexually
active n (%)

Always/almost always

Sometimes

Rarely/never

439 (39.9)
214 (27.6)

35(3.2)
161 (14.6)
546 (49.7)

303 (19.5)
143 (13.0)

9(0.8)
76 (6.9)
272 (24.7)

1.03 (0.80—-1.34) 0.800

0.54 (0.24 - 1.15) 0.130
0.52 (0.23 - 1.04) 0.083*

1.02 (0.79 — 1.32)

0.53 (0.23 - 1.12)
0.49 (0.22 — 1.00)

0.900

0.110
0.064*

" significant at p-value < 0.10.

** adjusted for maternal age at baseline, highest level of maternal education, and gestational age.
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3.4 Mediation analysis

Measurement model

Our confirmatory factor analysis (CFA) yielded CFI = 0.67, TLI = 0.34, RMSEA = 0.06, and SRMR =
0.11. Collectively, these model fit statistics do not suggest a good model fit where the variables that
make up our latent construct of sexual risk behaviours (comprising of variables condom use in the
preceding three months, the number of sexual partners in the preceding 3 months, STI diagnosis at

baseline, partner serostatus, and marital status) accurately capture the latent variable.

Structural model

To test this hypothesis, we performed a mediation analysis within a structural equation modelling
framework. We first tested the mediating roles of both HIV risk perception and actual HIV risk on the
relationship between sexual risk behaviours and oral PrEP continuation at the 1-month follow-up,
without adjusting for other covariates. The standardised estimates for this structural equation model are

presented in Figure 1, and the results were examined.

The direct effect of sexual risk behaviours on oral PrEP continuation at the 1-month follow-up was not
statistically significant (B = 0.001, p = 0.964, 95% CI = -0.133 — 0.103). The results further indicated
that sexual risk behaviours had a positive, nonsignificant association with HIV risk perception ( =
0.010, p = 0.765, 95% CI = -0.144 — 0.21). HIV risk perception also had a positive, nonsignificant
association with oral PrEP continuation (§ = 0.098, p = 0.105, 95% CI = -0.020 — 0.237). The indirect
effect of sexual risk behaviours on oral PrEP continuation at the 1-month follow-up through HIV risk
perception, which was estimated using the product of the two coefficients was not significant ( = 0.001,
p = 0.820, 95% CI =-0.022 — 0.036), suggesting that HIV risk perception is not a significant mediator

between sexual risk behaviours and oral PrEP continuation.

Sexual risk behaviours had a significant, negative association with actual HIV risk (B =-2.25, p <0.001,
95% CI=4.212 — 8.839). Similarly, the results also showed a significant, negative association between
actual HIV risk and continuation of oral PrEP at the 1-month follow-up (B =-0.09, p <0.015, 95% CI =
0.020 — 0.171), implying that women who are at medium-to-high actual HIV risk are less likely to
continue to use oral PrEP at the 1-month follow-up. The indirect effects of sexual risk behaviours on
oral PrEP continuation via the mediator actual HIV risk were significant (B = 0.195, p = 0.007, 95% CI
=0.113 - 0.921), suggesting that actual HIV risk is a partial mediator of the relationship between sexual

risk behaviours and oral PrEP continuation at the 1-month follow-up.
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Partner’s
serostatus
Marital status
Number of
sexual partners
STl diagnosis at
baseline

0,355

HIV risk perception

0,098

0,001

Sexual risk

X Oral PrEP continuation
behaviours

2,247** 0,088%

Actual HIV risk

0,347

*p<0.05** p<0.01 ***p<0.001

Fig. 1 The results for the unadjusted mediation analysis within the structural equation modelling

framework

We further explored the model by adjusting for covariates that were potential confounders for the
relationship between sexual risk behaviours and oral PrEP continuation at the 1-month follow-up,
namely, maternal age, gestational age, and highest level of maternal education. The results from the
adjusted model (Figure 2) indicated that the direct relationship between sexual risk behaviours and oral
PrEP continuation at the 1-month follow-up was not significant (p =-0.001, p =0.945, 95% CI =-0.129
—0.095). Sexual risk behaviours were not associated with the perception of a medium-to-high risk of
HIV acquisition (B =0.03, p=0.383, 95% CI =-0.076 — 0.289). Furthermore, HIV risk perception was
not associated with oral PrEP continuation (f = 0.09, p =0.130, 95% CI =0.003 — 0.211). The indirect
pathway was not statistically significant, suggesting that HIV risk perception is not a significant
mediator in the relationship between sexual risk behaviours and oral PrEP continuation at the 1-month
follow-up (f =0.002, p=0.615, 95% CI=-0.014 — 0.061). Among the covariates included in the second
model (Figure 2), maternal age was associated with medium-to-high HIV risk perception (B =0.11,p=
0.017, 95% CI = 0.003 — 0.036). This indicates that with increasing maternal age, there is also an
increase in the perception of risk of HIV acquisition. Maternal age was also negatively statistically
associated with actual HIV risk (f =-0.35, p < 0.001, 95% CI = -0.075, -0.057), with the direction of

the association suggesting that an increase in maternal age is associated with decreased actual HIV risk

48



(no-to-low risk actual HIV risk). Gestational age was negatively associated with actual HIV risk (B = -
0.09,p=0.014, 95% CI=-0.018, -0.001), suggesting that those who are further along in their pregnancy
(increased gestational age) are likely to be at no-to-low risk of actually acquiring HIV (decreased actual

HIV).

The indirect effects of sexual risk behaviours on oral PrEP continuation through HIV risk perception
were not significant (§ = 0.002, p = 0.615, 95% CI = -0.014 — 0.061), suggesting that HIV risk
perception is not a significant mediator between sexual risk behaviours and oral PrEP continuation. The
indirect effects of sexual risk behaviours on oral PrEP continuation at the 1-month follow-up, through
actual HIV risk, were statistically significant (p = 0.296, p = 0.013, 95% CI = -0.347 — 1.658). This
indicates that actual HIV risk is a significant partial mediator in the relationship between sexual risk
behaviours and oral PrEP continuation at the 1-month follow-up. Furthermore, the model fit statistics
for our unadjusted and adjusted mediation models yielded CFI = 0.992, TLI = 0.987, RMSEA = 0.041,
SRMR = 0.099, CFI1=0.755, TLI = 0.792, RMSEA = 0.148, and SRMR = 0.11. This suggests that the

unadjusted model has a better model fit.

0,000 Gestational age
serostatus
HIV risk perception
STl -0,024
diagnosis
at baseline 0,088
-0,031
0,112**
Sexual risk -0,001 | Oral PrEP 0,050
. - Maternal age
behaviours continuation
-0,355%**
-0,093% "
Number o 0,116
sexual
partners Actual HIV risk
0,044 -0,028

0,329

Level of education

Marital
status

*p<0.05** p<0.01 ***p < 0.001

Fig. 2 Results for the adjusted mediation model using structural equation modelling
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4. Discussion

In this study of pregnant women not living with HIV, in Cape Town, South Africa, we sought to explore
the risk factors associated with oral PrEP continuation at the 1-month follow-up and the mediation
potential of HIV risk perception and actual HIV risk in the relationship between sexual risk behaviours
and oral PrEP continuation at the 1-month follow-up. Oral PrEP was offered to the pregnant women at
study baseline, with about 85% of women initiating oral PrEP. Of those who returned at the 1-month

follow-up, 67.7% of the women continued using oral PrEP at the 1-month follow-up.

Oral PrEP continuation

In our analysis, we found that having a partner living with HIV or an unknown HIV status, having no
current sex partner, being at a medium-to-high actual HIV risk, having an STI diagnosis at baseline,
never or rarely using condoms during sex in the-preceding three months, and being unemployed were
associated with oral PrEP continuation at the 1-month follow-up in pregnant women not living with
HIV. Consistent with previous findings in persons from Kenya and South Africa [27,28], continuing
oral PrEP use while having a partner living with HIV or an unknown HIV status, suggests that
individuals continue oral PrEP use moderately well when they are unaware of their partner’s HIV status
or if they are aware that their partners are living with HIV. This makes it vital that there is education for
people in who are in diverse (serodiscordant) relationships regarding protecting oneself, and their
partner, from becoming infected with HIV. Women with no current sexual partners may have continued
using oral PrEP because relationship statuses change overtime. Continued use would guarantee them
protection against HIV infection should they get into relationships as time progresses. Our findings also
contradict other study findings [29], where it was found that there was decreased condom use following
oral PrEP adherence. Both these findings in our study underscore oral PrEP’s perceived value in
reducing the risk of HIV infection. Our evidence also highlights that the study participants may
understand their risk of HIV infection given their frequent participation in condomless sex. This
knowledge may be attributed to the ongoing HIV counselling for the women where HIV education and
support is offered to women enrolled in the study. A recent study in pregnant women not living with
HIV in Cape Town, South Africa [30], also found that women with an STI diagnosis at baseline
continued oral PrEP use at study follow-up, consistent with our findings. This implies that women with
historic STI diagnoses may be away of their predisposition to HIV infection. Other factors marginally
associated with oral PrEP continuation included sometimes using condoms during sex in the preceding

three months and not being married/not cohabiting.
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Our results did not support the hypothesis that women with a medium-to-high HIV risk perception
would continue oral PrEP use at the 1-month follow-up. Inconsistent with our study, other studies in
pregnant women in Kenya and Malawi demonstrated that having a high perceived risk of HIV infection
is associated with oral PrEP interest and/or continuation [27, 31-33]. Our findings somewhat align with
the HBM, which suggests that individuals will act and take on preventative measures should they feel
they are at risk of acquiring an illness or that their personal health is threatened [34]. Although a small
proportion, more women who perceived themselves to be at a medium-to-high risk of HIV acquisition
continued with oral PrEP at 1-month follow-up on PrEP. This was also noted for the actual HIV risk

variable.

HIV risk score, HIV risk perception, and actual HIV risk

Women at a medium-to-high actual HIV risk misclassified themselves as being at no-to-low risk of HIV
acquisition. This classification was based on an adapted risk score that we used to fit our data and reflect
our sexual risk behaviours. The misclassification is representative of South African young women’s
tendency to misclassify their risk of acquiring HIV and may indicate a lack of knowledge or
acknowledgement of sexual risk behaviours that may contribute to HIV acquisition. One other reason
there could be for this misclassification between HIV risk perception and actual risk is there is no
consensus for a perfect actual HIV risk score, with various studies making use of different variables and
methods to calculate this risk score [32,35]. This discordance between HIV risk perception and actual
HIV risk can put pregnant women not living with HIV at risk of acquiring HIV during periods of sexual
activity. A reason for this misperception may be that participants were certain as to how they would
assess their risk of HI'V acquisition or may have limited knowledge regarding disease transmission [36].
This is concerning as this means pregnant women undermine their risk and could potentially partake or
continue to partake in behaviours that would increase their risk of acquiring HIV and vertical
transmission to their offspring. Another reason would be that these women may believe their partners
are also not living with HI'V and, therefore, assume their risk of HIV acquisition is low. This necessitates
more partner HIV testing so women can have more accurate perceptions of their risk of HI'V acquisition.
This also highlights the need for access to oral PrEP regardless of self-perceived HIV risk, especially

in high prevalence settings.

Our findings could be useful for raising awareness by highlighting the tendency of AGYW and other
women of reproductive age to misclassify their risk of acquiring HIV. This could create a demand for
oral PrEP, as women will have a clearer idea of their chances of becoming infected due to their sexual
behaviours. Because our recommendation is access to oral PrEP for all, regardless of risk, we also
further suggest that screening for oral PrEP recommendation not to be put at the forefront, as this is the

current guideline. These screenings are prone to desirability bias, where respondents give answers that
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they perceive to be more socially desirable/acceptable. Access to PrEP for all may also combat stigma,
where oral PrEP use becomes “normalised” versus it being used exclusively by those viewed to be at

risk of acquiring HIV.

Mediation by HIV risk perception and actual HIV risk

To understand the mediation potential of HIV risk perception and actual HIV risk, we performed a
mediation analysis through the structural equation modelling framework to investigate this relationship.
The hypothesised role of HIV risk perception as a potential mediator was not supported, and the
hypothesised mediation role of actual HIV risk was supported. Contrary to available literature [32], our
study found that HIV risk perception did not mediate the relationship between sexual risk behaviours
and oral PrEP continuation. Our finding could be impacted by our inability to accurately capture the
latent variable (our exposure) of sexual risk behaviours by failing to incorporate all aspects/variables
that make up this variable. The mediation results indicate that actual HIV risk partially mediated the
relationship between sexual risk behaviours and oral PrEP continuation at the 1-month follow-up,
therefore it is fair to assume that actual HIV risk is a plausible mechanism for oral PrEP continuation at
the 1-month follow-up in pregnant women not living with HIV. However, it is important to note that
both sexual risk behaviours and actual HIV risks are made up of the same variables, resulting in these

two variables being highly correlated.

Our findings have relevance for both research and clinical practise with regards to pregnant women not
living with HIV. Firstly, these findings demonstrate the importance of understanding factors which
influence oral PrEP continuation amongst women not living with HI'V and any other mechanisms which
might drive or influence oral PrEP continuation. We also assert that future research thoroughly
investigates the role that actual HIV risk plays, as significant findings underscore the importance of
accurately assessing and determining women’s risk of HIV acquisition in PrEP studies. However, these
PrEP studies should not only focus on addressing and changing sexual risk behaviours but should also
focus on improving the accurate perception of one’s risk amongst individuals. Lastly, our non-
significant findings for the indirect path via HIV risk perception suggests that future interventions
and/or other studies should not solely focus on HIV risk perception as a relevant intermediate variable
for oral PrEP continuation. Other studies could focus on longitudinal studies to investigate the mediation
potential of HIV risk perception on the relationship between sexual risk behaviours and oral PrEP

continuation by assessing risk perception at multiple time points.
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Stigmatisation and oral PrEP use

Stigma surrounding the use of oral PrEP is newly emerging as a barrier to oral PrEP interest, initiation,
and [37,38]. More effort is needed to dismantle stigma associated with the use of oral PrEP, especially
in PBFW. The first step is publicising oral PrEP as an intervention that is effective in reducing the
chances of acquiring HI'V, when taken correctly, amongst those not living with HIV as opposed to an
intervention targeted for those who are at “significant risk” of HIV acquisition. Furthermore, campaigns
promoting oral PrEP use should also focus on promoting positive images of oral PrEP users as the use
of oral PrEP has been associated with a negative image [39]. One way to achieve this is through a
change in the language used. Oral PrEP needs to be spoken of as an intervention for “sexual wellbeing”
and not for those practising risky sexual behaviours [40]. Campaigns should also emphasize the
positives of taking oral PrEP [39], especially for PBFW, such as non-negotiation during sex unlike when
using condoms. Addressing and ultimately reducing stigmas will allow us to maximise the HIV

prevention benefit of oral PrEP.

Limitations

Our results have some limitations. Firstly, the participant’s data was collected from only one clinic
located in an urban area, which may affect the generalisability of the study findings to other pregnant
women not living with HIV. A suggestion would be to conduct more research of this nature in a different
setting, such as a rural area, and across more than one clinic. Secondly, reporting on HIV risk perception
based on sexual risk behaviours may have been susceptible to issues of social desirability. Women may
have provided answers on their sexual behaviours which they deemed more socially desirable versus
providing more accurate information pertaining to their sexual behaviours. Alternative interviewing
techniques, that allow anonymity in the collection of sensitive information regarding sexual risk
behaviours, could be used. One alternative technique would be Audio-Computer Assisted Self-
Interview (ACASI) where interviewees listen to pre-recorded questions regarding sensitive topics and
answer through other gadgets. Thirdly, there were model fit issues, specifically for the CFA for capturing
the latent/exposure variable (sexual risk behaviours). Variables used to capture the latent variable did
not accurately capture the latent variable, which could possibly undermine the validity of any of the
subsequent analysis related to mediation analysis within a structural equation modelling framework and
how it influences PrEP continuation. Therefore, there should be a reassessment of the measurement

model or the use of different or alternative analytic approaches.

53



5. Conclusions

Our results highlight the relationship between sexual risk behaviours, HIV risk perception, actual HIV
risk, and oral PrEP continuation at the 1-month follow-up. A better understanding of the relationship
between actual HIV risk and HIV risk perception is required to possibly encourage health-seeking
behaviours among at-risk populations. We established that actual HIV risk, defined as the lifetime risk
of acquiring HIV through exposure to the HI-virus, is a plausible mechanism in understanding PrEP
continuation in pregnant women not living with HIV based on their sexual risk behaviours. However,
we could not establish the overall mediation relationship of HIV risk perception between sexual risk
behaviours and oral PrEP continuation at 1 month follow-up. Based on the findings of the relationship
between sexual risk behaviours and oral PrEP continuation at the 1-month follow-up, it is recommended
that women be categorised based on their actual/real risk of HIV acquisition, based on their sexual

behaviours, instead of categorisation by their perceived risk.
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PrEP-PP consent for pregnant
womenFinal update 17 May 2019




U R ARCH. Evaluation o1 pre-exposure prophylaxi FIEF) 1nitiation, rete

pregnant and breastfeeding women

INTRODUCTION

Good Morning/Afternoon. My name is . | work for the

University of Cape Town. We would like to ask you to participate in a research study. The purpose of the

study is to evaluate the use of pre-exposure propylaxis, also known as PrEP, which is an antiretroviral drug,

to prevent HIV acquisition in pregnant and breastfeeding women. This study is being run by public health
researchers from the University of Cape Town, South Africa in collaboration with researchers from the
University of California, Los Angeles. We have selected (select one:) Gugulethu Midwife Obstetric Unit (OR
Hanover Park) Midwife Obstetric Unit to recruitstudy participants.

Before you decide if you want to take part, | will tell you more about the risks and benefits are to you and
your unborn baby, and what would be expected of you. This information is described in theconsent form,
which | will give to you now. You will follow a video of the consent form being read, and a counselor is here
to answer any questions. If you agree to participate, | will ask you to sign theform or make your thumb print

mark confirming your willingness to participate. | will give you a copy of the signed consent form to keep.

Why is this study being done?

During pregnancy and breastfeeding, the risk of HIV infection is high. The purpose of the study is to evaluate
if pregnant and breastfeeding women like you are interested in taking pre-exposure prophylaxis (called
PrEP) to prevent HIV. If women do take it, we will evaluate how long they take itfor and how they feel when
they take it. Even though previous research has shown that antiretroviral therapy does not increase risk of
maternal or infant health problems, we will keep track of any side effects to the mother or infant during

the study. At this time, PrEP is not used in South Africa in pregnant and breastfeeding women.

By taking part in this study you will help us collect data that will help determine how to best providePrEP for

pregnant women, and reduce the number of pregnant women and babies infected with HIV.

Why are you being asked to take part?




Because you are pregnant and are HIV-negative, and you are coming to a community health centerfor your

care. This study will help prevent you and your baby from getting HIV.

How many people will take partin the study?

1200 HIV-negative pregnant women.

How long will the study last?

The study lasts until 12 months after you give birth. There is one study visit every 3 months.

What do we do to decide if you are eligible to take part?

For you to participate in this study you must be:

1)
2)
3)
4)
5)
6)

16 years old or older,

attending your first antenatal care visit for this pregnancy,

be HIV-negative at your first antental care visit,

not have any psychological or health problems that could prohibit the use of PrEP
planning to give birth in Cape Town,

willing to participate in the study.

What will happen if you decide to take part in the study? You will then have certain tests and

procedures. These include:

e Recording your personal information, like your age and education level

e As part of the study you will be offered PrEP, which is the oral pill containing

antiretroviralsthat prevents HIV

If you take PrEP, we will take your blood every 6 months to see if you are taking the
PrEP.You will not be told the results of these tests.

If you do not want to take PrEP, you will still be in the study. You will complete the
otherparts of the study as normal

We will offer you HIV counseling and male/female condoms, to prevent HIV




We will also test your blood at the first visit, and every 3 months to see if your kidney
healthchanges. If the kidney health changes you may have to stop taking PrEP until your
kidney health improves.
At every visit, you will receive an HIV test to confirm your status. We will invite your
partner(s) to come in for testing as well (though this is not required).
o If you become HIV-infected, we will help you start treatment immediately and

give you counseling to prevent mother to child transmission of HIV.

We will follow you up for 6 months to make sure your treatment is working and

referyou for additional specialized treatment if any problems are found.
We will collect samples using a vaginal swab to test you for common sexually
transmitted infections (STIs)

o Ifyou test positive we will give you treatment and we will give you a letter from the

clinic that you can give to your partner(s) so they can come get treatment
We will have access to your medical files to evaluate your or your baby’s other health
care, laboratory results or health, or hospitalizations during the study (antenatal,
postpartum andinfant medical files).
You will receive the phone number of the study nurse to call or SMS if you have any
questionsor concerns, or any side effects you want to report. You can call any time even
in between visits.
In order to follow you up through post-birth, we need to collect contact information from
you. This will include phone number(s), email addresses, and home addresses, for you,
family members, friends, or others that may help us find you if we lose touch.
Your participation in each visit may take up to 1.5-2 hours. This will include collecting

samples from you, and the time it takes to complete the survey.

What are the risks and discomforts of this study?

Short term side effects of PrEP include nausea, vomiting, dizziness, headache, and fatigue.

Theyusually go away the first week or two of PrEP.




Longerterm side effects of PrEP include changes in your kidneys, which may mean the kidneys

aren’tworking as well as they should. We will follow kindney health and stop PrEP if we find any

changes.




Kidney changes usually go away after you stop taking PrEP. The other rare side effect is decreased bone

density, which means your bones may fracture more easily, but this will go away after you stop taking PrEP.

Infant side-effects include that the baby may have PrEP in breast milk but there wer no infant

side effects. We will record any health problems in the infant during the first year.

Psychological effects: Telling your partner and/or family you are taking PrEP to prevent HIV may cause some
stress for you and your partner(s). If you are diagnosed with HIV, telling your partner and/or family may
cause some stress for you and your partner(s). If you think your partner(s) will abuse you as a result of finding
out that you are taking PrEP or if you are diagnosed with HIV, pleasediscuss this with a member of the study

team.

Are there any benefits to you for beingin the study?

If you decide to take PrEP during pregnancy and breastfeeding, your risk of getting HIV is very low, up to
99% lower if you don’t take PrEP if you take the pills everyday. Your baby will also be protectedfrom HIV if
you take PrEP. If you do not decide to take PrEP, you will receive counseling on HIV prevention and testing

at each visit to help you protect yourself and your infant from HIV.

What other choices do you have?

Taking part in this study is voluntary. If you choose not to participate, your care at this clinic will NOT be
affected today or in the future. If after you join the study, you decide that you no longer want to be involved,
you can speak with one of the nurses or study staff, and we will take you off our list and you will not be

contacted about the study again.

What will happen when the study is over?

When the study is over, you will no longer be able to get PrEP through the study. We will counsel you about
other methods to reduce the risk of getting HIV, including condoms, and tell you how youcan get free condoms
from the clinic. Once PrEP is provided in the clinic, we will refer you to other sources of PrEP if you decide

to continue taking it.




Will your test results be shared with you?

We will share test results collected during your visits with you and the study nurse will explain what they
mean. This includes regular HIV tests, STI tests, and kidney function tests. However, youwill not receive
tests that we will evaluate for adherence to PrEP.

Will the results of the research be shared with you?

Once all participants have finished the study, we will write a summary of the results and have it atthe

MOU. If you want a copy, we will let you know when it is ready and can provide it to you.

Will any of your blood, tissue or other samples be stored and used for research in the future?

No.

Will you receive any reward for taking part in this study?

At the end of each visit, you will be given a R100 grocery voucher, R20 for transport, and food anddrink

while you are at the visit. There is no payment for participation.

Who will see the information which is collected about you during the study?

All information that will be collected from your will be kept confidential. No one but the researcherswill be
able to see it. We will not tell anyone about your participation. Your name will not be linkedto your
information. Only the special study number we give you will be able to identify you, and only the researchers

will know what your number is. We will lock this information up with a lock and key.

What happens if | get hurt taking part in this study?

This research study is covered by an insurance with the University of Cape Town if you suffer a bodily

injury because you are taking part in the study. The insurer will pay for all reasonable medical costs
required to treat your bodily injury. The insurer will pay without you having to provethat the research was
responsible for your injury. You may ask the study doctor for a copy of theseguidelines. The insurer will

not pay for harm if, during the study, you:

e Use medicines or other substances that are not allowed




e Do notfollow the study doctor or nurses’s instructions

e Do nottell the study doctor or nurse that you have a bad side effect from the study
medicine

e Do nottake reasonable care of yourself and your study medicine

It is important to follow the study nurse or doctor’s instructions and to report straight away if youhave a
side effect from the study medication.

Who do | speak to if | have any questions about the study?

If there is anything that is unclear or if you need further information, please ask us and we will

provide it.

FORADDITIONAL INFORMATION:

The UCT’s Faculty of Health Sciences Human Research Ethics Committee can be contacted on 021406
6338 in case you have any ethical concerns or questions about your rights or welfare as a participant on
this research study.

If you have any questions or have any problems while taking part in this research study, youshould

contact:

Professor Landon Myer

School of Public Health and Family Medicine Faculty of
Health Sciences, University of Cape TownTel: 021 406
6661

Email: Landon.Myer@uct.ac.za

If you have questions about this trial, you should first discuss them with your doctor or the Ethics
Committee. After you have consulted your doctor or the Ethics Committee and 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

Medicines Control Council
Department of Health
Private Bag X828 PRETORIA
001



mailto:Landon.Myer@uct.ac.za

CONSENT FOR STUDY PARTICIPATION

CONSENT STATEMENT:

| have read this form, or someone has read it to me. | have been offered a copy of this consent form. |
was encouraged and given time to ask questions. | agree to participate in the PrEP study,including regular
data collection. If | decide to take PrEP, | agree to provide lab specimens as explained in the consent

form. | know that | may withdraw my consent at any time. My participation is voluntary. | understand that

whether or not | take part will not affect my health care services received today, or at any time in the

future.

Please indicate your consent with your signature.

Volunteer’s name

Signature of Volunteer Date (DD/MM/YYYY)

Staff member’s name

Signature of study staff Date (DD/MM/YYYY)

If the volunteer is unable to read or write the entire counselling process must be observed by an

independent witness who can then confirm the procedure once the she has given consent.

Fingerprint of volunteer:




Witness:

| confirm that | am independent of the study and that | witnessed the entire informed consent

counselling process in the home language of the volunteer

Name:

Signature:

Date (DD/MM/YYYY):

Thank you.




CONSENT FOR STUDY PARTICIPATION (INFANT—to be signed at first post-partum study visit)
CONSENT STATEMENT:

| have read this form, or someone has read it to me. | have been offered a copy of this consent

form. | was encouraged and given time to ask questions. | permit my child to be in this study. Iknow
that after choosing to be in this study, | may withdraw my child at any time. | am voluntarily allowing
my child to participate in this study. | understand that whether or not my child takes part will not

affect their health care services received today, or at any time in the future.

Please indicate your consent with your signature.

Child’s name

Mother’s name

Signature of Mother Date  (DD/MM/YYYY)

Staff member’s name

Signature of study staff Date (DD/MM/YYYY)
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If the volunteer is unable to read or write the entire counselling process must be observed by an
independent witness who can then confirm the procedure once the she has given consent.

Fingerprint of volunteer:

Witness: | confirm that | am independent of the study and that | witnessed the entire informed

consent counselling process in the home language of the volunteer

Name:

Signature:

Date (DD/MM/YYYY):

Thank you.
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Confidential

Page 5 of 92

3. Leliphi izinga lemfundo oligqibileyo?

What is the last grade that you have completed?

(O None

(O Grade 1/ Standard A

(O Grade 2 / Standard B

O Grade 3/ Standard 1

(O Grade 4 / Standard 2

(O Grade 5/ Standard 3

(O Grade 6/ Standard 4

O Grade 7/ Standard 5

(O Grade 8/ Standard 6

O Grade 9/ Standard 7

(O Grade 10/ Standard 8

(O Grade 11/ Standard 9

(O Grade 12/ Standard 10

O Attended some tertiary education
(University/College)

(O Completed tertiary education (University/College)

4. Ingaba uyasebenza ckanye uyafunda?

Are you currently working and/or studying?

O Yes
O No

5. Yeyiphi kwezi zilandelayo ekuchaza ngcono?

Which one of the following best describes what you
do?

(O Uphangela isigxina / Employed full-time

(O Uphangela mangapha-nqapha / Employed part-time

O Isingxungxu okanye umsebenzi onje ngokuthengisa
endlini okanye esitratweni / Informal job/hawker'

O Ungumfundi wesikolo / Attending school/learner

(O Ungumfundi webanga eliphezulu / Attending tertiary
education (University/College)

6. Ingaba ikhona ingeniso?

Do you earn an income?

O Yes
O No

7. Ingayimalini ingeniso yakho oyifumana nyanga
nenyanga?

Approximately how much income do you earn per month?

(O Yi 1000 nangaphantsi ngenyanga / Less than R1
000 per month

(O R1001 - R5000 ngenyanga / R1 001 to R5 000 per
menth

(O R5 001 - R10 000 ngenyanga / R5 001 to R10 000 per
month

(O R10 001 - R15 000 ngenyanga / R10 001 to R15 000
per month

(O Ngaphezulu kwe R15 000 ngenyanga / More than R15
000 per month

8. Ingaba uyayifumana na imali yesibonelelo
sikakurhulumente?

Da you currently receive any social assistance in the
form of government grants?

O Yes
O No

9, Uhlala kwikhaya elinjani?

What kind of home do you live in?

06/05/2019 10:01
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QO ltyotyombe/uhlaliso olungahlelwanga/
Shack/informal dwelling

O Indlu yesitena / Formal house

O Iflethi / Flat

(O Indlu kamasipala / council home

(O Enye, Cacisa / Other, Specify
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Confidential

Page 7 of 92

16. Ingaba unalo na ikhadi lebhanki? O Yes

O No
Do you have a bank account?
17. Ingaba wena unemoto okanye ukhona umntu apho O Yes
ohlalakhona onemoto? O No
Do you or someone in your household have access to a
car?
18. Usebenzisa ntoni ixesha elininzi xa upheka? (O Irhasi / Gas

What do you mainly use to cook?

O Iparafini / Paraffin

(O Umbane /Electricity

(O Inkuni /Wood

(O Enye(cacisa) / Other (specify)

18.1 What do you mainly use to cook?

19. Phambi kokuba azalwe umntwana, Ingaba
uceba(uplana) ukuhamba uyokuhlala nosapho okanye
abahlobo abahlala ngaphandle kwase Gugulethu (or
Hanover Park) ?

Before the baby is born, do you plan to travel to
stay with family or friends who live outside of
Gugulethu (or Hanover Park) 7

O Yes
O No

20. Emva kokuba ezelwe umntwana, Ingaba uceba(uplana)
ukuhamba uyokuhlala nosapho okanye abahlobo abahlala
ngaphandle kwase Gugulethu (or Hanover Park) ?

After the baby is born, do you plan to travel to stay
with family or friends who live outside of Gugulethu
(or Hanover Park) ?

O Yes
O No

21. Ingaba uceba ukuyaphi? (O Entshona koloni, kodwa hayi apha eGugulethu bhala
igama lendawo / In Western Cape, but not Gugulethu
(O eMzantsi Afrika kodwa hayi apha eEntshona koloni
/ In South Africa, but not Western Cape
(O Ngaphandle kwaseMzantsi Afrika / Outside of South

Africa

Where do you plan to go?

21.1 Where do you plan to go? specify [city, town,
province or country]

22. Uzohlala nabani phaya? [khetha zonke ezinggamane
nawe]

1 lgabane / Partner

] llungu losapho/ Family member
] Umhlobo /A friend

Who will you stay with there ? [tick all that apply]

06/05/2019 10:01 www.projectredcap.org
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Confidential

Page 13 of 92

9. Leliphi ibanga lemfundo igabane lakho
eligqgibileyo?

What is the highest level of education that your
current main partner has completed?

O None

(O Grade 1/ Standard A

(O Grade 2 / Standard B

O Grade 3/ Standard 1

(O Grade 4 / Standard 2

O Grade 5/ Standard 3

(O Grade 6 / Standard 4

O Grade 7/ Standard 5

(O Grade 8/ Standard 6

O Grade 9/ Standard 7

(O Grade 10/ Standard 8

(O Grade 11/ Standard 9

(O Grade 12 / Standard 10

O Attended some tertiary education
(University/College)

O Completed tertiary education (University/College)

10. Ingaba igabane lakho liyafunda okanye
liyaphangela?

Is your current main partner employed and/or
studying?

O Yes
O No

11. Yeyiphi kwezi zilandelayo echaza iqabane lakho
ngcono?

Which one of the following best describes what your
current main partner does?

(O Uphangela isigxina / Employed full-time

(O Uphangela manqapha-nqapha / Employed part-time

O Isingxungxu okanye umsebenzi onje
ngokuthengisa endlini okanye esitratweni/
Informal job/hawker

O Ungumfundi wesikolo / Attending school/learner

(O Ungumfundi webanga eliphezulu{ idyunivesiti okanye
ikholeji)/ Attending tertiary education
{University/College)

12. Ingaba igabane lakho langoku okanye amaqabane
akho akhe avavanyelwa i-HIV?

Has your current main partner(s) ever been tested for
HIV?

O No
O Yes
O Idon't know

13. Lwalunini uvavanyo Iwakhe Iwakutsha nje lweHIV?

When was your current main partner's most recent HIV
test done?

(O 0-6 linyanga / months

O 6-12 linyanga / months
(O >12 linyanga / months
(O Andiyazi /| don't know

0-
6-

14. Uvavanyo lwakhe lalusenzelwa phi?

Where was your current main partner's test done?

O Uluntu / Community

O Isibhedlele okanye iziko lezempilo / Hospital or
health centre

(O Okunye [ Other

14.1 Where was your current main partner's test done?
Other specify
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15. Zithini iziphumo zakhe zovavanyo IweHIV zakutsha
nje?

What was the result of your current main partner's
most recent HIV test?

(O Akanayo intsholongwane / HIV negative
(O Uphila nentsholongwane / HIV positive
(O Andazi / Don't know

16. Uzive kanjani iziphumo zovavanyo lweHIV zegabane
lakho?

How did you find out about your current main
partner's HIV status?

(O lgabane lam lindixelele ngokwalo / Partner told me
directly on his own

O Ilgabane lam lindixelele emva kokuba ndimbuzile /
Partner told me after | asked

(O Ndive komnye umntu / Heard from somebody else

(O Ndihambe negabane lam ngoku beliyofumana iziphumo
/1 went with my partner when he got his results

(O sihambe sobabini negabane lam ukuya kuvavanyo
IweHIV / We tested together as a couple

O ndigikelele / | just guessed, assumed, figured it
out

(O Undinike intluva/ undinike umkhondo / My partner
left clues

(O Okunye/ Other

(read out the options)

16.1 How did you find out about your current main
partner's HIV status? Other specify

17. Ingaba igabane lakho lisebenzisa amachiza
okuthomalalisa intsholongwane ngoku?

Is your current main partner currently taking
antiretroviral drugs?

(O Hayi/No
O Ewe/Yes
(O Andiyazif | don't know

18. Ingaba igabane lakho liyazi ukuba ubukhe waya
kuvavanyo lweHIV?

Does your current main partner know that you have had
an HIV test?

O HayifNo
O Ewe/Yes
(O Andiyazif | don't know

19. Igabane lakho lifumanise njani ukuba ubukhe waya
kuvavanyo lweHIV

How did your current main partner find out that you
had an HIV test?

(O lgabane lam liye kuvavanyo nam / Partner tested
with me

(O lgabane lam ndilixelele ngokwam / | told my
partner directly that | had an HIV test

O lgabane lam ndilixelele emva kokuba lindibuzile /
| told my partner after my partner asked

O lgabane lam live ngomnye umntu / Partner heard
from someone else

O lgabane lam lizicingele, lizigikelelele / Partner
guessed, assumed, or figured it out

20. Ungaziva ukhululekile ukucela igabane lakho
langoku liyokuvavanyela i-HIV?

Would you feel comfortable asking your current main
partner to test for HIV?
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O Ewe/Yes
(O Andazi/ | don't know

www.projectredcap.org

:DCap



88



89



90



Confidential
Page 18 of 92

5.6 Okunye (Cacisa) O Yes

O No
Other (specify)

5.6.1 Who do you know that is taking PrEP? (Other,

Specify)
6. Ingaba unalo na uloyiko okanye ixhala malunga QO Yes
ne-PrepP ? O No

Do you have fears or concerns about PrEP?

7. Ingaba ikhona into ekuxhalabisayo okanye O Yes
ekoyikisayo ngokusebenzisa i-PrEP rhoqe ngosuku? O No

Do you have concerns about taking PrEP every day?

7.0 Yintoni le ikoyikisayo okanye ikwenza ixhala ngokuthatha iPrEP rhogqo ngosuku?

What fears or concerns do you have about taking PreP every day?

7.1 Ubungakanani okanye incasa yepilisi O Yes
O No

Size or taste of pills

7.2 Abantu akumelanga bathathe ipilisi ngaphandle O Yes

kokuba bayagula O No

People should not take drugs unless they are sick

7.3 Abantu bazocinga ndine-HIV O Yes
O No

People will think | have HIV

7.4 Iqabane lam lizokucaphuka O Yes
O No

My partner will be upset

7.5 izakuchaphazela impilo yosana lwam O Yes
O No

Effect on my baby's health

7.6 Ndicinga ukuba ezipilisi azizokuyikhusela i-HIV O Yes
O No

I don't think the pills will prevent HIV

7.7 lzoba ngumthwalo ukuthatha ipilisi ngosuku O Yes
O No

Burdensome to take pill every day

7.8 Okunye / Other O Yes
O No

7.8.1 What fears or concerns do you have about
taking PrEP every day? Other, specify
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3. Ndiyakhelwa ukuba ukuthatha i-PrEP kuzogcina usana
Iwam lusempilweni.

| believe that taking PrEP can keep my baby healthy.

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strengly Agree

4, Ndizokwazi ukughagamiselana nabasebenzi bophando
ukuba ndinemibuzo okanye iingxaki malunga ne-PrEP?

I would know how to contact the study staff if | had
problems or questions about the PrEP medication.

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Stroengly Agree

5. Ukuba andiziseli kakuhle ipilisi ze-PreP
ngalendlela ndixelelwe ngayo ndingafumana i-HIV.

If | don't take my PrEP medication exactly as
instructed, | might get infected with HIV.

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

O Ndivuma ngamandla / Strengly Agree

6. Ndiyakhathazeka ngempilo yomntwana wam ukuba
ndisela-PrEp.

| worry about my baby's health if | take PrEP (R)

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

O Andiphikisi kwaye andivumi / Neither Agree nor
Disagree

O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strengly Agree

7. Ndiyakhathazeka ngokukhulelwa kwam ukuba ndisela
i-PrEP.

| worry about my pregnancy if | take PrEP (R)

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strengly Agree

8. Impilo yam okanye umntwana wam izoba xenge-xenge
ukuba ndisela iPrep.

My or my baby's health will be worse if | take PrEP
(R)

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strengly Agree

9, Ukusela ipilisifamayeza e-PrEP akuzondinceda ncam.

Taking PrEP medication would not really help me, (R)

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

10. Nokuba kunzima kangakanani, ndizokwazi ukuxelela
abasebenzi bophando xana ndiphosile ukusela amayeza
wam e-PrEP.

Even when it may be difficult, | will be able to let
the study staff know if | miss doses of my PrEP
medication.

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

11. Ukusela amayezafipilisi ze-PrEP ngendlela eyiyo
kuzondikhusela ekufumaneni i-HIV.

Taking my PrEP medication as prescribed would keep me
from getting HIV.
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O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree
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12. Ndizosela amayeza/ipilisi zam ze-PrEP nokuba O Andivumi ngamandla / Strongly Disagree
zizondigulisa kugala kuba ndiyayazi ukuba imiphumela O Andivumi / Disagree
izakuphela. O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree
I would take my PrEP medications even if they made me (O Ndivuma ngamandla / Strengly Agree

sick at first because the side effects would go away.

O Andivumi ngamandla / Strongly Disagree

13. Usapho lwam nabahlobo bam endizobaxelela ukuba (O Andivumi / Disagree

ndikwi-PrEP, bazondikhumbuza ukusela amayeza wam. (O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

My family and friends who | will tell | am on PreP (O Ndivuma ngamandla / Strengly Agree

would help me remember to take my medication.

14. Ndiyayazi ukuba ndizokwazi ukusela amayeza wam O Andivumi ngamandla / Strongly Disagree
e-PrEP kakuhle. (O Andivumi / Disagree
O Ndiphakathi nendawo / Neither Agree nor Disagree
I know that | will be able to take my PrEP medication (O Ndiyavuma / Agree
correctly. O Ndivuma ngamandla / Strongly Agree
15. Kuzokubaluleka ukuba ndithathe amayeza am e-PrEP O Andivumi ngamandla / Strongly Disagree
kakuhle nangexhesa ngemini. O Andivumi / Disagree
(O Ndiphakathi nendawo / Neither Agree nor Disagree
It would be important to me to take my PrEP (O Ndiyavuma / Agree
medication correctly and on time every day. O Ndivuma ngamandla / Strengly Agree

Lemibuzo ilandelayo ibuza ngokuxelela abanye abantu ukuba uzothatha inxaxheba koluphando.

These next items ask about you telling other people that you're taking part in this study.

16. ingaba ukhona umntu oceba ukumchazela ngecebo O Hayi/No
lakho lokuthatha i-PrEP? O Ewe/ Yes
(O Andifuni ukuthatha iPrEP / Don't plan on taking
Do you plan to tell anyone about your plan to take Prep
PreP?

Ukuba uceba ukuxelela umntu ukuba usela iPrEP , phendula u-ewe okanye u-hayi kumntu oceba ukumxelela
koluluhlu lusezantsi.

If you plan to tell anyone about your plan to take PrEP, answer "yes" or "no" for each person(s) you plan to disclose
to in the list below,

17.1 Umnyeni/ lgabane lakho/ Umntu owabelana ngesondo QO Yes
naye? O No

Your husband/boyfriend/sex partner?

17.2 Umama okanye Utata wakho? O Yes
O No

Your mother or your father?

17.3 Ubhuti okanye usisi wakho? O Yes
O No

Your sister or your brother?

17.4 Amanye amalungu osapho Iwakha? QO Yes
O No

Other family members?
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17.5 Umhlobo/ itshomi? O Yes
O No
Friends?
17.6 Abamelwane? O Yes
O No
Neighbours?
17.7 UNesi okanye uggirha abangaphandle koluphando? O Yes
O No
Nurse or doctor outside the study?
17.8 Abanye abantu{cacisa) O Yes
O No
Other persons
17.8.1 Abanye abantu{cacisa}/ Other persons? Please
specify:
Ucinga ukuba lomntu uzokuncedisa akukhumbuze kwaye akuxhase ekusel amayeza akho ePrEP?
Do you think his/her/their reaction will be supportive to remind you to take (or continue taking) PrEP?
18.1Umnyenif lgabane lakho / Umntu owabelana ngesondo O No
naye? O Yes
O N/A
Your husband/boyfriend/sex partner?
18.2 Umama okanye Utata wakho? O No
O Yes
Your mother or your father? O N/A
18.3 Ubhuti okanye usisi wakho? O No
O Yes
Your sister or your brother? O N/A
18.4 Amanye amalungu osapho lwakho? O No
O Yes
QOther family members? O N/A
18.5 Umhlobof itshomi? O No
O Yes
Friends? O N/A
18.6 Abamelwane? O No
O Yes
Neighbors? O N/A
18.7 UNesi okanye uggirha abangaphandle koluphando? O No
O Yes
Nurse or doctor outside the study? O N/A
06/05/2019 10:01 www.projectredcap.org EDcap

96



Confidential
Page 24 6f 92

18.8 Abanye abantu(cacisa) O No
O Yes
Other persons? O N/A

18.8.1 Abanye abantu(cacisa)/ other persons?
(explain}

Any other comments

Interviwer's code

Interviewers signature
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6. Ndicinga ukuba ndikomkhulu umngcipheko
wobudlobongela okanye ukudlwengulwa ukuba ndisela
iPrEP

I think | am at greater risk for physical violence or
rape if | take PrEP.

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strengly Agree

7. Abantu bazecinga ukuba ndiziphethe kakuhle ukuba
ndisela i-PrEP.

People will think | am behaving responsibly by taking
PrEP

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strengly Agree

8. Ndoyika ukuba ndingafumana iHIV xa ndinodibana
namathe omntu ophila neHIV

| fear that | could contract HIV if | come into
contact with the saliva of a persen living with HIV

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strengly Agree

9. Andinofuna ukuhlala ecaleni komntu one-HIV,
umzekelo emotweni , ecaweni okanye kwigumbi
lokulinda.

I would not like to sit close to someone living with
HIV, for example on public transport, at church or
in a waiting rcom

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Stroengly Agree

10. Ndinganetloni ukuba kungakhe umntu one-HIV
kusapho lwam,

| would be ashamed if someone in my family had HIV

O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

O Ndivuma ngamandla / Strongly Agree

11. Ngamanye amaxhesa abantu bathetha kakubi ngabantu
ababacingela ukuba baphila ne HIV kwabanye abantu.

People sometimes talk badly about people thought to
be living with HIV to others

O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

O Ndivuma ngamandla / Strengly Agree

12. Abantu abacingelwa ukuba baneHIV baphela
bengahlonitshwa.

People thought to be living with HIV lose respect and
standing

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

13, Abantu abacingelwa ukuba baphila ne-HIV
bayathukwa, baxhatshazwe futhi/ ckanye bagrogriswe.

Peaple thought to be living with HIV are verbally
insulted, harassed and/or threatened

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

14. Abantu abacingelwa ukuba baphila ne-HIV
bayebabethwe ngamanye amaxhesha.

People thought to be living with HIV are sometimes
physically assaulted
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(O Andivumi ngamandla/ Strengly Disagree

O Andivumi / Disagree

O Andiphikisi kwaye andivumi / Neither Agree ner
Disagree

O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree
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15. Ngamanye amaxesha abantu bachaza abanye abantu
ukuba bane-HIV ngaphandle kwemnvume yabo.

People sometimes disclose that other people are HIV
positive without their permission.

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

16. Ngamanye amaxesha abasebenzi bezempilo bathetha
kakubi ngabantu abaphila ckanye abacingelwa ukuba
baphila ne-HIV kwabanye abantu.

Health workers sometimes talk badly about people
living with or thought to be living with HIV to others

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

17.Ngamanye amaxesha abasebenzi bezempilo bachaza
ukuba abantu baphila ne HIV ngaphandle kwemvume yabo.

Health workers sometimes disclose that other people
are HIV positive without their permission

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

Any other comments

Interviewer's code

Interviewer's signature
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16. Wakhe wanyanzelwa ngokwabelana ngesondo okanye O Yes
wadlwengulwa kwezinyanga zintathu zidlulileyo? O No

Have you been forced to have sex or raped in the past
3 months?

Any other comments

Interviewer's code

Interviwer's signature
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Interviewer's code
Interviewer's signature
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5. Emva kokuba ufumanise ukuba ukhulelwe kukangaphi
ungakwazi ukwenza into ubumele ukuyenza ngenxa
yokuba ubusela utywala?

Since you found out you were pregnant how often
have you failed to do what was normally
expected of you because of drinking?

O Zange / Never

(O Ngaphantsi kwenyanga / Less than menthly

(O Ngenyanga / Monthly

O Ngeveki / Weekly

(O Ngosuku okanye malunga nosuku / Daily or almost
daily

6. Kulo nyaka uphelileyo kukangaphi ufuna ukusela
utywala ekuseni kuba ufuna ukuqala usuku lwakho
kakuhle emva kokuba ubusela kakhulu utywala ngezolo?

During the past year, how often have you needed a
drink in the morning to get yourself going after a
heavy drinking session?

O Zange / Never

(O Ngaphantsi kwenyanga / Less than monthly

(O Ngenyanga / Monthly

(O Ngeveki { Weekly

(O Ngosuku okanye malunga nosuku / Daily or almost
daily

7. Kulonyaka uphelileyo kukangaphi uzifumanise
unesazela ckanye uzisola emva kokuba usele?

During the past year, how often have you had a
feeling of guilt or remorse after drinking?

O Zange / Never

(O Ngaphantsi kwenyanga / Less than monthly

O Ngenyanga / Monthly

(O Ngeveki [ Weekly

(O Ngosuku okanye malunga nosuku / Daily or almost
daily

8. Kulonyaka uphelileyo ukhe awakwazi ukukhumbula
into eyenzeke kubusuku obudluleyo ngenxa
yokuba ubusele?

How often have you been unable to remember what
happened the night before because you had been
drinking?

(O Zange / Never

(O Ngaphantsi kwenyanga/ Less than monthly

(O Ngenyanga / Monthly

(O Ngeveki / Weekly

(O Ngosuku ckanye malunga nosuku / Daily or
Almost daily

9. Ukhe wena okanye omnye umntu wonzakala ngenxa
yokusela kwakho?

Have you or someone else been injured as a result of
your drinking?

(O Hayi/No

O Ewe, kodwa hayi kunyaka ophelilieyo. / Yes, but
not in the past year

O Ewe, kunyaka ophelilieyo.  Yes, during the past
year

10. Emva kokuba uvile ukuba ukhulelwe ngubani osela
,naye kakhulu?

Since you found out you were preghant, who do you
mostly drink with?

(O Ndedwa / No one (alone)

O lgabanwe lam langoku / My current partner

O Abahlobo bam / My friends

O Amanye okanye elinye gabane / Other sex partner(s)
(O Abantu endisebenza nabe / People | work with

(O Okunye [ Other

10.1 Since you found out you were pregnant, who do
you mostly drink with? Other (specify)

11. Ukusukela kokuba uvile ukuba ukhulelwe,
ubuselaphi utywala?

Since you have been pregnant, where do you drink
alcohol?

O Ekhaya / At home

(O Eshibhini / At shebeen

(O Endaweni ethengisa ukutya/ At bar or restaurant
(O Emsebenzini / At Work

O Ekhayeni Letshomi / At friends home

(O Okunye (cacisa} / Other (specify)

11.1 Since you have been pregnant, where do you drink
alcohol? (Other)

06/05/2019 10:01

112

www.projectredcap.org

:DCap



Confidential

Page 40 6f 92
12. Sikheona isizalwana sakho, okanye isihlobho, unesi, () Hayi / No
okanye omnye umntu ohekhathazekile ngendlela chusela (O Ewe, kodwa hayi kunyaka ophelilieyo / Yes, hut not
ngayo utywala waze wakucebisa ukuba uthobe isantya? in the past year
(O Ewe, kunyaka ophelilieyo. / Yes, during the past
Has a relative or a friend, a doctor or a nurse, or year
anyone else, been worried about your drug use or
said to you that you should stop using drugs?
Any other comments
Interviewer's code
Interviewer's signature
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5. Emva kokuba uvile ukuba ukhulelwe, wakhe waziva
ukuba ungangatheko lweziyobisi belulugilima
kangangokuba wahendeka?

Since you found out you were pregnant have you felt
that your longing for drugs was so strong that you
could not resist it?

(O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

O Ngenyanga zonke / Every month

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

6. Emva kokuba uvile ukuba ukhulelwe kungangaphi
usitya iziyobisi ungahoyi ukwenza into ubumele
ukunyenza kuba uphantsi kwempembelelo zezi yobisi?

Since you found out you were pregnant how often have
you taken drugs and then neglected to do something
you should have done?

(O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

(O Ngenyanga zonke [ Everymonth

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

7. Emva kokuba uvile ukuba ukhulelwe ubukhe awakwazi
ukuyeka iziyobisi xa sele uzigalile ukuzithatha?

Has it happened, Since you have been pregnant that
you have not been able to stop taking drugs once you
started

O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

(O Ngenyanga zonke /Everymonth

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

8. Emva kokuba uvile ukuba ukhulelwe ubukhe wafuna
ukuthatha iziyobisi ekuseni kuba ngezolo ubuzithathe
kakhulu?

Since you found out you were pregnant how often have
you needed to take a drug the morning after heavy
drug use the day before?

(O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

(O Ngenyanga zonke /Everymonth

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

9. Emva kokuba uvile ukuba ukhulelwe ubukhe wazisola
okanye wanesazela kuba usebenzisa iziyobisi?

Since you found out you were pregnant how often have
you had guilt feelings or a bad conscience because
you used drugs?

(O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

(O Ngenyanga zonke /Everymonth

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

10. Wakhe wonzakala okanye kwenzakala omnye umntu
(hgokwasenggondweni okanye ngokwasemzimbeni) ngenxa
yokusebenzisa kwakho iziyobisi?

Have you or anyone else been hurt (mentally or
physically} because you used drugs?

(O Hayi/No

O Ewe, kodwa hayi kunyaka ophelilieyo / Yes, but not
in the past year

O Ewe, kunyaka ophelilieyo. / Yes, during the past
year

11. Sikhona isizalwana sakho, okanye isihlobo, unesi,
okanye omnye umntu obekhathazekile ngendlela
osebenzisa ngayo iziyobisi ngayo waza wakucebisa
ukuba utheobe isantya?

Has a relative or a friend, a doctor or a nurse, or
anyone else, been worried about your drug use or
said to you that you should stop using drugs?
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(O Hayi/ No

O Ewe, kodwa hayi kunyaka ophelilieyo / Yes, but not
in the past year

O Ewe, kunyaka ophelilieyo. / Yes, during the past
year
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9. Leliphi ibanga lemfundo igabane lakho
eligqgibileyo?

What is the highest level of education that your
current main partner has completed?

O None

(O Grade 1/ Standard A

(O Grade 2 / Standard B

O Grade 3/ Standard 1

(O Grade 4 / Standard 2

O Grade 5/ Standard 3

(O Grade 6 / Standard 4

O Grade 7/ Standard 5

(O Grade 8/ Standard 6

O Grade 9/ Standard 7

(O Grade 10/ Standard 8

(O Grade 11/ Standard 9

(O Grade 12 / Standard 10

O Uyile na kumabanga emfundo aphezulu kodwa
awusigqibanga isfundo sakho / Attended some
tertiary education (University/College)

(O Uyile na kumabanga emfundo aphezulu kodwa
wasiggibanga isfundo sakho / Completed tertiary
education (University/College})

10. Ingaba igabane lakho liyafunda okanye
liyaphangela?

Is your current main partner employed and/or
studying?

O Yes
O No

11. Yeyiphi kwezi zilandelayo echaza iqabane lakho
ngcono?

Which one of the following best describes what your
current main partner does?

(O Uphangela isigxina / Employed full-time

(O Uphangela mangapha-nqapha / Employed part-time

O Isingxungxu okanye umsebenzi onje
ngokuthengisa endlini okanye esitratweni/
Informal job/hawker

O Ungumfundi wesikolo / Attending school/learner

(O Ungumfundi webanga eliphezulu( idyunivesiti ckanye
ikholeji) / Attending tertiary education
{University/College)

12. Ingaba igabane lakho ngoku lakhe layivavanyelwa

(O Andiyazi /| don't know

i-HIV? O Yes
O No
Has your current main partner ever been tested for
HIv?
13. Lwalunini uvavanyo lwakhe lwakutsha nje lweHIV? (O 0 - 6 months

When was your current main partner's most recent HIV
test done?

O €-12 months
O > 12 months
O ldon't know

14. Uvavanyo lwakhe lalusenzelwa phi?

Where was your current main partner's test done?

(O Uluntu / Community

O Isibhedlele okanye iziko lezempilo / Hospital or
health centre

(O Okunye (cacisa) / Other (specify)

15, Zithini iziphumo zakhe zovavanyo IweHIV zakutsha
nje?

What was the result of your current main partner's
most recent HIV test?
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(O Akanayo intsholongwane / HIV negative
(O Uphila nentsholongwane / HIV positive
(O Andazi / Don't know
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16. Usifumanise njani isimo se-HIV seqabane lakho?

How did you find out about your current main
partner's HIV status?

O Igabane lam lindixelele ngokwalo / Partner told me
directly on his own

(O Igabane lam lindixelele emva kokuba ndimbuzile /
Partner told me after | asked

(O Ndive komnye umntu / Heard from somebody else

O Ndihambe negabane lam ngoku beliyofumana iziphumo
/ 1 went with my partner when he got his results

O Sihambe sobabini neqabane lam ukuya kuvavanyo
IweHIV / We tested together as a couple

O Ndizicingele, ndigikelele /| just guessed,
assumed, figured it out

(O Undinike intluva/ undinike umkhondo / My partner
left clues

(O Okunye / Other

17. Ingaba igabane lakho lisebenzisa amachiza
okuthomalalisa intsholongwane ngoku?

Is your current main partner currently taking
antiretroviral drugs?

O Andiyazi /| don't know
O Yes
O No

18. Ingaba igabane lakho liyayazi ukuba ubukhe
wayokuvavanyela i-HIV??

Does your current main partner know that you have had
an HIV test?

O Andiyazi / | don't know

O Yes
O No

19. Ingaba igabane lakheo lifumanise njani ukuba
ubukhe waya kuvavanyo lweHiv?

How did your current main partner find out that you
had an HIV test?

O lgabane lam liye kuvavanyo nam / Partner tested
with me

O lgabane lam ndilixelele ngokwam / | told my
partner directly that | had an HIV test

O lgabane lam ndilixelele emva kokuba lindibuzile /
I told my partner after my partner asked

O lgabane lam live ngomnye umntu / Partner heard
from someone else

(O lgabane lam lizicingele, lizigikelelele / Partner
guessed, assumed, or figured it out

20. Ungaziva ukhululekile ukucela igabane lakho

O Andiyazi / | don't know

langoku liyokuya kuvavanyela i-HIV? QO Yes
O No

Would you feel comfortable asking your current main

partner to test for HIV?

21. Wakhe wayo vavanyela i-HIV negabane lakho O Yes

langoku? O No

Since your last visit have you attended couples HIV
testing with your current main partner?

22. Ungaziva ukhululekile ukuhamba neqabane lakho
langoku ukuya kuvavanyela i-HIV?

Would you feel comfortable going with your current
main partner for couples HIV testing?
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O Andiyazi /| don't know
O Yes
O No
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23. Ungaziva ukhululekile ukucela abanye abantu O Andiyazi/ | don't know
ohbukhe wabelana ngesondo nabo ukuba baye kuvavanya O Yes
i-HIV? O No

Would you feel comfortable asking any of the other
people that you have had sex with to test for HIV?

Interviewer's notes

Interviewer's code

Interviewer's signature
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3. Ndiyakholwa ukuba ukuthatha i-PrEP kuzogcina usana
Iwam lusempilweni. / | believe that taking PrEP can
keep my baby healthy.

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

4. Ndizokwazi ukughagamiselana nabasebenzi bophando
ukuba ndinemibuzo okanye iingxaki malunga ne-PrEP? /
| would know how to contact the study staff if | had
problems or questions about the PrEP medication.

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Stroengly Agree

5. Ukuba andiziseli kakuhle ipilisi ze-PreP
ngalendlela ndixelelwe ngayo ndingafumana i-HIV. /
If | don't take my PrEP medication exactly as
instructed, | might get infected with HIV.

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

O Ndivuma ngamandla / Strengly Agree

6. Ndiyakhathazeka ngempilo yomntwana wam ukuba
ndisela-PrEP. / | worry about my baby's health if |
take PrEP (R)

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

O Andiphikisi kwaye andivumi / Neither Agree nor
Disagree

O Ndiyavuma / Agree

(O Ndivuma ngamandla / Stroengly Agree

7. Ndiyakhathazeka ngokukhulelwa kwam ukuba ndisela
i-PrEP. / | worry about my pregnancy if | take PrEP
(R)

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

8. Impilo yam okanye umntwana wam izoba xenge-xenge
ukuba ndisela iPrEP. / My or my baby's health will
be worse if | take PreP (R)

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

9, Ukusela ipilisifamayeza e-PrEP akuzondinceda ncam
Taking PreP medication would not really help me. (R}

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

10. Nokuba kunzima kangakanani, ndizokwazi ukuxelela
abasebenzi bophando xana ndiphosile ukusela amayeza
wam e-PrEP. / Even when it may be difficult, | will

be able to let the study staff know if | miss doses

of my PrEP medication.

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

11. Ukusela amayeza/ipilisi ze-PrEP ngendlela eyiyo
kuzondikhusela ekufumaneni i-HIV. / Taking my PrEP
medication as prescribed would keep me from getting
HIV.
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(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree
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6. Ndicinga ukuba ndikomkhulu umngcipheko
wobudlobongela okanye ukudlwengulwa ukuba ndisela
iPrEP / I think | am at greater risk for physical

violence or rape if | take PrEP.

O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strengly Agree

7. Abantu bazocinga ukuba ndiziphethe kakuhle ukuba
ndisela i-PrEP People will think | am behaving
responsibly by taking PrEP

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Stroengly Agree

8. Ndoyika ukuba ndingafumana iHIV xa ndinodibana
namathe omntu ophila neHIV / | fear that | could
contract HIV if | come into contact with the saliva

of a person living with HIV

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

O Ndivuma ngamandla / Strengly Agree

9. Andinofuna ukuhlala ecaleni komntu one-HIV,
umzekelo emotweni , ecaweni ockanye kwigumbi
lokulinda. / | would not like to sit close to
someone living with HIV, for example on public
transport, at church or in a waiting room

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

O Ndivuma ngamandla / Strongly Agree

10. Ndinganetleni ukuba kungakhe umntu one-HIV
kusapho Iwam. / | would be ashamed if someone in my
family had HIV

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

O Ndivuma ngamandla / Strongly Agree

11. Ngamanye amaxhesa abantu bathetha kakubi ngabantu
ababacingela ukuba baphila ne HIV kwabanye abantu. /
People sometimes talk badly about people thought to

be living with HIV to others

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

O Ndivuma ngamandla / Strongly Agree

12. Abantu abacingelwa ukuba baneHIV baphela
bengahlonitshwa. / People thought to be living with
HIV lose respect and standing

(O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

13. Abantu abacingelwa ukuba baphila ne-HIV
bayathukwa, baxhatshazwe futhi/ ockanye bagrogriswe.
/ People thought to be living with HIV are verbally
insulted, harassed and/or threatened

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strengly Agree

14. Abantu abacingelwa ukuba baphila ne-HIV
bayebabethwe ngamanye amaxhesha. / People thought to
be living with HIV are sometimes physically assaulted
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(O Andivumi ngamandla/ Strongly Disagree

(O Andivumi / Disagree

(O Andiphikisi kwaye andivumi / Neither Agree ner
Disagree

(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree
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15. Ngamanye amaxesha abantu bachaza abanye abantu
ukuba bane-HIV ngaphandle kwemnvume yabo. / People
sometimes disclose that other people are HIV

positive without their permission.

O Andivumi ngamandla / Strongly Disagree

(O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

16. Ngamanye amaxesha abasebenzi bezempilo bathetha
kakubi ngabantu abaphila okanye abacingelwa ukuba
baphila ne-HIV kwabanye abantu. / Health workers
sometimes talk badly about people living with or

thought to be living with HIV to others

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

17.Ngamanye amaxesha abasebenzi bezempilo bachaza
ukuba abantu baphila ne HIV ngaphandle kwemvume
yabo. / Health workers sometimes disclose that other
people are HIV positive without their permission

(O Andivumi ngamandla / Strongly Disagree

O Andivumi / Disagree

(O Ndiphakathi nendawo / Neither Agree nor Disagree
(O Ndiyavuma / Agree

(O Ndivuma ngamandla / Strongly Agree

Any other comments

Interviewer's code

Interviewer's signature
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5. Emva kotyelelo Iwakho lokuggibela koluphando,
kukangaphi ungakwazi ukwenza into ubumele
ukuyenza ngenxa yokuba ubusela utywala?

Since your last study visit how often have you
failed to do what was normally expected of
you because of drinking?

(O Zange / Never

(O Ngaphantsi kwenyanga / Less than monthly

(O Ngenyanga / Monthly

O Ngeveki / Weekly

(O Ngosuku okanye malunga nosuku / Daily or almost
daily

6. Kulo nyaka uphelileyo kukangaphi ufuna ukusela
utywala ekuseni kuba ufuna ukuqala usuku lwakho
kakuhle emva kokuba ubusela kakhulu utywala ngezolo?

During the past year, how often have you needed a
drink in the morning to get yourself going after a
heavy drinking session?

(O Zange /Never

(O Ngaphantsi kwenyanga / Less than monthly

(O Ngenyanga / Monthly

O Ngeveki [/ Weekly

(O Ngosuku okanye malunga nosuku / Daily or almost
daily

7. Kulonyaka uphelileyo kukangaphi uzifumanise
unesazela okanye uzisola emva kokuba usele?

During the past year, how often have you had a
feeling of guilt or remorse after drinking?

(O Zange / Never

O Ngaphantsi kwenyanga / Less than monthly

(O Ngenyanga / Monthly

(O Ngeveki [/ Weekly

(O Ngosuku okanye malunga nosuku / Daily or almost
daily

8. Kulonyaka uphelileyo ukhe awakwazi ukukhumbula
into eyenzeke kubusuku cbudluleyo ngenxa
yokuba ubusele?

How often have you been unable to remember what
happened the night before because you had been
drinking?

(O Zange / Never

(O Ngaphantsi kwenyanga/ Less than monthly

(O Ngenyanga / Monthly

(O Ngeveki / Weekly

(O Ngosuku okanye malunga nosuku / Daily or
Almost daily

9. Ukhe wena okanye omnye umntu wonzakala ngenxa
yokusela kwakho?

Have you or someane else been injured as a result of
your drinking?

(O Hayi / No

O Ewe, kodwa hayi kunyaka ophelilieyo. / Yes, but
not in the past year

O Ewe, kunyaka ophelilieyo. / Yes, during the past
year

10. Emva kotyelelo Iwakho lukuggibela koluphando
ngubani osela ,naye kakhulu?

Since your last study visit , who do you mostly drink
with?

(O Ndedwa / No one (alone)

O Igabanwe lam langoku / My current partner

(O Abahlobo bam / My friends

(O Amanye okanye elinye gabane / Other sex partner(s)
(O Abantu endisebenza nabo / People | work with

(O Okunye [ Other

10.1 Since you found out you were pregnant, who do
you mostly drink with? Other (specify)

11. Emva kotyelelo lwakho lukugqibela koluphando,
ubuselaphi utywala?

Since your last study visit , where do you drink
alcohol?
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(O Ekhaya / At home

(O Eshibhini / At shebeen

(O Endaweni ethengisa ukutya/ At bar or restaurant
(O Emsebenzini / At Work

(O Ekhayeni Letshomi / At friends home

O Okunye (cacisa) / Other (specify)
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11.1 Since you have been pregnant, where do you drink
alcohol? (Other)

Any other comments

Interviewer's code

Interviewer's signature
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5. Emva kotyelelo Iwakho lokuggibela koluphando,
wakhe waziva ukuba ungangatheko Iweziyobisi
belulugilima kangangokuba wahendeka?

Since your last study visit have you felt that your
longing for drugs was so strong that you could not
resist it?

(O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

(O Ngenyanga zonke / Every month

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

6. Emva kotyelelo lwakho lokugqibela koluphando,
kungangaphi usitya iziyobisi ungahoyi ukwenza into
ubumele ukunyenza ?

Since your last study visit how often have you taken
drugs and then neglected to do something you should
have done?

(O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

(O Ngenyanga zonke /Everymonth

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

7. Emva kotyelelo Iwakho lokuggibela koluphando,
ubukhe awakwazi ukuyeka iziyobisi xa sele uzigalile
ukuzithatha?

Since your last study visit have you ever not been
able to stop taking drugs once you started?

(O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

(O Ngenyanga zonke /Everymonth

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

8. Emva kotyelelo lwakho lokuggibela koluphando,
ubukhe wafuna ukuthatha iziyobisi ekuseni kuba
ngezolo ubuzithathe kakhulu?

Since your last study visit how often have you needed
to take a drug the morning after heavy drug use the
day before?

(O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

(O Ngenyanga zonke / Everymonth

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

9. Emva kotyelelo lwakho lokuggibela koluphando,
ubukhe wazisola okanye wanesazela kuba usebenzisa
iziyobisi?

Since your last study visit how often have you had
guilt feelings or a bad conscience because you used
drugs?

(O Zange / Never

(O Ngeneno kunakanye ngenyanga / Less often than once
a month

(O Ngenyanga zonke /Everymonth

(O Qho ngeveki / Every week

(O Ngosuku okanye ngemini zonke / Daily or almost
every day

10. Emva kotyelelo Iwakho lokuggibela koluphando,
ubukhe wonzakala ckanye konzakala omnye umntu
{ngokwasenggondweni okanye ngokwasemzimbeni) Ngenxa
yokusebenzisa kwakho iziyobisi?

Since your last study visit have you or anyone else
been hurt (mentally or physically) because you used
drugs?
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(O Hayi/No

O Ewe, kodwa hayi kunyaka ophelilieyo / Yes, but not
in the past year

O Ewe, kunyaka ophelilieyo. / Yes, during the past
year
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6. Ukhona umntu okuncedisayo okukhumbuzayo
ngokuthatha I-PrEP?

Did anyone help you take PrEP?

O Yes
O No

7.Ngubani?

Who helped you?

O lgabane/ partner

O Itshomiffriend

(O Usapho/ family

O Omnye(cacisa) /other (specify)

7.1 Other (specify)

8. Bancede kanjani?

How did they help?

(O Ngokusa ezikweni lezempilo / brought me to clinic

(O Bandikumbuzile ukuthatha amayeza / reminded me to
take medicine

(O Bandincede ngemiphumela / helped me with side
effects

(O okunye(cacisa)/other {specify)

9. Kwintsuku ezi-30 ezidlulileyo,zimini ezingaphi
okhe walibala ukusela umlinganiselo wakho we-PrepP .

In the last 30 days, on how many days did you miss at
least one dose of any of your PrEP?

(days)

10. Kwezi ntsuku zi-30 zidlulileyo, yeyiphi indlela
encomekayo owatye kakuhle ngayo amachiza akho e-PrEP
njengohlobo olufanelekikleyo?

In the last 30 days, how good a job did you do at
taking your PrEP in the way that you were supposed
to?

(O Kakubi kakhulu / Very poor

(O Kakubi / Poor

(O Ndiphakathi / Fair

(O Kakuhle / Good

(O Kakuhle kakhulu / Very good

O Kakuhle okugqithisileyo / Excellent

11. Kwezi ntsuku zi-30 zidlulileyo,kukangaphi usitya
amachiza akho e-PrEP ngendlela omele ukuwatya ngayo?

In the last 30 days how often did you take your PrEP
in the way that you were supposed to?

(O Zange / Never

(O Akufane / Rarely

(O Ngamanye amaxesha / Sometimes
(O Ngesighelo / Usually

12. Kwintsuku ezi-7 ezidlulileyo,zimini ezingaphi
okhe walibala ukusela umlinganiselo wakho we-PreP?

In the last 7 days, on how many days did you miss at
least one dose of any of your PrEP?

13. Kwezi ntsuku zi-7 zidlulileyo Yeyiphi indlela
encomekayo owatye kakuhle ngayo amachiza akho e-PrEP
njengohlobo olufanelekikleyo?

In the last 7 days, how good a job did you do at
taking your PrEP in the way that you were supposed
to?
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(O Ndiphakathi / Fair

O Kakuhle / Good

(O Kakuhle kakhulu / Very good

(O Kakuhle okuggqithisileyo / Excellent
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14. Kwezi ntsuku zi-7 zidlulileyo,kukangaphi usitya (O Zange / Never
amachiza akho e-PrEP ngendlela omele kuwatya ngayo? O Akufane / Rarely
(O Ngamanye amaxesha / Sometimes
In the last 7 days how often did you take your PrEP O Ngesighelo / Usually
in the way that you were supposed to? (O Malunga lonke ixesha / Almost always
15. Kwintsuku ezi-30 ezidlulileyo, zeziphi izinto O Yes
ezibangele ulibale, okanye ezenze kubenzima ukutya O No
amachiza akho e-PrEP? Zifunde zonke.Urhangge zonke
ezikhe zakwehlela.
In the past 30 days which of the following things
made you miss a pill or made it hard for you to take
your pills
15.1 Bendingekho ekhaya O Yes
O No
Was away from home
15.2 Zilahlekile O Yes
O No
Lost your pills
15.3 Bendixakekile ndisenza omnye umsebenzi O Yes
O No
Was husy with other things
15.4 Ndilibele O Yes
O No
Simply forgot
15.5 Bezininzi ipilisi ebekufuneka ndizitye O Yes
O No
Had too many pills to take
15.6 Bendifumana imiphumela O Yes
O No
Was getting side effects
15.7 Bendibaleka imiphumela okanye ndingaziva mnandi O Yes
O No
Wanted to avoid side effects or were feeling bad
15.8 Bendizinika ikhefu kwipilisi O Yes
O No
Wanted to take a break from the pill
15.9 Bendingafuni abanye bazi ukuba nditya ipilisi O Yes
O No
Did not want others to notice you taking PrEP
06/05/2019 10:01 www.projectredcap.org EDcap
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15.10 Kuye kwabakho utshintsho kwindlela endisebenza O Yes

ngayo okanye kwizinto endizenzayo mihla nemihla O No

Had a change in daily routine or work schedule

15.11 Bendicinga ukuba ipilisi ziyasebenza noba O Yes

ezinye andizityanga O No

Thought that the pills would still work even if a few

were missed

15.12 Bendiba amachiza ayingozifayingozi kum O Yes
O No

Felt the drugs were toxic/ harmful to me

15.13 Bendiba amachiza ayingozi/ ayingozi kusana lwam O Yes
O No

Felt the drugs were toxic/ harmful to my baby

15.14 Ndizive ndingaphilanga O Yes
O No

Felt sick or ill

15.15 Ziye zandongamela O Yes
O No

Felt overwhelmed

15.16 Ndive ndiphantsi koxinizelelo O Yes
O No

Felt depressed

15.17 Esinye isizathu O Yes
O No

Other reason

15.17.1 Esinye isizathu / Other reason

Any other comments

Interviewer's code

Interviewers sighature

06/05/2019 10:01 www.projectredcap.org EDcap

159



160



161



162



Confidential

Refusal questionnaire
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Visit date

(date {dd-mm-yyyy))

Why do you not want to participate in this study?

] I'am not interested

] lam enrolled in another study

] I do not have time

] I am not comfortable divulging personal
information about myself

I I am afraid of the results

] lam afraid of my partner's reaction if my results
are positive

] | do not feel there are any benefits for me or my
baby in testing for STls

] 1 am not comfortable with collecting a vaginal
swab specimen

O | am too stressed out

] You are conducting too many tests

] Other

If Other, please specify

Any other comments

Interviewer's code

Interviewer's signature

06/05/2019 10:01
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Instructions for Authors

Manuscript Submission

Manuscript Submission

Submission of a manuscript implies: that the work described has not been
published before; that it is not under consideration for publication anywhere
else; that its publication has been approved by all co-authors, if any, as well as
by the responsible authorities — tacitly or explicitly — at the institute where the
work has been carried out. The publisher will not be held legally responsible

should there be any claims for compensation.

Permissions

Authors wishing to include figures, tables, or text passages that have already
been published elsewhere are required to obtain permission from the copyright
owner(s) for both the print and online format and to include evidence that such
permission has been granted when submitting their papers. Any material

received without such evidence will be assumed to originate from the authors.

https:/Aink springer. com/journali1 46 f/submission-guidelines 2/52
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Online Submission

Please follow the hyperlink “Submit manuscript” and upload all of your
manuscript files following the instructions given on the screen.

Source Files

Please ensure you provide all relevant editable source files at every submission
and revision. Failing to submit a complete set of editable source files will result
in your article not being considered for review. For your manuscript text please

always submit in common word processing formats such as .docx or LaTeX.

Title Page

Please make sure your title page contains the following information.

Title

The title should be concise and informative.
Author information

The name(s) of the author(s)

The affiliation(s) of the author(s), i.e. institution, (department), city, (state),

country
A clear indication and an active e-mail address of the corresponding author

If available, the 16-digi f the author(s)

If address information is provided with the affiliation(s) it will also be
published.
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For authors that are (temporarily) unaffiliated we will only capture their city

and country of residence, not their e-mail address unless specifically requested.

Large Language Models (LLMs), such a: do not currently satisfy our

Notably an attribution of authorship carries with it
accountability for the work, which cannot be effectively applied to LLMs. Use of
an LLM should be properly documented in the Methods section (and if a
Methods section is not available, in a suitable alternative part) of the

manuscript.

Abstract

Please provide an abstract of 150 to 250 words. The abstract should not contain
any undefined abbreviations or unspecified references.

Please note: For some articles (particularly, systematic reviews and original
research articles), 250 words may not be sufficient to provide all necessary
information in the abstract. Therefore, the abstract length can be increased
from the 250-word limit (to up to 450 words) if the topic dictates, and to allow

full compliance with the relevant reporting guidelines.

For life science journals only (when applicable)

Trial registration number and date of registration for prospectively
registered trials

Trial registration number and date of registration, followed by
“retrospectively registered”, for retrospectively registered trials

Keywords

Please provide 4 to 6 keywords which can be used for indexing purposes.

Acknowledgements
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An Acknowledgment section may be included to acknowledge, for example,
people who have assisted with aspects of the work (but who do not qualify as

authors), disclaimers, collaborations, etc.

Statements and Declarations

The following statements should be included under the heading " Statements
and Declarations" for inclusion in the published paper. Please note that
submissions that do not include relevant declarations will be returned as

incomplete.
Competing Interests: Authors are required to disclose financial or non-
financial interests that are directly or indirectly related to the work

submitted for publication. Please refer to “Competing Interests and

Funding” below for more information on how to complete this section.

Text

Text Formatting

Manuscripts should be submitted in Word.

Use a normal, plain font (e.g., 10-point Times Roman) for text.

Use italics for emphasis.

Use the automatic page numbering function to number the pages.

Do not use field functions.

Use tab stops or other commands for indents, not the space bar.

Use the table function, not spreadsheets, to make tables.

https:/Aink springer. com/journali1 46 f/submission-guidelines o252
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Use the equation editor or MathType for equations.

Save your file in docx format (Word 2007 or higher) or doc format (older

Word versions).

Headings

Please use no more than three levels of displayed headings.

Abbreviations
Abbreviations should be defined at first mention and used consistently

thereafter.

Footnotes

Footnotes can be used to give additional information, which may include the
citation of a reference included in the reference list. They should not consist
solely of a reference citation, and they should never include the bibliographic

details of a reference. They should also not contain any figures or tables.

Footnotes to the text are numbered consecutively; those to tables should be
indicated by superscript lower-case letters (or asterisks for significance values
and other statistical data). Footnotes to the title or the authors of the article are

not given reference symbols.

Always use footnotes instead of endnotes.

Acknowledgments
Acknowledgments of people, grants, funds, etc. should be placed in a separate
section on the title page. The names of funding organizations should be written

in full.

References
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Citation

Reference citations in the text should be identified by numbers in square
brackets. Some examples:
1. Negotiation research spans many disciplines [3].

2. This result was later contradicted by Becker and Seligman [5].

3. This effect has been widely studied [1-3, 7].

Reference list

The list of references should only include works that are cited in the text and
that have been published or accepted for publication. Personal communications
and unpublished works should only be mentioned in the text.

The entries in the list should be numbered consecutively.

If available, please always include DOIs as full DOI links in your reference list
(e.g. “https:{/doi.orgfabc”).

Journal article

Smith JJ. The world of science. Am J Sci. 1999;36:234—5.

Article by DOI

Slifka MK, Whitton JL. Clinical implications of dysregulated cytokine
production. ] Mol Med. 2000; https://doi.org/10.1007/s001090000086

Book
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Blenkinsopp A, Paxton P. Symptoms in the pharmacy: a guide to the

management of common illness. 3rd ed. Oxford: Blackwell Science; 1998.

Book chapter

Wryllie AH, Kerr JFR, Currie AR. Cell death: the significance of apoptosis. In:
Bourne GH, Danielli JF, Jeon KW, editors. International review of cytology.
London: Acadernic; 1980. pp. 251-306.

Online document

Doe ]. Title of subordinate document. In: The dictionary of substances and
their effects. Royal Society of Chemistry. 1999. http://www.rsc.org/dose/title

of subordinate document. Accessed 15 Jan 1999.

Always use the standard abbreviation of a journal’s name according to the ISSN
List of Title Word Abbreviations, see

If you are unsure, please use the full journal title.

Tables

All tables are to be numbered using Arabic numerals.
Tables should always be cited in text in consecutive numerical order.

For each table, please supply a table caption (title) explaining the

components of the table.

Identify any previously published material by giving the original source in
the form of a reference at the end of the table caption.
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Footnotes to tables should be indicated by superscript lower-case letters (or
asterisks for significance values and other statistical data) and included
beneath the table body.

Artwork and lllustrations Guidelines
Electronic Figure Submission
Supply all figures electronically.
Indicate what graphics program was used to create the artwork.

For vector graphics, the preferred format is EPS,; for halftones, please use
TIFF format. MSOffice files are also acceptable.

Vector graphics containing fonts must have the fonts embedded in the files.

Name your figure files with ""Fig'" and the figure number, e.g., Figl.eps.

Line Art
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Definition: Black and white graphic with no shading.
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Definition: a combination of halftone and line art, e.g., halftones containing

line drawing, extensive lettering, color diagrams, etc.

Combination artwork should have a minimum resolution of 600 dpi.

Color Art

Color art is free of charge for online publication.

If black and white will be shown in the print version, make sure that the
main information will still be visible. Many colors are not distinguishable
from one another when converted to black and white. A simple way to check
this is to make a xerographic copy to see if the necessary distinctions

between the different colors are still apparent.

If the figures will be printed in black and white, do not refer to color in the
captions.

Color illustrations should be submitted as RGB (8 bits per channel).

Figure Lettering

To add lettering, it is best to use Helvetica or Arial (sans serif fonts).
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Keep lettering consistently sized throughout your final-sized artwork,

usually about 2—3 mm (8—-12 pt).

Variance of type size within an illustration should be minimal, e.g., do not
use 8-pt type on an axis and 20-pt type for the axis label.

Avoid effects such as shading, outline letters, etc.

Do not include titles or captions within your illustrations.

Figure Numbering

All figures are to be numbered using Arabic numerals.
Figures should always be cited in text in consecutive numerical order.
Figure parts should be denoted by lowercase letters (a, b, c, etc.).

If an appendix appears in your article and it contains one or more figures,
continue the consecutive numbering of the main text. Do not number the
appendix figures,''Al, A2, A3, etc." Figures in online appendices

[Supplementary Information (SI)] should, however, be numbered separately.

Figure Captions

Each figure should have a concise caption describing accurately what the
figure depicts. Include the captions in the text file of the manuscript, not in
the figure file.

Figure captions begin with the term Fig. in bold type, followed by the figure

number, also in bold type.

No punctuation is to be included after the number, nor is any punctuation to

be placed at the end of the caption.

Identify all elements found in the figure in the figure caption; and use boxes,

circles, etc., as coordinate points in graphs.

Identify previously published material by giving the original source in the

form of a reference citation at the end of the figure caption.
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Figure Placement and Size

Figures should be submitted within the body of the text. Only if the file size
of the manuscript causes problems in uploading it, the large figures should

be submitted separately from the text.
When preparing your figures, size figures to fit in the column width.

For large-sized journals the figures should be 84 mm (for double-column
text areas), or 174 mm (for single-column text areas) wide and not higher
than 234 mm.

For small-sized journals, the figures should be 119 mm wide and not higher

than 195 mm.

Permissions

If you include figures that have already been published elsewhere, you must
obtain permission from the copyright owner(s) for both the print and online
format. Please be aware that some publishers do not grant electronic rights for
free and that Springer will not be able to refund any costs that may have
occurred to receive these permissions. In such cases, material from other

sources should be used.

Accessibility
In order to give people of all abilities and disabilities access to the content of
your figures, please make sure that

All figures have descriptive captions (blind users could then use a text-to-

speech software or a text-to-Braille hardware)
Patterns are used instead of or in addition to colors for conveying
information (colorblind users would then be able to distinguish the visual

elements)

Any figure lettering has a contrast ratio of at least 4.5:1
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Generative Al Images

Please checl ind make sure your
work adheres to the principles described therein.

Supplementary Information (Sl)

Springer accepts electronic multimedia files (animations, movies, audio, etc.)
and other supplementary files to be published online along with an article or a
book chapter. This feature can add dimension to the author's article, as certain

information cannot be printed or is more convenient in electronic form.

Before submitting research datasets as Supplementary Information, authors
should read the journal’s Research data policy. We encourage research data to be

archived in data repositories wherever possible.

Submission
Supply all supplementary material in standard file formats.

Please include in each file the following information: article title, journal
name, author names; affiliation and e-mail address of the corresponding

author.

To accommodate user downloads, please keep in mind that larger-sized files
may require very long download times and that some users may experience

other problems during downloading.
High resolution (streamable quality) videos can be submitted up to a

maximum of 25GB; low resolution videos should not be larger than 5GB.

Audio, Video, and Animations

Aspect ratio: 16:9 or 4:3

https:/Aink springer. com/journali1 46 f/submission-guidelines 14/52
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Maximum file size: 25 GB for high resolution files; 5 GB for low resolution

files
Minimum video duration: 1sec

Supported file formats: avi, wmv, mp4, mov, m2p, mp2, mpg, mpeg, flv,

mxf, mts, mav, 3gp

Text and Presentations

Submit your material in PDF format; .doc or .ppt files are not suitable for

long-term viability.

A collection of figures may also be combined in a PDF file.

Spreadsheets

Spreadsheets should be submitted as .csv or .xlsx files (MS Excel).

Specialized Formats

Specialized format such as .pdb (chemical), wrl (VRML), .nb (Mathematica

notebook), and .tex can also be supplied.

Collecting Multiple Files

It is possible to collect multiple files in a .zip or .gz file.

Numbering

If supplying any supplementary material, the text must make specific

mention of the material as a citation, similar to that of figures and tables.

Refer to the supplementary files as “Online Resource”, e.g., "... as shown in
the animation (Online Resource 3)", “... additional data are given in Online

Resource 4.

https:/Aink springer. com/journali1 46 f/submission-guidelines 15452
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Name the files consecutively, e.g. “ESM_3.mpg”, “ESM_4.pdf”.

Captions

For each supplementary material, please supply a concise caption describing
the content of the file.

Processing of supplementary files

Supplementary Information (SI) will be published as received from the

author without any conversion, editing, or reformatting.

Accessibility
In order to give people of all abilities and disabilities access to the content of

your supplementary files, please make sure that

The manuscript contains a descriptive caption for each supplementary

material

Video files do not contain anything that flashes more than three times per
second (so that users prone to seizures caused by such effects are not put at
risk)

Generative Al Images
Please checl ind make sure your

work adheres to the principles described therein.

After acceptance

Upon acceptance, your article will be exported to Production to undergo

typesetting. Shortly after this you will receive two e-mails. One contains a

https:/Aink springer. com/journali1 46 f/submission-guidelines 16/52
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request to confirm your affiliation, choose the publishing model for your article,
as well as to arrange rights and payment of any associated publication cost. A
second e-mail containing a link to your article’s proofs will be sent once

typesetting is completed.

Article publishing agreement
Depending on the ownership of the journal and its policies, you will either grant
the Publisher an exclusive licence to publish the article or will be asked to

transfer copyright of the article to the Publisher.

Offprints

Offprints can be ordered by the corresponding author.

Colorillustrations
Online publication of color illustrations is free of charge. For color in the print
version, authors will be expected to make a contribution towards the extra

Costs,

Proofreading

The purpose of the proof is to check for typesetting or conversion errors and the
completeness and accuracy of the text, tables and figures. Substantial changes
in content, e.g., new results, corrected values, title and authorship, are not

allowed without the approval of the Editor.

After online publication, further changes can only be made in the form of an
Erratum, which will be hyperlinked to the article.

Online First

The article will be published online after receipt of the corrected proofs. This is
the official first publication citable with the DOI. After release of the printed

version, the paper can also be cited by issue and page numbers.
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Open Choice

Open Choice allows you to publish open access in more than 1850 Springer
Nature journals, making your research more visible and accessible immediately
on publication.

Article processing charges (APCs) vary by journal -

Benefits:

Increased researcher engagement: Open Choice enables access by anyone
with an internet connection, immediately on publication.

Higher visibility and impact: In Springer hybrid journals, OA articles are
accessed 4 times more often on average, and cited 1.7 more times on
average*.

Easy compliance with funder and institutional mandates: Many funders

require open access publishing, and some take compliance into account

when assessing future grant applications.

It is easy to find funding to support open access — please see our funding and

support pages for more information.

*) Within the first three years of publication. Springer Nature hybrid journal OA
impact analysis, 2018.
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Copyright and license term - CCBY
Open Choice articles do not require transfer of copyright as the copyright
remains with the author. In opting for open access, the author(s) agree to

publish the article under the Creative Commons Attribution License.

Page Charge

The journal makes no page charges. Reprints are available to authors, and order

forms with the current price schedule are sent with proofs.

Research Data Policy

This journal operates : T'he journal encourages
authors, where possible and applicable, to deposit data that support the findings
of their research in a public repository. Authors and editors who do not have a
preferred repository should consult Springer Nature’s list of repositories and

research data policy.

General repositories - for all types of research data - such as figshare and Dryad

may also be used.

Datasets that are assigned digital object identifiers (DOIs) by a data repository
may be cited in the reference list. Data citations should include the minimum
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information recommended by DataCite: authors, title, publisher (repository

name), identifier.

If the journal that you’re submitting to uses double-blind peer review and you
are providing reviewers with access to your data (for example via a repository
link, supplementary information or data on request), it is strongly suggested
that the authorship in the data is also blinded. There are

ind/or will create a link to mask the authorship of your data.

Authors who need help understanding our data sharing policies, help finding a
suitable data repository, or help organising and sharing research data can

access ou or additional guidance.

Springer Open Choice

Springer Open Choice. In addition to the normal publication process (whereby
an article is submitted to the journal and access to that article is granted to

custormners who

have purchased a subscription), Springer now provides an alternative
publishing option: Springer Open Choice. A Springer Open Choice article

receives all the benefits of a

regular subscription-based article, but in addition is made available publicly
through Springer’s online platform SpringerLink. To publish via Springer Open
Choice, upon acceptance please visit the link below to complete the relevant
order form and provide the required payment information. Payment must be

received in full before publication or articles will publish as regular
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subscription-model articles. We regret that Springer Open Choice cannot be

ordered for published articles.

Instructions for Brief Reports

AIDS and Behavior accepts Brief Reports of soundly designed research studies
that are of specialized interest or can be considered preliminary findings. An
author who submits a Brief Report must agree not to submit the full report to
another journal. To ensure that a Brief Report does not exceed the available
journal pages (approximately 4 pages), the text of the paper should not exceed
14 pages using one inch margins all around and a font size of 12 point. The
Abstract should be limited to 100 words. References should be limited to no

more than 12 and there should be no more than one table or one figure.

Ethical Responsibilities of Authors

This journal is committed to upholding the integrity of the scientific record. As
a member of the Committee on Publication Ethics the journal will follow

the ruidelines on how to deal with potential acts ot misconduct.

Authors should refrain from misrepresenting research results which could
damage the trust in the journal, the professionalism of scientific authorship,
and ultimately the entire scientific endeavour. Maintaining integrity of the
research and its presentation is helped by following the rules of good scientific

practice, which include*:
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The manuscript should not be submitted to more than one journal for

simultaneous consideration.

The submitted work should be original and should not have been published
elsewhere in any form or language (partially or in full), unless the new work
concerns an expansion of previous work. (Please provide transparency on the
re-use of material to avoid the concerns about text-recycling (‘self-

plagiarism’).

A single study should not be split up into several parts to increase the
quantity of submissions and submitted to various journals or to one journal

over time (i.e. ‘salami-slicing/publishing’).

Concurrent or secondary publication is sometimes justifiable, provided
certain conditions are met. Examples include: translations or a manuscript

that is intended for a different group of readers.

Results should be presented clearly, honestly, and without fabrication,
falsification or inappropriate data manipulation (including image based
manipulation). Authors should adhere to discipline-specific rules for

acquiring, selecting and processing data.

Nodata, text, or theories by others are presented as if they were the author’s
own (‘plagiarism’). Proper acknowledgements to other works must be given
(this includes material that is closely copied (near verbatim), summarized
and/or paraphrased), quotation marks (to indicate words taken from another
source) are used for verbatim copying of material, and permissions secured

for material that is copyrighted.

Important note: the journal may use software to screen for plagiarism.
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Authors should make sure they have permissions for the use of software,

questionnaires/(web) surveys and scales in their studies (if appropriate).

Research articles and non-research articles (e.g. Opinion, Review, and
Commentary articles) must cite appropriate and relevant literature in
support of the claims made. Excessive and inappropriate self-citation or
coordinated efforts among several authors to collectively self-cite is strongly

discouraged.

Authors should avoid untrue statements about an entity (who can be an
individual person or a company) or descriptions of their behavior or actions
that could potentially be seen as personal attacks or allegations about that
person.

Research that may be misapplied to pose a threat to public health or national
security should be clearly identified in the manuscript (e.g. dual use of
research). Examples include creation of harmful consequences of biological
agents or toxins, disruption of immunity of vaccines, unusual hazards in the

use of chemicals, weaponization of research/technology (amongst others).

Authors are strongly advised to ensure the author group, the Corresponding
Author, and the order of authors are all correct at submission. Adding and/or
deleting authors during the revision stages is generally not permitted, but in
some cases may be warranted. Reasons for changes in authorship should be
explained in detail. Please note that changes to authorship cannot be made

after acceptance of a manuscript.

*All of the above are guidelines and authors need to make sure to respect third

parties rights such as copyright and/or moral rights.
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Upon request authors should be prepared to send relevant documentation or
data in order to verify the validity of the results presented. This could be in the
form of raw data, samples, records, etc. Sensitive information in the form of

confidential or proprietary data is excluded.

If there is suspicion of misbehavior or alleged fraud the Journal and/or Publisher
will carry out an investigation following suidelines. If, after investigation,
there are valid concerns, the author(s) concerned will be contacted under their
given e-mail address and given an opportunity to address the issue. Depending
on the situation, this may result in the Journal’s and/or Publisher’s

implementation of the following measures, including, but not limited to:

If the manuscript is still under consideration, it may be rejected and returned
to the author.

If the article has already been published online, depending on the nature and

severity of the infraction:

- an erratum/correction may be placed with the article

- an expression of concern may be placed with the article

- or in severe cases retraction of the article may occur.

The reason will be given in the published erratum/correction, expression of
concern or retraction note. Please note that retraction means that the article is
maintained on the platform, watermarked “retracted” and the explanation for

the retraction is provided in a note linked to the watermarked article.

The author’s institution may be informed
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A notice of suspected transgression of ethical standards in the peer review
systermn may be included as part of the author’s and article’s bibliographic

record.

Fundamental errors

Authors have an obligation to correct mistakes once they discover a significant
erTor or inaccuracy in their published article. The author(s) is/are requested to
contact the journal and explain in what sense the error is impacting the article.
A decision on how to correct the literature will depend on the nature of the error.
This may be a correction or retraction. The retraction note should provide

transparency which parts of the article are impacted by the error.

Suggesting [ excluding reviewers

Authors are welcome to suggest suitable reviewers and/or request the exclusion
of certain individuals when they submit their manuscripts. When suggesting
reviewers, authors should make sure they are totally independent and not
connected to the work in any way. It is strongly recommended to suggest a mix
of reviewers from different countries and different institutions. When
suggesting reviewers, the Corresponding Author must provide an institutional
email address for each suggested reviewer, or, if this is not possible to include
other means of verifying the identity such as a link to a personal homepage, a
link to the publication record or a researcher or author ID in the submission
letter. Please note that the Journal may not use the suggestions, but suggestions

are appreciated and may help facilitate the peer review process.

Authorship principles

These guidelines describe authorship principles and good authorship practices
to which prospective authors should adhere to.

Authorship clarified
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The Journal and Publisher assume all authors agreed with the content and that
all gave explicit consent to submit and that they obtained consent from the
responsible authorities at the institute/organization where the work has been

carried out, before the work is submitted.

The Publisher does not prescribe the kinds of contributions that warrant
authorship. It is recommended that authors adhere to the guidelines for
authorship that are applicable in their specific research field. In absence of
specific guidelines it is recommended to adhere to the following guidelines*:
All authors whose names appear on the submission

1) made substantial contributions to the conception or design of the work; or
the acquisition, analysis, or interpretation of data; or the creation of new
software used in the work;

2) drafted the work or revised it critically for important intellectual content;
3) approved the version to be published; and

4) agree to be accountable for all aspects of the work in ensuring that questions
related to the accuracy or integrity of any part of the work are appropriately

investigated and resolved.

* Based on/adapted from:

Disclosures and declarations
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All authors are requested to include information regarding sources of funding,
financial or non-financial interests, study-specific approval by the appropriate
ethics committee for research involving humans and/or animals, informed
consent if the research involved human participants, and a statement on

welfare of animals if the research involved animals (as appropriate).

The decision whether such information should be included is not only

dependent on the scope of the journal, but also the scope of the article. Work
submitted for publication may have implications for public health or general
welfare and in those cases it is the responsibility of all authors to include the

appropriate disclosures and declarations.

Data transparency

All authors are requested to make sure that all data and materials as well as
software application or custom code support their published claims and comply
with field standards. Please note that journals may have individual policies on
(sharing) research data in concordance with disciplinary norms and

expectations.

Role of the Corresponding Author

One author is assigned as Corresponding Author and acts on behalf of all co-
authors and ensures that questions related to the accuracy or integrity of any
part of the work are appropriately addressed.

The Corresponding Author is responsible for the following requirements:

ensuring that all listed authors have approved the manuscript before
submission, including the names and order of authors;

managing all communication between the Journal and all co-authors, before
and after publication;*
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providing transparency on re-use of material and mention any unpublished
material (for example manuscripts in press) included in the manuscript in a

cover letter to the Editor;

making sure disclosures, declarations and transparency on data statements

from all authors are included in the manuscript as appropriate (see above).

* The requirement of managing all communication between the journal and all
co-authors during submission and proofing may be delegated to a Contact or
Submitting Author. In this case please make sure the Corresponding Author is

clearly indicated in the manuscript.

Author contributions

In absence of specific instructions and in research fields where it is possible to
describe discrete efforts, the Publisher recommends authors to include
contribution statements in the work that specifies the contribution of every
author in order to promote transparency. These contributions should be listed

at the separate title page.

Examples of such statement(s) are shown below:

- Free text:

All authors contributed to the study conception and design. Material
preparation, data collection and analysis were performed by [full name], [full
name] and [full name]. The first draft of the manuscript was written by (full

name] and all authors commented on previous versions of the manuscript. All

authors read and approved the final manuscript.
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- Conceptualization: [full name], ...; Methodology: [full name], ...; Formal
analysis and investigation: [full name], ...; Writing - original draft preparation:
(full name, ...]; Writing - review and editing: [full name], ...; Funding
acquisition: [full name], ...; Resources: [full name], ...; Supervision: [full

name],....

For review articles where discrete statements are less applicable a statement
should be included who had the idea for the article, who performed the
literature search and data analysis, and who drafted andfor critically revised the

work.

For articles that are based primarily on the student’s dissertation or thesis, it is
recornmended that the student is usually listed as principal author:

Affiliation

The primary affiliation for each author should be the institution where the
majority of their work was done. If an author has subsequently moved, the
current address may additionally be stated. Addresses will not be updated or

changed after publication of the article.

Changes to authorship

Authors are strongly advised to ensure the correct author group, the
Corresponding Author, and the order of authors at submission. Changes of
authorship by adding or deleting authors, and/or changes in Corresponding
Author, and/or changes in the sequence of authors are not accepted after

acceptance of a manuscript.

Please note that author names will be published exactly as they appear on

the accepted submission!
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Please make sure that the names of all authors are present and correctly spelled,

and that addresses and affiliations are current.

Adding and/or deleting authors at revision stage are generally not permitted,
but in some cases it may be warranted. Reasons for these changes in authorship
should be explained. Approval of the change during revision is at the discretion
of the Editor-in-Chief. Please note that journals may have individual policies on
adding and/or deleting authors during revision stage.

Author identification

Authors are recommended to use thei D when submitting an article for
consideration or acquire ar D via the submission process.

Deceased orincapacitated authors

For cases in which a co-author dies or is incapacitated during the writing,
submission, or peer-review process, and the co-authors feel it is appropriate to
include the author, co-authors should obtain approval from a (legal)

representative which could be a direct relative.

Authorship issues or disputes

In the case of an authorship dispute during peer review or after acceptance and
publication, the Journal will not be in a position to investigate or adjudicate.
Authors will be asked to resolve the dispute themselves. If they are unable the
Journal reserves the right to withdraw a manuscript from the editorial process
or in case of a published paper raise the issue with the authors’ institution(s)

and abide by its guidelines.

Confidentiality

Authors should treat all communication with the Journal as confidential which

includes correspondence with direct representatives from the Journal such as
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Editors-in-Chief and/or Handling Editors and reviewers’ reports unless explicit

consent has been received to share information.

Compliance with Ethical Standards

To ensure objectivity and transparency in research and to ensure that accepted
principles of ethical and professional conduct have been followed, authors
should include information regarding sources of funding, potential conflicts of
interest (financial or non-financial), informed consent if the research involved
human participants, and a statement on welfare of animals if the research

involved animals.

Authors should include the following statements (if applicable) in a separate

section entitled “Compliance with Ethical Standards” when submitting a paper:

Disclosure of potential conflicts of interest

Research involving Human Participants and/or Animals

Informed consent

Please note that standards could vary slightly per journal dependent on their
peer review policies (i.e. single or double blind peer review) as well as per
journal subject discipline. Before submitting your article check the instructions

following this section carefully.

The corresponding author should be prepared to collect documentation of
compliance with ethical standards and send if requested during peer review or

after publication.
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The Editors reserve the right to reject manuscripts that do not comply with the
above-mentioned guidelines. The author will be held responsible for false

statemnents or failure to fulfill the above-mentioned guidelines.

Competing Interests

Authors are requested to disclose interests that are directly or indirectly related
to the work submitted for publication. Interests within the last 3 years of
beginning the work (conducting the research and preparing the work for
submission) should be reported. Interests outside the 3-year time frame must
be disclosed if they could reasonably be perceived as influencing the submitted
work. Disclosure of interests provides a complete and transparent process and
helps readers form their own judgments of potential bias. This is not meant to
imply that a financial relationship with an organization that sponsored the

research or compensation received for consultancy work is inappropriate.

Editorial Board Members and Editors are required to declare any competing
interests and may be excluded from the peer review process if a competing
interest exists. In addition, they should exclude themselves from handling
manuscripts in cases where there is a competing interest. This may include —
but is not limited to — having previously published with one or more of the
authors, and sharing the same institution as one or more of the authors. Where
an Editor or Editorial Board Member is on the author list we recommend they
declare this in the competing interests section on the submitted manuscript. If
they are an author or have any other competing interest regarding a specific
manuscript, another Editor or member of the Editorial Board will be assigned to
assume responsibility for overseeing peer review. These submissions are
subject to the exact same review process as any other manuscript. Editorial
Board Members are welcome to submit papers to the journal. These
subrmissions are not given any priority over other manuscripts, and Editorial

Board Member status has no bearing on editorial consideration.
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Interests that should be considered and disclosed but are not limited to the

following:

Funding: Research grants from funding agencies (please give the research
funder and the grant number) and/or research support (including salaries,
equipment, supplies, reimbursement for attending symposia, and other
expenses) by organizations that may gain or lose financially through

publication of this manuscript.

Employment: Recent (while engaged in the research project), present or
anticipated employment by any organization that may gain or lose financially
through publication of this manuscript. This includes multiple affiliations (if
applicable).

Financial interests: Stocks or shares in companies (including holdings of
spouse andjor children) that may gain or lose financially through publication of
this manuscript; consultation fees or other forms of remuneration from
organizations that may gain or lose financially; patents or patent applications

whose value may be affected by publication of this manuscript.

It is difficult to specify a threshold at which a financial interest becomes
significant, any such figure is necessarily arbitrary, so one possible practical
guideline is the following: "Any undeclared financial interest that could
embarrass the author were it to become publicly known after the work was
published."

Non-financial interests: In addition, authors are requested to disclose interests
that go beyond financial interests that could impart bias on the work submitted
for publication such as professional interests, personal relationships or personal
beliefs (amongst others). Examples include, but are not limited to: position on

editorial board, advisory board or board of directors or other type of
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management relationships; writing and/or consulting for educational purposes;

expert witness; mentoring relations; and so forth.

Primary research articles require a disclosure statement. Review articles
present an expert synthesis of evidence and may be treated as an authoritative
work on a subject. Review articles therefore require a disclosure statement.
Other article types such as editorials, book reviews, comments (amongst
others) may, dependent on their content, require a disclosure statement. If you
are unclear whether your article type requires a disclosure statement, please
contact the Editor-in-Chief.

Please note that, in addition to the above requirements, funding information
(given that funding is a potential competing interest (as mentioned above))
needs to be disclosed upon submission of the manuscript in the peer review
system. This information will automatically be added to the Record of
CrossMark, however it is not added to the manuscript itself. Under ‘summary
of requirements’ (see below) funding information should be included in the

‘Declarations’ section.

Summary of requirements

The above should be summarized in a statement and included on a title page
that is separate from the manuscript with a section entitled “Declarations”
when submitting a paper. Having all staternents in one place allows for a
consistent and unified review of the information by the Editor-in-Chief and/or
peer reviewers and may speed up the handling of the paper. Declarations
include Funding, Competing interests, Ethics approval, Consent, Data,
Materials and/or Code availability and Authors’ contribution statements. Please

use the title page for providing the statements.

Once and if the paper is accepted for publication, the production department
will put the respective statements in a distinctly identified section clearly

visible for readers.
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Please see the various examples of wording below and revise/customize the

sample staternents according to your own needs.

When all authors have the same (or no) competing interests and/or funding it is

sufficient to use one blanket statement.

Examples of statements to be used when funding has been received:

Partial financial support was received from [...]

The research leading to these results received funding from [...] under Grant

Agreement Nol...].

This study was funded by [ ...]

This work was supported by [ ...] (Grant numbers [...] and [...]

Examples of statements to be used when there is no funding:

The authors did not receive support from any organization for the submitted

work.

No funding was received to assist with the preparation of this manuscript.

No funding was received for conducting this study.

No funds, grants, or other support was received.

Examples of statements to be used when there are interests to declare:
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Financial interests: Author A has received research support from Company
A. Author B has received a speaker honorarium from Company W and owns
stock in Company X. Author C is consultant to company Y.
Non-financial interests: Author C is an unpaid member of committee Z.

Financial interests: The authors declare they have no financial interests.

Non-financial interests: Author A is on the board of directors of Y and
receives no compensation as member of the board of directors.

Financial interests: Author A received a speaking fee fromY for Z. Author B

receives a salary from association X. X where s/he is the Executive Director.
Non-financial interests: none.

Financial interests: Author A and B declare they have no financial interests.
Author C has received speaker and consultant honoraria from Company M
and Company N. Dr. C has received speaker honorarium and research
funding from Company M and Company O. Author D has received travel

support from Company O.

Non-financial interests: Author D has served on advisory boards for

Company M, Company N and Company O.

Examples of statements to be used when authors have nothing to declare:

The authors have no relevant financial or non-financial interests to disclose.

The authors have no competing interests to declare that are relevant to the

content of this article.
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All authors certify that they have no affiliations with or involvement in any
organization or entity with any financial interest or non-financial interest in

the subject matter or materials discussed in this manuscript.

The authors have no financial or proprietary interests in any material

discussed in this article.

Authors are responsible for correctness of the statements provided in the
manuscript. See also Authorship Principles. The Editor-in-Chief reserves the
right to reject submissions that do not meet the guidelines described in this

section.

Research involving human participants, their data or biological
material

Ethics approval

When reporting a study that involved human participants, their data or
biological material, authors should include a statement that confirms that the
study was approved (or granted exemption) by the appropriate institutional
and/or national research ethics committee (including the name of the ethics
committee) and certify that the study was performed in accordance with the
ethical standards as laid down in the ind its later
amendments or comparable ethical standards. If doubt exists whether the
research was conducted in accordance with the 1964 Helsinki Declaration or
comparable standards, the authors must explain the reasons for their approach,
and demonstrate that an independent ethics committee or institutional review
board explicitly approved the doubtful aspects of the study. If a study was
granted exemption from requiring ethics approval, this should also be detailed

in the manuscript (including the reasons for the exemption).

Retrospective ethics approval
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If a study has not been granted ethics committee approval prior to
commencing, retrospective ethics approval usually cannot be obtained and it
may not be possible to consider the manuscript for peer review. The decision on

whether to proceed to peer review in such cases is at the Editor's discretion.

Ethics approval for retrospective studies

Although retrospective studies are conducted on already available data or
biological material (for which formal consent may not be needed or is difficult
to obtain) ethics approval may be required dependent on the law and the
national ethical guidelines of a country. Authors should check with their
institution to make sure they are complying with the specific requirements of

their country.

Ethics approval for case studies

Case reports require ethics approval. Most institutions will have specific policies
on this subject. Authors should check with their institution to make sure they
are complying with the specific requirements of their institution and seek
ethics approval where needed. Authors should be aware to secure informed
consent from the individual (or parent or guardian if the participant is a minor

or incapable) See also section on Informed Consent.

Celllines

If human cells are used, authors must declare in the manuscript: what cell lines
were used by describing the source of the cell line, including when and from
where it was obtained, whether the cell line has recently been authenticated
and by what method. If cells were bought from a life science company the
following need to be given in the manuscript: name of company (that provided

the cells), cell type, number of cell line, and batch of cells.

It is recommended that authors check the or misidentification
and contamination of human cell lines. This step will alert authors to possible

problems with the cell line and may save considerable time and effort.
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Further information is available from the
ICLAC).

Authors should include a statement that confirms that an institutional or
independent ethics committee (including the name of the ethics committee)
approved the study and that informed consent was obtained from the donor or

next of kin.

Research Resource Identifiers (RRID)

Research Resource Identifiers (RRID) are persistent unique identifiers
(effectively similar to a DOI) for research resources. This journal encourages
authors to adopt RRIDs when reporting key biological resources (antibodies,

cell lines, model organisms and tools) in their manuscripts.
Examples:

Organism: Filip1tmla(KOMP)Wisi RRID:MMRRC_055641-UCD

Cell Line: RST307 cell line RRID:CVCL_C321

Antibody: Luciferase antibody DSHB Cat# LUC-3, RRID:AB_2722109
Plasmid: mRuby3 plasmid RRID:Addgene_104005

Software: Image] Version 1.2.4 RRID:SCR_003070

RRIDs are provided by the Many commonly used
research resources already have designated RRIDs. The portal also provides
authors links so that they can quickly ind obtain an
RRID.

Clinical Trial Registration
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The World Health Organization (WHO) definition of a clinical trial is "any
research study that prospectively assigns human participants or groups of
humans to one or more health-related interventions to evaluate the effects on
health outcomes". The WHO defines health interventions as “A health
intervention is an act performed for, with or on behalf of a person or population
whose purpose is to assess, improve, maintain, promote or modify health,
functioning or health conditions” and a health-related outcome is generally
defined as a change in the health of a person or population as a result of an
intervention.

To ensure the integrity of the reporting of patient-centered trials, authors must
register prospective clinical trials (phase II to IV trials) in suitable publicly
available repositories. For exan ary

registries that participate in th

The trial registration number (TRN) and date of registration should be included

as the last line of the manuscript abstract.

For clinical trials that have not been registered prospectively, authors are
encouraged to register retrospectively to ensure the complete publication of all
results. The trial registration number (TRN), date of registration and the words
'retrospectively registered’ should be included as the last line of the manuscript

abstract.

Standards of reporting

Springer Nature advocates complete and transparent reporting of biomedical
and biological research and research with biological applications. Authors are
recommended to adhere to the minimum reporting guidelines hosted by the

vhen preparing their manuscript.
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Exact requirements may vary depending on the journal; please refer to the

journal’s Instructions for Authors.

Checklists are available for a number of study designs, including:

Randomised trials ind Study protocol:

Observational studies

Systematic reviews and meta-analyses ind protocol

Diagnostic/prognostic studies 11(

Case reports

Clinical practice guidelines ANC

Qualitative researcl TC

Animal pre-clinical studie:

Quality improvement studies

Economic evaluations

Summary of requirements
The above should be summarized in a statement and placed in a ‘Declarations’

section before the reference list under a heading of ‘Ethics approval’.

Examples of statements to be used when ethics approval has been obtained:
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- All procedures performed in studies involving human participants were in
accordance with the ethical standards of the institutional and/or national
research committee and with the 1964 Helsinki Declaration and its later
amendments or comparable ethical standards. The study was approved by the

Bioethics Committee of the Medical University of A (No. ...).

» This study was performed in line with the principles of the Declaration of
Helsinki. Approval was granted by the Ethics Committee of University B
(Date...fNo. ...).

- Approval was obtained from the ethics committee of University C. The

procedures used in this study adhere to the tenets of the Declaration of Helsinki.

- The questionnaire and methodology for this study was approved by the
Human Research Ethics committee of the University of D (Ethics approval

number: ...).

Examples of statements to be used for a retrospective study:

- Ethical approval was waived by the local Ethics Committee of University A in
view of the retrospective nature of the study and all the procedures being

performed were part of the routine care.

- This research study was conducted retrospectively from data obtained for
clinical purposes. We consulted extensively with the IRB of XYZ who
determined that our study did not need ethical approval. An IRB official waiver

of ethical approval was granted from the IRB of XYZ.

- This retrospective chart review study involving human participants was in
accordance with the ethical standards of the institutional and national research

committee and with the 1964 Helsinki Declaration and its later amendments or
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comparable ethical standards. The Human Investigation Committee (IRB) of

University B approved this study.

Examples of statements to be used when no ethical approval is

required/exemption granted:

+ This is an observational study. The XYZ Research Ethics Committee has

confirmed that no ethical approval is required.

- The data reproduced from Article X utilized human tissue that was procured
via our Biobank AB, which provides de-identified samples. This study was
reviewed and deemed exempt by our XYZ Institutional Review Board. The
BioBank protocols are in accordance with the ethical standards of our
institution and with the 1964 Helsinki declaration and its later amendments or

comparable ethical standards.

Authors are responsible for correctness of the statements provided in the
manuscript. See also Authorship Principles. The Editor-in-Chief reserves the
right to reject submissions that do not meet the guidelines described in this

section.

Informed consent

All individuals have individual rights that are not to be infringed. Individual
participants in studies have, for example, the right to decide what happens to
the (identifiable) personal data gathered, to what they have said during a study
or an interview, as well as to any photograph that was taken. This is especially
true concerning images of vulnerable people (e.g. minors, patients, refugees,
etc) or the use of images in sensitive contexts. In many instances authors will
need to secure written consent before including images.
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Identifying details (names, dates of birth, identity numbers, biometrical
characteristics (such as facial features, fingerprint, writing style, voice pattern,
DNA or other distinguishing characteristic) and other information) of the
participants that were studied should not be published in written descriptions,
photographs, and genetic profiles unless the information is essential for
scholarly purposes and the participant (or parent/guardian if the participant is
a minor or incapable or legal representative) gave written informed consent for
publication. Complete anonymity is difficult to achieve in some cases. Detailed
descriptions of individual participants, whether of their whole bodies or of body
sections, may lead to disclosure of their identity. Under certain circumstances
consent is not required as long as information is anonymized and the
submission does not include images that may identify the person.

Informed consent for publication should be obtained if there is any doubt. For
example, masking the eye region in photographs of participants is inadequate
protection of anonymity. If identifying characteristics are altered to protect
anonymity, such as in genetic profiles, authors should provide assurance that

alterations do not distort meaning.

Exceptions where it is not necessary to obtain consent:

- Images such as x rays, laparoscopic images, ultrasound images, brain scans,
pathology slides unless there is a concern about identifying information in
which case, authors should ensure that consent is obtained.

- Reuse of images: If images are being reused from prior publications, the
Publisher will assume that the prior publication obtained the relevant
information regarding consent. Authors should provide the appropriate

attribution for republished images.

Consent and already available data and/or biologic material
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Regardless of whether material is collected from living or dead patients, they
(family or guardian if the deceased has not made a pre-mortem decision) must
have given prior written consent. The aspect of confidentiality as well as any

wishes from the deceased should be respected.

Data protection, confidentiality and privacy

When biological material is donated for or data is generated as part of a research
project authors should ensure, as part of the informed consent procedure, that
the participants are made aware what kind of (personal) data will be processed,
how it will be used and for what purpose. In case of data acquired viaa
biobank/biorepository, it is possible they apply a broad consent which allows
research participants to consent to a broad range of uses of their data and
samples which is regarded by research ethics committees as specific enough to
be considered “informed”. However, authors should always check the specific
biobank/biorepository policies or any other type of data provider policies (in

case of non-bio research) to be sure that this is the case.

Consent to Participate

For all research involving human subjects, freely-given, informed consent to
participate in the study must be obtained from participants (or their parent or
legal guardian in the case of children under 16) and a statement to this effect
should appear in the manuscript. In the case of articles describing human
transplantation studies, authors must include a statement declaring that no
organs/tissues were obtained from prisoners and must also name the
institution(s)/clinic(s)/department(s) via which organs/tissues were obtained.
For manuscripts reporting studies involving vulnerable groups where there is
the potential for coercion or where consent may not have been fully informed,
extra care will be taken by the editor and may be referred to the Springer Nature

Research Integrity Group.

Consent to Publish
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Individuals may consent to participate in a study, but object to having their data
published in a journal article. Authors should make sure to also seek consent
from individuals to publish their data prior to submitting their paper to a
journal. This is in particular applicable to case studies. A consent to publish

form can be found

Summary of requirements

The above should be summarized in a statement and placed in a ‘Declarations’
section before the reference list under a heading of ‘Consent to participate’
and/or ‘Consent to publish’. Other declarations include Funding, Competing
interests, Ethics approval, Consent, Data and/or Code availability and Authors’

contribution statements.

Please see the various examples of wording below and revise/customize the

sample staternents according to your own needs.

Sample statements for '"Consent to participate'':

Informed consent was obtained from all individual participants included in the

study.

Informed consent was obtained from legal guardians.

Written informed consent was obtained from the parents.

Verbal informed consent was obtained prior to the interview.

Sample statements for “Consent to publish”:
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The authors affirm that human research participants provided informed

consent for publication of the images in Figure(s) 1a, 1b and 1c.

The participant has consented to the submission of the case report to the

journal.

Patients signed informed consent regarding publishing their data and

photographs.

Sample statements if identifying information about participants is available in

the article:

Additional informed consent was obtained from all individual participants for

whom identifying information is included in this article.

Authors are responsible for correctness of the statements provided in the
manuscript. See also Authorship Principles. The Editor-in-Chief reserves the
right to reject submissions that do not meet the guidelines described in this
section.

Images will be removed from publication if authors have not obtained informed
consent or the paper may be removed and replaced with a notice explaining the

reason for removal.

Editing Services
English

How can you help improve your manuscript for publication?

Presenting your work in a well-structured manuscript and in well-written

English gives it its best chance for editors and reviewers to understand it and
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evaluate it fairly. Many researchers find that getting some independent support
helps them present their results in the best possible light. The experts at
Springer Nature Author Services can help you with manuscript preparation—
including English language editing, developmental comments, manuscript

formatting, figure preparation, translation, and more.

You can also use our fres ‘ool for an evaluation of your work.

Please note that using these tools, or any other service, is not a requirement for
publication, nor does it imply or guarantee that editors will accept the article, or

even select it for peer review.
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1. Opinion Piece:

Mandating oral PrEP in pregnancy and postpartum: Protecting the Mother and Child

Over 40 years on, HIV/AIDS is still a global public health burden despite the widespread roll-out of
anti-retroviral therapy (ART), with 29.8 million people living with HIV accessing ART in 2022
according to the latest UNAIDS report [1]. In Sub-Saharan Africa, adolescent girls and young women
(AGYW) aged 15 — 24 years are most at risk of contracting HIV. In 2022 alone, 1.3 million people were
newly infected with HIV, with AGYW from Sub-Saharan Africa accounting for 77% of these infections
[1]. Pregnant women are highly vulnerable to HIV infection due to behavioural and biological factors,
such as changes in the genital female tract mucosa and changes in the immune system and hormones.
Oral preexposure prophylaxis (PrEP) is a United States Food and Drug Administration (FDA) approved
preexposure prophylaxis. It is a combination of emtricitabine and tenofovir disoproxil fumarate that is
99% effective in preventing HIV acquisition, through sex, if taken effectively in those not living with

HIV and are at risk of acquisition [2].
HIV risk perception versus actual HIV risk

HIV risk perception is defined as “one’s belief about their susceptibility” [3] to HIV infection whereas
actual HIV risk is the lifetime risk of acquiring HIV through exposure to the virus through certain
behaviours and exposures. Risk perception is considered important in many health behaviour change
models. The assumption of these models is that having a raised risk perception will lead to one engaging
in more protective behaviours. However, risk perception is often found to be low even amongst
individuals participating in risky sexual behaviours. Furthermore, individuals may continue to engage
in sexual risk behaviours even when their perceived risk of being infected is high, highlighting a
discordance between how people perceive their risk of HIV infection versus what their real risk of being
infected is. This suggests that just looking at an individual’s perceived HIV risk may not be a good

enough approach for models and interventions concerned with health behaviour changes.
Current oral PrEP guidelines

In South Africa, oral PrEP use during pregnancy and postpartum is part of national guidelines, however,
women are not obligated to initiate and use oral PrEP during these periods. The South African
Department of Health’s current guidelines advise on counselling and offering of HIV prevention
methods in pregnant and breastfeeding women are at a considerable risk of HIV infection [4]. Screening
for oral PrEP initiation mainly involves questions on sexual risk behaviours, namely reporting having
had sex: without a condom, with more than one partner, with a partner with an unknown serostatus or
a partner who is living with HIV and having a recent STI diagnosis or being in an age-gap relationship.

However, most of these questions, which determine eligibility for being recommended oral PrEP, are
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prone to respondents concealing the truth about their sexual behaviours especially during pregnancy

and postpartum to make themselves look good. This leads to social desirability bias.
Benefits for mother and child

HIV infection is not only a concern for pregnant and non-pregnant mothers but for their infants as well.
Should a mother acquire HIV during pregnancy and postpartum and not achieve viral suppression on
ART, then they are at an increased risk of vertically transmitting HIV to their infants. A study by Joseph-
Davey et al., [5] found that in an optimistic scenario where 80% of all pregnant women not living
initiated oral PrEP then perinatal infection would decrease by 41%. Furthermore, oral PrEP use is safe
during pregnancy and postpartum. There is no evidence of adverse birth outcomes when mothers are
using oral PrEP during pregnancy and postpartum as opposed to untreated HIV infection in mothers

which leads to adverse perinatal outcomes.
Guideline recommendations

Recommendations include making sure that every pregnant and postpartum woman not living with HIV
is considered as being at a substantial actual risk of HIV infection (regardless of their perceived HIV
risk), without undergoing oral PrEP eligibility screening and is subsequently initiated on oral PrEP.
Emphasis should be placed on the effectiveness of oral PrEP, if taken correctly, in preventing HIV
infection through sex. This will not only decrease the burden of HIV in women of reproductive age but

also in neonates.
Potential concerns

Although the recommendations address issues of HIV prevention and vertical transmission, concerns
remain. Barriers may still exist even with the implementation of the recommended policy, where every
pregnant and postpartum woman is initiated on oral PrEP. First, there are issues of adherence. Pregnant
and postpartum women may have a hard time adhering to oral PrEP due to side effects, perceived
stigma, and their perceived HIV risk where although they were initiated on oral PrEP, they may still
feel their risk is low. Second, oral PrEP does not prevent against STI infections and even during periods
of oral PrEP use, oral PrEP use is not a substitute for a way to engage in irresponsible or high risk sex.
A study in adolescents and young people (AYP) from East and Southern Africa [6] revealed that AYP
perceived that the availability of oral PrEP could change their sexual behaviours influencing condom
use, where they reported perceived reduced condom use and frequent condomless sex and sexual

activities (increased number of partners and number of sexual encounters).
Additional insights

Another approach would be the implementation of PrEP counselling for pregnant and postpartum

mothers not living with HIV. PrEP counselling is an approach that can help women understand their
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risk of acquiring HIV based on their sexual risk behaviours and circumstances. It will allow the
assessment of a woman'’s personal risk of being infected with HIV based on risk factors such as having
multiple sexual partners, substance use/abuse, and relationship dynamics. It will also help adjust and
correct the women’s perception of their risk of acquiring HIV, aligning perceived HIV risk with actual
HIV risk. Understanding their actual HIV risk may motivate the pregnant and postpartum women to
initiate and continue (adhere) to oral PrEP. However, for PrEP counselling to work, healthcare providers
need to be trained in providing good counselling to ensure oral PrEP continuation. This should involve
rigorous training of counsellors in conveying HIV risk to pregnant and postpartum women in a non-
judgemental way, encouraging sexual risk behaviour changes, providing support, and continued
education and development of the counsellors, particularly regarding their counselling skills where

understand and empathy are important.
Conclusions

Oral PrEP use in pregnancy and postpartum should be made a policy in South Africa, the country most
affected by the HIV/AIDS epidemic. This will not be beneficial to mothers but to their infants as well,
where the effective use of oral PrEP will prevent HIV acquisition in mothers and vertical transmission
to their children. However, even through the implementation of the recommended policy, many
challenges still exist in ensuring oral PrEP adherence. An approach to combating oral PrEP adherence
issues is PrEP counselling, where women are made aware of their actual HIV risk through personal HIV
risk assessments, ensuring that their perceived HIV risk aligns with their actual HIV risk. However,

proper training of healthcare providers is needed to ensure the success of oral PrEP counselling.
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