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Abstract

Background: Optimal breastfeeding promotes child health and survival globally. Pro-breastfeeding HIV
infant feeding policy changes in 2010, and the roll-out of universal maternal anti-retroviral therapy
(ART) since 2013, have created an opportunity for re-establishment of breastfeeding among HIV-
exposed infants in resource-limited settings. Yet data are limited on breastfeeding practices under
these policies. This study aimed to evaluate breastfeeding practices and predictors of breastfeeding
cessation among women living with HIV (WLHIV) receiving universal ART, and a comparator group of
HIV-negative (HIV-) women in Cape Town, South Africa.

Methodology: This secondary data analysis used deidentified data from two parallel, prospective
cohort studies conducted at the Gugulethu Midwife and Obstetric Unit between 2013 and 2017; the
unit is certified as Baby-Friendly. Utilizing the same research staff, measurement tools and procedures,
the studies followed pregnant women (HIV-; and WLHIV initiating universal ART) through delivery. HIV-
exposed infants received nevirapine and co-trimoxazole prophylaxis. At the early neonatal visit (+ 7
days), breastfeeding mother-infant pairs were eligible to continue follow-up (visits at 6 weeks; 3, 6, 9,
12 months). At each study visit, trained field workers administered 24-hour recall questionnaires to
assess infant feeding and asked about changes in feeding practices since the preceding visit. Exclusive
breastfeeding (EBF) was defined as feeding infants no other food or drink other than breastmilk, except
for medicines, vitamins and minerals. Breast feeding (BF) was censored at last visit with reported BF.
We used Cox proportional hazards regression to assess factors associated with cessation of exclusive
and all breastfeeding among HIV-negative children of both groups of women (HIV-exposed uninfected,
HEU and HIV-unexposed, HU children), expressed as crude (HR) or adjusted hazard ratios (aHR).

Results: Overall, 872 breastfeeding mother-infant pairs (HEU, n=461; HU, n=411) contributed 925
person-years of follow-up. All WLHIV initiated ART in pregnancy (at ART initiation, median HIV viral
load 3.97 log10 copies/mL; median CD4 cell count, 354 cells/uL); 352/461 (76%) of WLHIV had viral
load <50 copies/mL at the time of delivery. Median (inter-quartile range, IQR) gestation at birth was
39 (38-40) weeks, and birthweight, 3180 (2820-3460) grams; 424 (49%) of infants were boys. Early
initiation of breastfeeding (EIBF, < 1 hour; overall, 788/867, 91%) was more common among HU than
HEU infants (95% vs 87%, p<0.0001). Among infants who ever received EBF (754/872, 86%), median
EBF duration was 1.4 (0.2-3.1) months. HEU vs HU infants were more likely to ever EBF (91% vs 81%,
p<0.0001), with longer durations of EBF (median 1.5 vs 1.4 months, p=0.01; HR for EBF cessation, 0.78
[95% CI 0.67-0.9]). The overall median duration of any breastfeeding was 6.0 (IQR 1.5-12.0) months,
with earlier cessation among HEU (median 3.9 months) than HU infants (median 9.0 months); HR for
BF cessation 1.87 (95% ClI 1.56-2.24). Lactation issues (for example cracked nipples or engorgement)
were common in the first 6 weeks postpartum (reported by 143 of 872, 16%), with greater risk among
WLHIV than HIV- women (20% vs 12%, p=0.003). Lactation problems (vs none reported) were
associated with increased relative hazard for EBF cessation among both HEU (HR 1.48, 95% Cl 1.13-
1.96) and HU infants (HR 1.63, 95% Cl 1.17-2.26); and for BF cessation among HEU infants (HR 2.45,
95% Cl 1.85-3.24). Study limitations include reliance on maternal recall, and inability to assess exact
date of breastfeeding cessation.

Conclusion: Breastfeeding practices remain poor among both WLHIV and HIV- women, despite pro-
breastfeeding HIV policy changes. An alarmingly high proportion of WLHIV reported lactation problems
including cracked nipples. These data highlight an urgent need for lactation support among peri-urban
women in our setting, especially those living with HIV, both to improve overall breastfeeding practices
to maximize child health and to prevent breastmilk-associated transmission of HIV.
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PART A: PROTOCOL



1. Background

Breastfeeding and HIV

Globally, exclusive breastfeeding is regarded as the optimal form of nutrition for infants during
the first five to six months of life, where after breastfeeding should ideally be continued
through the first 2 years of age alongside nutritionally sufficient complementary feeding
practices. (1-8) Optimal breastfeeding practices have short and long-term health benefits, for
both infant and mother. (8) Child health benefits include improved survival, protection against
common childhood infections, increased intelligence levels as well as decreased risks of later-
life non-communicable diseases including obesity and diabetes. (9)

Although breastfeeding benefits extend to both HIV-infected and -uninfected children,
postnatal transmission of HIV may occur via breastfeeding, especially in the context of mixed
feeding (provision of both infant formula and breastmilk in the first 6 months of life). (10) Prior
to the availability of triple agent antiretroviral therapy (ART), breastfeeding was often avoided
by HIV-infected mothers to reduce the risk of vertical transmission. (10,11) In this context, the
absence of breastfeeding in high infectious burden settings resulted in high rates of death and
infectious morbidity among HIV-exposed infants. (6,7) However, in the context of HIV viral
suppression on ART, HIV-infected women can breastfeed safely, with minimal risk of
transmission. (12) Since 2010, the World Health Organization has recommended
breastfeeding for all HIV-exposed children living in areas with high infectious disease burdens,
provided mothers are virally suppressed on ART. (7,13) This recommendation is also reflected
in recent changes to the stance of the South African health sector, whereby in 2011, policies

were changed to promote and support breastfeeding as the default feeding method for



infants exposed to HIV. (6,11) However, policy changes alone may be insufficient to address
the previously reported poor breastfeeding rates of both HIV-infected and HIV-uninfected

women in South Africa. (14)

Infant and young child feeding practices

Optimal feeding practices constitute continued breastfeeding up to the age of two years, with
the timely introduction of safe, adequate and appropriate complementary foods. (4,5,7,15,16)
Optimal feeding practices among infants and young children (0-24months), in their so-called
critical window of opportunity (15), are crucial for good developmental, health and survival
outcomes. (4,5,7,15,16) Not only is it the time in their life in which they are most vulnerable
to acute respiratory tract infections and diarrhoeal disease, but at the same time, they are
experiencing rapid growth and development. (5) Nutritional deficiencies and sub-optimal
feeding practices during this period in life potentially leads to stunting, increased risk of
obesity, compromised cognitive development, impaired educational performance and
ultimately lower economic productivity. (4,15,16)

The importance of optimal infant feeding practices is highlighted by the high infant and young
child mortality rates that are prevalent in South Africa. (7) Here, mortality rates among infants
and young children are commonly attributable to undernutrition as well as pneumonia and
diarrhoea. (7,13) For these reasons, improvement of the previously reported poor infant
feeding practices among both HIV-infected and HIV-uninfected women should be a public

health priority.



Policy changes: breastfeeding and HIV

To date, optimal breastfeeding practices in the context of postnatal Prevention of Mother to
Child Transmission (PMTCT), have been hampered by confusion regarding optimal infant
feeding practices. (17) This confusion was largely driven by rapidly changing sets of the World
Health Organisation (WHO) published feeding guidelines in the context of HIV over time. (18)
Between 2001 and 2011, these guidelines called for the avoidance of breastfeeding and for
substitution with breastmilk substitutes, in an era when antiretroviral therapy was not widely
available in Southern Africa. In this period in South Africa, free infant formula was distributed
to most HIV-exposed infants up to the age of 6 months. (17,19) This promotion of the
avoidance of breastfeeding in context of HIV was driven by concerns of HIV transmission via
breastfeeding. However, several pivotal studies demonstrated markedly reduced risks of
breastfeeding-associated HIV transmission in the context of maternal and/or infant use of
antiretroviral agent. (20-22) Consequently, WHO infant feeding policies were changed in 2010;
in turn, breastfeeding was subsequently promoted as the infant feeding practice of choice in
the context of PMTCT in South Africa. (17,19) Contemporaneously, the WHO incorporated
antiretroviral-based approaches to minimize breastfeeding related transmission. In 2013,
South Africa adopted the so-called “Option B/B+” PMTCT policy, which requires all pregnant
and breastfeeding HIV-infected women to receive triple agent antiretroviral therapy (ART) —
in Option B+, the ART is continued lifelong. Option B+ PMTCT policies were introduced in the
Western Cape in 2014; ART guidelines were subsequently updated to a “test-and-treat” policy
for all people living with HIV. (23) Unfortunately, these rapidly changing policies and guidelines
created confusion among feeding counsellors, while also creating a loss of confidence and

trust in breastfeeding by mothers in general, as well as in healthcare providers and feeding



counsellors. Subsequently, this translated into confusing breastfeeding advice and support
provided to mothers in PMTCT, and in turn, poor progression in the aim to improve actual
feeding practices. (18,24) Indeed, data from soon after the implementation of the 2010
feeding policy changes indicated that breastfeeding rates continued to be poor (14). Without
actual improvements in breastfeeding rates, the optimum child health benefits of Option B+

cannot be realised.

Conclusion

Optimal breastfeeding practices are critical to child health. After a decade of vacillating
guidelines and poor infant feeding practices, recent changes in HIV-related feeding and
treatment guidelines have the potential to improve infant health and survival in South Africa.
However, data are needed to assess the success of updated infant guideline implementation,
and to identify potentially modifiable factors that continue to limit this potential success. To
optimize successful implementation of these guidelines, a better understanding is required of
the obstacles and facilitators of best feeding practices among both HIV-infected and HIV-

uninfected women, under current breastfeeding promotion and ART policies.

2. Importance & Benefits of the proposed Study

The results obtained from this study will contribute to a better understanding of obstacles and
facilitators of optimal breastfeeding practices among HIV-infected and uninfected mothers in
the Western Cape Province, South Africa, in the light of current ART and breastfeeding

policies. In turn, a better understanding of these factors will enable improved support offered
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to women in this setting. The results of this study will be published in the public domain and
shared with local provincial groups, with the eventual aim of improving breastfeeding

practices of infants in this, and similar peri-urban settings through science and advocacy.

3. Research Question, Objective & Aims

What are the breastfeeding practices, and predictors of early breastfeeding cessation,
among HIV- infected and HIV-uninfected mothers and their infants in a peri-urban South

African setting under “Option B+” PMTCT policies?

4. Objective

The main objective of this study is to describe and compare breastfeeding practices and
predictors of early breastfeeding cessation of HIV-infected and HIV-uninfected mothers and
their infants at the Gugulethu Midwife and Obstetric Unit (MOU), during the first 3 years

following introduction of Option B+ PMTCT policies in the Western Cape.

Aims

1. To describe breastfeeding practices using three related measures:
a. WHO core indictors for breastfeeding in the first year of life, specifically:
=  Proportion of children who were put to the breast within one hour of

birth



= Proportion of children exclusively breastfed until 6 months of age
=  Proportion of children who were still breastfeeding at age of 12 months
b. Duration of any breastfeeding
c. Age atintroduction to complementary feeding
2. To identify potential risk and facilitation factors that influence breastfeeding practices,
including investigation of the effects of
a. Lactation problems
b. Maternal factors such as education, psychosocial and behavioural challenges
c. Infant factors such as preterm birth

3. To assess variation in the above (1 and 2), by maternal HIV status

Hypotheses

While Aims #1 and #2 are hypothesis-generating, the following hypotheses underly Aim #3:
HIV-infected women have less optimal breastfeeding practices, and more risk factors for early
breastfeeding cessation, than HIV-uninfected women, specifically
. HIV-infected women have shorter durations of breastfeeding than HIV-
uninfected women
= HIV-infected women introduce complementary feeds at an earlier age than HIV-
uninfected women
= HIV-infected women face more challenges to successful breastfeeding, with a

higher prevalence of risk factors for early breastfeeding cessation



5. Methodology

5.1. Study Design

The primary researcher proposes to address these objectives, based on secondary data
obtained from two parent studies, which have been approved by the UCT HREC committees
previously; MCH-ART (UCT HREC reference 451/2012, Appendix A) and HU2 (UCT HREC
reference 567/2014, Appendix B).

Both the “Maternal and Child Health Anti-Retroviral Therapy (MCH-ART) and the “HIV-
unexposed uninfected (HU2) mother and infant” study are prospective cohort studies,
examining amongst others health outcomes of HIV-exposed (MCH-ART) and unexposed (HU2)
infants. Data collection commenced in March 2013 and September 2014 respectively. Both
studies aimed to follow up for at least 12 months. The MCH-ART cohort is a multi-phase study,
which recruited pregnant, HIV infected women sequentially at their first antenatal booking
visit. Similarly, HU2 recruited participants sequentially at their first antenatal booking visit,
however it recruited pregnant HIV-uninfected women seeking antenatal care.

Phase 1 of MCH-ART enrolled HIV-infected, pregnant women attending their first antenatal
visit at the Gugulethu MOU; for Phase 2, women from phase 1, eligible for ART initiation were
followed as part of an observational cohort, while Phase 3 constituted a randomized trial of
different methods of ART delivery to these postpartum women. In HU2, pregnant, HIV-
uninfected women attending their first antenatal visit at the Gugulethu MOU were enrolled

and followed in an observational cohort antenatally and then postnatally.



Data for this research will be derived from both baseline and longitudinal questionnaires
regarding maternal demographics, infant feeding, psychosocial-behavioural factors and socio-

economic status.

5.2. Study Setting

Data for this secondary data analysis is obtained from the above-mentioned parent studies,
set at the Gugulethu MOU on the premises of the Gugulethu Primary Healthcare Centre, which
serves a population of roughly 350 000. It is located in Gugulethu, a low-income peri-urban
township located in the Klipfontein sub-district of Cape Town, characterised by a high
antenatal prevalence of HIV, close to 30%. (25) The Gugulethu MOU is a certified “baby-
friendly” hospital, in terms of the Baby Friendly Hospital initiative. Breastfeeding support

counsellors are available on the premises. (26)

5.3. Study Population & Sampling

Study population

The participants for this study, will be drawn from the MCH-ART (Phase 2 & 3) as well as the
HU2 cohort studies. The study populations for both cohorts were recruited from the
Gugulethu MOU and followed up with their infants until these were at least 12 months old,
and all had initiated breastfeeding after delivery. For the current analyses, children who were
eligible for longitudinal follow-up will be included, except those who acquired HIV in the

postnatal period. That is, the current analysis will be restricted to HIV-negative infants who



initiated breastfeeding after birth and were followed in the postnatal aspects of the parent
studies, to obtain longitudinal measures.
Please see Appendix C for a detailed list of inclusion and exclusion criteria for the parent

studies.

Sample size calculations

This secondary data analysis will use the available sample of mothers and children; sample

size for the main study was based on the primary objectives for the main studies. All results

will be presented with 95% confidence intervals to indicate achieved precision of the

estimates; no post-hoc power calculations will be done.

5.4. Data collection

All data used for the purposes of this study were collected at a study research site on the
premises of the Gugulethu MOU for both parent studies. Study procedures and measures

were identical for both studies, except for HIV-related measurements in the MCH-ART study.

Measurement tools

Data was obtained through Clinical record forms (CRFs), and questions were administered by
trained interviewers in private rooms. CRFs were translated from English into isiXhosa and
subsequently back-translated by isiXhosa speaking staff members, with validation

certification. For the purposes of this study, data derived from the “Infant feeding

9



intentions/practices” questionnaire (Appendix D) will be used to evaluate breastfeeding
practices. This questionnaire was administered in both parent cohorts during post-natal
follow up visits at approximately <7 days, 6 weeks, 3,6,9 and 12 months. Additionally, selected
data derived from the “Maternal Demographics & Medical History Questionnaire” will be
used, as well as the Edinburgh Postnatal Depression Scale (EPDS) (Appendix L), the Kessler-10
(Appendix M), the Trauma/Abuse Assessment (Appendix N) and the Alcohol Use Disorders
Identification Test- (AUDIT) (Appendix O). The HU2 questionnaire (Appendix E) was an
appropriately shortened version (so as not to enquire about HIV/ART related information) of

that of MCH-ART. (Appendix F)

Measurement methods

Exploratory analysis will evaluate breastfeeding and weaning practices, as well as reported
reasons for breastfeeding cessation among both HIV-infected and HIV-uninfected mothers.
These will be evaluated in the light of (including but not limited to) work commitments,
lactation-problems, pressure from family or health care workers and maternal mental health.

Please see Appendix G for a Directed Acyclic Graph.

6. Statistical Analysis & Data management

Data capturing, safety and monitoring

All data have been captured as part of the conduction of the parent cohort studies, at the

Gugulethu Research Site of the University of Cape Town, School of Public Health and Family

10



Medicine. As per study protocols, all participant data was kept anonymous with no personal
identifiers attached to participant files and with only systematically assigned identification
numbers. Database files are stored on password protected external hard drives which in turn

are stored in locked safes at the University of Cape Town and at the research site.

Data analysis

This study involves secondary data analysis of data derived from the two parent prospective
cohort studies, as discussed above.
All data analysis will be performed by the primary researcher and analysis will be conducted

using Stata, Version 14.0.

Proposed statistical tests include but are not limited to:

Table 1: Proposed Statistical tests

Data type Statistical approach and/or test
Descriptive & summary Categorical Data Frequencies, percentages & proportions
statistics Bar graphs, mosaic plots
Numerical Data Mean (Standard Deviation), compared using t-tests, or

Median (Inter Quartile Range) *
Box-and-whiskers plots, scatterplots

Correlation coefficients, Categorical Data ANOVA, Chi-Square or Fishers exact test*

comparisons & basic tests Numerical Data Wilcoxon sum rank or T-tests*

Associations & Hypothesis Generalized Linear Models (link function dependent on distribution of outcome) will be
testing used to assess factors associated with early feeding practices

Survival analysis and Cox proportional hazards regression models will be used to assess

duration of exclusive, and any, breastfeeding, and predictors of early cessation

*Normality dependant
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7. Ethical & Legal considerations

Both parent studies obtained ethical approval from the University of Cape Town Faculty of
Health Services Research Ethics committee (UCT-HREC) and (MCH-ART specifically) from the
Columbia University Medical Centre Institutional Review Board (CUMC-IRB). This includes
study protocols, informed consent forms and data collection tools. Both parent studies
proceeded with full ethical approval.

This sub-study will commence only with the ethical approval from UCT-REC and will only
include data from participants who have provided informed consent.

Since this is a secondary data analysis of previously collected, anonymous data, it is
anticipated to pose minimal risks to the participants. No direct benefit will be incurred by
participants for taking part in this study, however information derived may feed into further

research and infant feeding education campaigns and projects.

Informed consent

For the purposes of this sub-study using secondary data analysis, no further consent is needed.
Participants were consented through the MCH-ART and HU2 consent process, by a trained
interviewer, in isiXhosa making use of standardized consent forms (Appendices H-K).
Participation was entirely voluntary. During the consent process, participants were informed

of the purpose and procedures of the studies and were given the opportunity to ask questions

12



Privacy and confidentiality

Data privacy, anonymity and confidentiality will be ensured always, as discussed in “Data

capturing, safety and monitoring” above. For the purposes of this research study, no contact

will be established with study participants.

8. Logistics & Time schedule

Table 2: Gannt Chart of Actions and Timelines

Year 2013-2017 | 2018 2019 2020

Month November December January - | May - | January -
April December March

Actions

Data Collection

Protocol Finalization
UCT-REC Submission &
Feedback

Data Processing

Data Analysis

Thesis write up

Submission

9. Budget

The primary researcher will receive no funding for the analysis of this data. No funding is

required for the conduction of this sub-study.
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10. List of Abbreviations

ART

EBF

BF

HIV

HU2
MCH-ART
MouU
PMTCT
WHO

antiretroviral therapy

exclusive breastfeeding

breastfeeding

human immunodeficiency virus

HIV-unexposed uninfected mother and infant cohort study
maternal and child health antiretroviral therapy cohort study
midwife and obstetrics unit

prevention of mother-to-child transmission

World Health Organisation
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Abstract

Background: Optimal breastfeeding (BF) promotes child survival. Little is known about BF
practices among women living with HIV (WLHIV) in the era of universal maternal antiretroviral
therapy (ART). We investigated BF practices and predictors of cessation among WLHIV

receiving universal ART in peri-urban Cape Town, South Africa.

Methodology: Two parallel, prospective cohort studies (2013-2017, primary care setting)
enrolled breastfeeding mother-infant pairs at +7days postpartum. We evaluated BF practices
(24-hour recall, at 6 weeks; 3, 6, 9, 12 months) among WLHIV (HIV-exposed uninfected, HEU
infants) versus HIV-negative women (HIV-unexposed, HU infants). We used Cox proportional

hazards regression to compare predictors of BF cessation.

Results: Overall, 872 mother-infant pairs (n=461 HEU; n=411 HU) breastfed for a median
(interquartile range, IQR) of 6.0 (IQR 1.5-12.0) months; median exclusive BF (EBF) duration
was 1.4 (0.1-3.0) months. Early initiation of breastfeeding (<1 hour from birth) was more
common among HU vs HEU infants (95% vs 87%, p<000.1). A larger proportion of HEU vs HU
infants ever EBF (91% vs 81%, p<000.1), or were still EBF at 6 months (54% vs 15%, p<000.1).
BF cessation occurred earlier among HEU than HU infants, (BF at 12 months, 39% vs 50%;
p=0.01). Lactation problems were common and predicted cessation of EBF vs. no lactation
problems, (HR 1.46, 95% Confidence Interval [Cl] 1.17; 1.81) and BF (HR 1.98, 95% CI 1.56;

2.51).

Conclusion: Breastfeeding practices remain poor among WLHIV and HIV-negative women,
despite pro-breastfeeding HIV policies. This data highlights an urgent need for improved

lactation support among women in this setting.

21



Key messages

Although national policies promote breastfeeding (BF) in the context of HIV and

universal maternal antiretroviral therapy (ART), recent data are lacking on BF practices

in South Africa

e Using data from a prospective cohort of peri-urban breastfeeding mother-infant pairs
in Cape Town, South Africa, we report inappropriately early cessation of both exclusive
and all BF, regardless of maternal HIV status

e We identify lactation problems and maternal employment as major obstacles to optimal
breastfeeding in our setting

e Urgent improvements in lactation support are required, and structural interventions at

the workplaces of breastfeeding women require exploration
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Introduction

Exclusive breastfeeding (EBF) is considered nutritionally complete and the best form of
nutrition for infants in the first five to 6 months of their life. (1-9) Breastfeeding and
appropriate complementary feeding practices should ideally continue beyond the first,(1)

through to the second year of a child’s life. (2-10)

Breastfeeding is beneficial to both infant and mother, both in the long- and short term. (7) It
is associated with increased intelligence, reduced risk of developing diabetes and overweight
as well as reduced infectious illness and mortality. (7,11-13) While benefits are applicable to
both HIV-uninfected as well as HIV-infected infants and young children, breastmilk-associated

HIV transmission can occur, especially in the context of mixed feeding. (9)

For this reason, historically, breastfeeding was avoided by most women living with HIV
(WLHIV) in an attempt to reduce the risk of vertical transmission. (9,14) However, across sub-
Saharan Africa including South Africa, breastfeeding avoidance resulted in high levels of
infectious disease morbidity and deaths among HIV exposed infants. (5,6) In recognition of
these risks, the World Health Organization (WHO) adopted a pro-breastfeeding policy change
for resource-limited settings with high infectious burden in 2010. (6) At this time,
breastfeeding was re-instated as the HIV infant feeding practice of choice in Prevention of
Mother to Child Transmission (PMTCT) programmes. (15,16) Nevertheless, confidence in
breastfeeding was lost in the era of distributing breastmilk substitutes in the context of HIV
in South Africa, and was not easily restored despite the WHO policy changes. (15,17)
Breastfeeding rates remained suboptimal in South Africa among both WLHIV and HIV-

negative mothers. (18)
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Strong evidence of the protective effects of maternal antiretroviral therapy (ART) to reduce

III

breastmilk-associated HIV transmission (19-21) led to the introduction of “universal” (no
restrictions) ART for all pregnant and breastfeeding women (“Option B/B+”), promoted since

2013. Subsequently, South Africa introduced the “Option B/B+” PMTCT policy. (19,20,22)

Of note, the potential health benefits associated with Option B+ cannot be realized without
improvements in breastfeeding rates. (23) However, data on breastfeeding practices since
the pro-breastfeeding policy change, in the context of Option B/B+, is limited. Studies
conducted in the transition period from exclusive formula to EBF policies indicated
suboptimal feeding practices in the Western Cape (24), however improvements were seen
nationally in early EBF despite low EBF prevalence. (25) Hence, more research is necessary to
identify barriers and facilitators of optimal breastfeeding practices in the context of both ART

and pro-breastfeeding policies.

The aim of this study is therefore to describe, explore and compare breastfeeding practices
and identify predictors of early breastfeeding cessation among WLHIV and HIV-negative
women in Gugulethu, in the first three years after the introduction of Option B+ policies in
the Western Cape. We attempted to highlight focus areas that should be addressed to restore
confidence in breastfeeding and promote better breastfeeding practices among both WLHIV

and HIV-negative mothers for the ultimate benefit of mother-infant pairs.
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Methods

We conducted a secondary analysis of data from two linked, prospective cohort studies
conducted in parallel at the Gugulethu Midwife Obstetric Unit (MOU), a primary care centre
in Cape Town, South Africa. Study participants comprised WLHIV who initiated universal ART
in pregnancy, and their HIV-exposed, uninfected (HEU) infants from the “Maternal and Child
Health Anti-Retroviral Therapy” (MCH-ART) study; and HIV-negative mothers and their HIV-
unexposed, uninfected infants (HU) of the “HIV-Unexposed Uninfected” (HU2) mother and
infant study. (26) While MCH-ART was conducted from 2013 to 2016, HU2 ran from 2014 to
2017; both studies used the same staff, measurement tools and were based at the same
research site. (26) Both studies screened and enrolled women at their first antenatal visit,
with follow-up through delivery to the first postnatal visit. (26) At the first postpartum study
visit (within 7 days postpartum, window to 28 days for MCH-ART and 6 weeks for HU2),
breastfeeding mother-infant pairs were screened and enrolled for further postnatal follow-

up. (26)

Postnatal follow-up visits for breastfeeding mother-infant pairs were scheduled at 6 weeks
and three, 6, 9 and 12 months postpartum. The current analysis focuses on the longitudinal
breastfeeding practices of mother-infant pairs participating in the postnatal phase. As
determinants of breastfeeding duration among HIV-infected children may be different to
those for HIV-uninfected children of WLHIV, we excluded the breastfeeding data of infants
who became HIV-infected from this analysis. Details of mother to child transmission in these

cohorts have been published elsewhere. (27)
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Measurement

Trained study field workers administered structured questionnaires at all study visits. These
included infant feeding intentions and practices questionnaires, validated in previous
Prevention of Mother to Child Transmission PMTCT studies. (3) Questionnaires were identical
in both parent studies, except for HIV-related questions. Additionally, selected data on
maternal demographic and health information, such as for e.g. pregnancy planning, as well as
psychosocial and behavioural measures including depression (Edinburgh Postnatal
Depression Scale, EPDS)(28), psychological distress (Kessler-10 scale)(29), intimate partner
violence (WHO Violence against women questionnaire)(30) and alcohol use (Alcohol Use

Disorders Identification Test-Consumption AUDIT-C)(31) were used in the analysis.

Study setting

Research was based at a research unit adjacent to the Gugulethu MOU on the premises of
the Gugulethu Primary Healthcare Centre. The unit is certified as baby-friendly. (32) The
facility is located in Gugulethu, a low income, peri urban township in the Klipfontein district
of Cape Town, which provides services to a population of roughly 350 000 people, (33) with
estimated 30% antenatal HIV seroprevalence (16). Since 2013, universal maternal
antiretroviral therapy (ART without CD4 cell count restrictions) has been provided by the

antenatal care section of the MOU to all pregnant or breastfeeding WLHIV.
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Statistical methodology

Sample size calculations were based on primary outcomes for the parent studies, published
elsewhere. (26,34). For the purposes of this secondary analysis and in accordance with
international epidemiological recommendations, a post-hoc power calculation was not
indicated. (35,36) Throughout, results are presented with 95% confidence intervals (Cl) to
demonstrate achieved precision. Data were analysed using Stata 14.0 (Statacorp, College

Station, Texas USA); p-values are two-sided.

Breastfeeding practices were described using three WHO core indicators for breastfeeding.
(2,3,10) These included 1) prevalence of early initiation of breastfeeding (EIBF, put to the
breast within the first hour of life) (2,3,10); 2) prevalence of infants exclusively breastfed (EBF,
feeding infants no other food or drink other than breastmilk, except for medicines, vitamins
and minerals) for the first 6 months of life (2,3,10); and 3) prevalence of any breastfeeding at
12 months of age. (2,3,10) The primary outcomes for this analysis were duration of a)
exclusive and b) any breastfeeding. We estimated duration of EBF and BF and timing of
introduction of complementary food using both 24-hour recall at each visit and maternal
report of feeding practices since the last visit. We allocated the EBF and BF date as the date
of the last study visit at which the mother reported these; similarly, complementary food
introduction was allocated as the first date the mother reported this. The exact date of
breastfeeding cessation and complementary food introduction was not determinable. The
primary comparison for this analysis was between WLHIV and HIV-negative women, using Cox
proportional hazards regression analysis to generate crude (HR) and adjusted (aHR) hazard
ratios. We further described age of introduction to complementary feeding, and maternal

reports of lactation problems and reasons for cessation of breastfeeding, in exploratory
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analysis. We assessed factors associated with breastfeeding practices among WLHIV and HIV-

negative women separately, with a focus on the consequences of lactation problems.

Potential third variables were identified a priori using a directed acyclic graph based on the
available literature regarding breastfeeding in the context of HIV (7) (Supplementary Figurel).
Potential confounders of the maternal HIV status — breastfeeding relationships included

socio-economic status, psychosocial- and behavioural factors (see footnotes, Table 1).

Ethical considerations

Both MCH-ART and HU2 were approved by the Human Research Ethics Committee of the
University of Cape Town (UCT-HREC 451/2012; 567/2014). MCH-ART is registered at

ClinicalTrials.gov (NCT01933477).
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Results

Between 5 June 2013 and 5 April 2016, a total of 1087 mother-infant pairs were screened at
the first postnatal study visit (MCH-ART, n=587; HU2, n=500), of whom 203 were excluded
from further follow-up (study flow and reasons for exclusion in supplementary figure 2).
Postnatal follow-up was concluded for all participants by 28 March 2017, excluding 12 infants
who acquired HIV during follow-up. The combined cohort of 872 mothers and their HIV-
negative infants [n=461 HIV-exposed uninfected children (HEU) from MCH-ART and n=411
HIV-unexposed children (HU) from HU2] contributed a total of 925 person-years of follow-up.
The median (interquartile range, IQR) follow-up time was 12.1 (IQR 12.0: 17.7) months, with
MCH-ART mother-infant pairs completing longer median follow-up time than HU2 (17.0 IQR

11.9; 18.0vs 12.1 IQR 12.0; 12.3 months, p<0.0001).

Maternal and infant characteristics

Overall, 31% (270/872) of pregnancies were planned; fewer WLHIV had planned their
pregnancy compared to HIV-negative women (28% [131/461] vs 34% [139/411], p=0.09) and
most women were neither married nor cohabitating (57% [499/872]), with a median maternal
age of 28 (IQR 24; 32) years. The latter two characteristics did not vary significantly by
maternal HIV status (Table 1). WLHIV reported substantially worse socio-economic
environments than HIV-negative women, with a lower proportion living in homes with all
amenities, including running water, electricity and a toilet. (27
% [125/461] vs 40% 164/411], p<0.0001). WLHIV also had a lower prevalence of secondary

education attainment compared to HIV-negative women (25% [114/461] vs 45% 184/411],

29



p<0.0001) and employment (39% [182/461] vs 47% [194/411], p=0.02). At postnatal
enrolment visit, WLHIV (vs HIV-negative) reported a greater prevalence of psychosocial and
behavioural difficulties including postnatal depression (10% [46/461] vs 7% [29/411], p=0.12),
intimate partner violence (22% [101/461] vs 8% [32/411], p<0.0001) and risky drinking (25%
[117/461] vs 7% [30/411], p<0.0001). The classification of psychosocial and behavioural

difficulties is defined in the footnote of Table 1.

The median birthweight of infants born across both cohorts was 3180 (IQR 2820; 3460) grams.
HEU infants were born with a slightly lower birthweight (vs HU infants) with a median of 3130
(IQR 2760; 3400) vs 3220 (IQR 2850; 3510) grams, p=0.01. The median gestation at birth was
39 (IQR 38; 40) weeks with 11% (94/872) of infants born prematurely (<37 weeks) and 13%
(113/872) of infants being born small for their gestational age (SGA). These birth outcomes

did not vary significantly by maternal HIV status (Table 1).
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TABLE 1: Maternal and Infant Characteristics of HIV-exposed (HEU) and HIV-unexposed (HU), breastfed infants

Combined Cohort n= Women Living with HIV HIV-Negative Mothers p-value
872 and their Infants (n=461, and their infants (n=411,
53%) 47%)

Maternal Characteristics
Maternal age (years) 28 (24; 32) 28 (24; 32) 28 (23; 32) 0.13
Completed secondary and or tertiary 298 (34%) 114 (25%) 184 (45%) <0.0001
schooling?
Employed? 376 (43%) 182 (39%) 194 (47%) 0.02
Married/cohabitating® 373 (43%) 189 (41%) 184 (45%) 0.26
Planned pregnancy* 270 (31%) 131 (28%) 139 (34%) 0.09
Normal vaginal delivery® 578 (67%) 323 (70%) 255 (62%) 0.01
Breast infection/problems at 7 days and 143 (16%) 92 (20%) 51 (12%) 0.0003
or 6 weeks®
Lives in formal housing with a toilet, 289 (33%) 125 (27%) 164 (40%) <0.0001
running water and electricity’
Postnatal depression® 75 (9%) 46 (10%) 29 (7%) 0.12
Intimate partner violence® 133 (15%) 101 (22%) 32 (8%) <0.0001
Risky drinking behaviour?? 147 (17%) 117 (25%) 30 (7%) <0.0001
Psychological distress'! 228 (26%) 27 (6%) 201 (49%) <0.0001
Diagnosed HIV-positive during this - 262 (57%) - -
pregnancy!?
Log10 HIV viral load at ART initiation - 3.97 (3.35; 4.54) - -

Data missing

n=0
n=0

n=0
n=0
n=0
n=0
n=0

n=0
n=0
n=0
n=2
n=2

n=0

n=0
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TABLE 1: Maternal and Infant Characteristics of HIV-exposed (HEU) and HIV-unexposed (HU), breastfed infants

Combined Cohort n= Women Living with HIV HIV-Negative Mothers p-value
872 and their Infants (n=461, and their infants (n=411,
53%) 47%)
CDA4 count at ART initiation (cells/uL) - 354 (249; 527) - -
Viral suppression at delivery*? - 352 (76%) - -
Infant and Delivery Characteristics
Male sex'4 424 (49%) 228 (50%) 196 (48%) 0.17
Gestational age at birth (weeks) 39 (38; 40) 39 (38; 40) 39 (38; 40) 0.42
Birth weight (grams) 3180 (2820; 3460) 3130 (2760; 3400) 3220 (2850; 3510) 0.01
SGAY 113 (13%) 67 (15%) 46 (11%) 0.15
APGAR <7 @ 5 minutes'® 7 (1%) 5 (1%) 2 (1%) 0.32
Prematurity?’ 94 (11%) 56 (12%) 38(9%) 0.17
Place of birth
Primary care 344 (39%) 181 (39%) 163 (40%)
Hospital care 514 (59) 167 (58%) 247 (60%) 0.01
BBA!® 14 (2%) 13 (3%) 1(1%)
Duration of hospital stay after birth (days) 0(0;3) 0(0;2) 0(0; 3) 0.04
Trimester of entry into antenatal care
First (<12 weeks) 112 (13%) 49 (11%) 63 (15%)
Second (>12, <28 weeks) 566 (65%) 308 (67%) 258 (63%) 0.12
Third (228 weeks) 194 (22%) 104 (23%) 90 (22%)

Data missing

n=12
n=0

n=3
n=0
n=0
n=3
n=0
n=0

n=0

n=0

n=0

tResults are n (column %) with bivariate comparisons obtaining p-values from the chi-squared test. Median with interquartile range (IQR) with p-value from Wilcoxon rank sum test for 2

sample comparisons and Kruskal Wallis test for >2 sample comparisons for non-normally distributed variables.
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1As compared to having attained less than secondary education.

2As compared to unemployed

3As compared to not married / cohabitating

4As compared to current pregnancy was not planned

5As compared to a caesarean section

6As compared to not having had breast infections/ problems at 7 days and 6 weeks

7As compared to not living in formal housing with a toilet, running water and electricity

8 Postnatal depression is defined as Edinburgh Postnatal Depression Scale (EPDS) score 213, at enrolment visit. As compared to having an EPDS score of <13, at enrolment visit.(28)

? Intimate partner violence defined as physical, sexual or psychological violence as per World Health Organization violence against women questionnaire, at enrolment visit. As compared to
not having experienced intimate partner violence, at enrolment visit.(30)

10Rjsky drinking behaviour is defined as Alcohol use disorders identification test (AUDIT-C) score >3, at enrolment visit. As compared to having an AUDIT-C score of <3, at enrolment visit.(31)
11 psychological distress is defined as Kessler Psychological Distress Scale (K10) score >21.5, at enrolment visit. As compared to having a K10 score of <21.5, at enrolment visit. (29)

L2Timing of diagnosis during this pregnancy as compared to during a previous pregnancy.

BViral suppression defined as a viral load of <50 copies per millilitre (copies/mL)

14Male sex, as compared to female sex.

15SGA refers to Small for Gestational Age defined as weight below the 10t percentile for gestational age.

16As compared to having an APGAR score of > 7 at 5 minutes.

17Prematurity refers to Gestational Age of less than 37 weeks. As compared to term delivery.

18 BBA refers to Born before arrival, defined as infants born at home or on route to a delivery centre, without the presence of a skilled birth attendant.
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Summary of infant feeding practices overall and by maternal HIV status

Breastfeeding practices differed by maternal HIV status (Table 2). While an overall 91%
(788/867) of infants received EIBF, this was only 87% (400/459) among HEU vs 95% (388/408)
among HU infants (p<0.0001). Overall, 34% (156/461) of infants were exclusively breastfed
through age 6 months, with significantly higher proportions among HEU (54%, 120/221) than
HU infants (15%, 36/240), p<0.0001. Furthermore, while a total of 44% (317/719) of infants
were breastfed at 12 months of age, only 39% (142/366) of HEU infants were still being

breastfed, while half (50%, 175/353) of the HU infants were still breastfed (p=0.01).

The duration of any breastfeeding across both cohorts was a median of 6.0 months (IQR 1.5;
12), with HEU infants breastfed for shorter compared to HU infants, with a median of 3.9 months
(IQR 1.4; 12.0) vs 9.0 months (IQR 3.0; 12.05) (p<0.0001). Among infants who were ever
exclusively breastfed, HEU infants were exclusively breastfed for markedly longer with a median
duration of 1.5 months (IQR 0.3; 5.3), as compared to HU infants with a median of 1.4 months
(IQR 0.2; 3.0), p=0.01. The median duration of exclusive breastfeeding among both cohorts was

1.4 (IQR 0.1; 3.0) months.

Overall, 62% (448/722) of infants were introduced to complementary feeding at the WHO
recommended age of 6 months; this was no different between HEU and HU infants. However,
while substantially fewer HEU compared to HU infants were introduced to complementary foods
at younger than 4 months (6% [22/376] vs 14% [48/346], p<0.0001) and between 4 and 6
months (7% [27/376] vs 17% [60/346], p<0.0001), more HEU vs HU infants were introduced to
complementary foods later than the recommended 6 months of age (25% [93/376] vs 7%

[24/346], p<0.0001).
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TABLE 2: Infant feeding including breastfeeding outcomes, stratified by maternal HIV

status

Combined Cohort

Women Living

with HIV and their

HIV-Negative

Mothers and their

p-value
n= 872 Infants (n=461, infants (n=411,
53%) 47%)
Early initiation of
788/867 (91%) 400/459 (87%) 388/408 (95%) <0.0001
breastfeeding
Ever Exclusively <0.0001
754/872 (86%) 421/461 (91%) 333/411 (81%)
breastfed
Exclusively breastfed at
7 days 753/118 (86%) 420/460 (91%) 333/411 (81%) <0.0001
6 weeks 494/740 (67%) 295/373 (79%) 199/367(54%) <0.0001
3 months 353/577 (61%) 205/255 (80%) 148/322 (46%) <0.0001
6 months 156/461 (34%) 120/221 (54%) 36/240 (15%) <0.0001
Breastfed at
7 days 872/872 (100%) 461/461 (100%) 411/411 (100%) -
6 weeks 740/822 (90%) 373/434 (86%) 367/388 (95%) <0.0001
3 months 577/734 (79%) 255/366 (70%) 322/368 (88%) <0.0001
6 months 461/747 (62%) 221/401 (55%) 240/346 (69%) <0.0001
9 months 382/712 (54%) 174/382 (46%) 208/330 (63%) <0.0001
12 months 317/719 (44%) 142/366 (39%) 175/353 (50%) 0.01
Duration of any
6.0 (1.5; 12.0) 3.9 (1.4; 12.0) 9.0 (3.0; 12.05) <0.0001
breastfeeding (months)
Duration of Exclusive
1.4(0.2; 3.1) 1.5(0.3; 5.3) 1.4 (0.2; 3.0) 0.01
breastfeeding (months)
Age of introduction to
complementary food*
<4 months 70/722 (10%) 22/376 (6%) 48/346 (14%)
>4, <6 months 87/722 (12%) 27/376 (7%) 60/346 (17%) <0.0001
6 months 448/722 (62%) 234/376 (62%) 214/346 (62%)
>6 months 117/722 (16%) 93/376 (25%) 24/346 (7%)

tResults are n (column %) with bivariate comparisons obtaining p-values from the chi-squared test. Median with interquartile range (IQR)

with p-value from Wilcoxon rank sum test for 2 sample comparisons and Kruskal Wallis test for >2 sample comparisons for non-normally
distributed variables.
1 Complementary food defined as semi-solid or solid foods, added to a milk-based diet, reported at the 12month visit.
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Summary of lactation problems

WLHIV compared with HIV-negative women were substantially more likely to report having
experienced breast infections or problems in the first 6 weeks postpartum, with 20% (92/461)
of WLHIV and only 12% (51/411) of HIV-negative women having reported breast related
issues (p=0.003) (Table 1). The most common complaints across cohorts were cracked nipples
and breast engorgement (Figure 1A and 1B). A breakdown of reported breast and lactation

problems in the first 6 weeks postpartum is included as Supplementary Table 1.

Figure 1A: Specific lactation issues reported by women living with HIV and HIV-negative
women, approximately 7 days postpartum

Reported Breast and Lactation Problems at 7 days postpartum
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Figure 1A:

HIV-Negative Women: Engorgement 1% (6/411); Cracked Nipples 5% (20/411); Other 0.5% (2/411)

Women living with HIV: Engorgement 3% (15/461); Cracked Nipples 5% (21/461); Abscess 0.2% (1/461); Infection 0.2%
(1/461); Other 1% (3/461)

Total Cohort: Engorgement 2% (21/872); Cracked Nipples 5% (41/872); Abscess 0.1% (1/872); Infection 0.1% (1/872); Other
1% (5/872)

*Other lactation problems women indicated included itchiness, painful nipples, pain when breastfeeding and painful breasts
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Figure 1B: Specific lactation issues reported by women living with HIV and HIV-negative
women, approximately 6 weeks postpartum

Reported Breast and Lactation Problems at 6 weeks postpartum
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Figure 1B:

HIV-Negative Women: Engorgement 1% (3/411); Cracked Nipples 2% (9/411); Abscess 0.5% (2/411); Infection

0.2% (1/411) Other 0.2% (1/411)

Women living with HIV: Engorgement 3% (12/461); Cracked Nipples 6% (29/461); Abscess 2% (7/461); Infection 1% (5/461);
Other 2% (8/461)

Total Cohort: Engorgement 2% (15/872); Cracked Nipples 4% (38/872); Abscess 1% (9/872); Infection 1% (6/872); Other 1%
(9/872)

sOther lactation problems women indicated included bleeding nipples, empty breasts or not enough breastmilk.
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Reasons for breastfeeding cessation

Across the cohort, 13% (111/824) women reported breastfeeding cessation at the second
postpartum visit at 6 weeks. (Supplementary Table 2). The main reasons for breastfeeding
cessation at this visit were lactation problems (20%, 22/111), followed by perceived
insufficient breastmilk supply (16%, 18/111) and work-related commitments (11%, 12/111).
Notably, while 27% (22/78) of WLHIV indicated lactation problems to be the reason for BF
cessation at the 6-week postpartum visit, 0% (0/33) of HIV-negative women reported this to

be the reason for BF cessation at this visit.

Overall, most women reported breastfeeding cessation since the last visit at the infants’
three- (18%, 135/737) and six-month visit (18%, 134/749). From the three-months’ through
to the 12-months’ visit, work related commitments were the main reason women indicated

for breastfeeding cessation (24%, 131/552).

Relative hazard of EBF cessation comparing WLHIV to HIV-negative women

In the overall cohort, maternal HIV-status (positive vs negative) was significantly associated
with a reduced relative hazard of EBF cessation (HR 0.78, 95% Cl 0.67 — 0.90; Table 3a).
Potential confounders of the maternal HIV status-EBF cessation relationship such as higher
maternal age and low birth weight (birthweight <2500g) were significantly associated with a
reduced relative hazard of EBF cessation. Conversely, any lactation problems in the first 6
weeks postpartum (defined as reported at either of 7 days’ or 6 weeks’ study visit) and
maternal psychological distress were significantly associated with increased relative hazard
of EBF cessation across cohorts (Table 3a). After adjusting for employment, maternal age and

confounders such as living in housing with all amenities, as well as risky drinking behaviour,
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maternal HIV status was persistently associated with a reduced hazard of EBF cessation (aHR:

0.76 Cl: 0.65 — 0.89).

Relative hazard of all BF cessation comparing WLHIV to HIV-negative women

In the overall cohort, maternal HIV-status was associated with an increased relative hazard of
all BF cessation (HR 1.87 Cl 1.56 — 2.24, Table 3b). In addition, lactation problems in the first
6 weeks postpartum, employment and risky drinking behaviour were significantly associated
with increased relative hazard of all BF cessation across cohorts. Low birth weight, EIBF and
late entry into antenatal care (defined as entering antenatal care after 28 weeks’ gestation),
were associated with a markedly reduced relative hazard of BF cessation (Table 3b). After
adjusting for employment, maternal age and potential confounders including living in a house
with all amenities, as well as risky drinking behaviour, maternal HIV-status was persistently
associated with an increased hazard of BF cessation (aHR: 1.85 Cl:1.53 — 2.24). Therefore,
while the time to EBF cessation was longer in WLHIV, time to all BF cessation was longer in

HIV-negative women (Supplementary Figure 3A and 3B).
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TABLE 3. Factors associated with cessation of (a) exclusive breastfeeding or (b) all breastfeeding among women living with HIV compared to HIV-

negative women: crude and adjusted hazard ratios from Cox proportional hazards regression

Maternal characteristics
HIV-Positive!

Breast infection/problems at 7 days and
or 6 weeks?

Employed?

Maternal age (years)

Completed secondary and or tertiary
schooling®

Lives in formal housing with a toilet,
running water and electricity®
Postnatal depression®

Intimate partner violence’

Risky drinking behaviour®
Psychological distress®

Infant and Delivery Characteristics

Gestational age at birth

(a) Relative hazard for cessation of exclusive breastfeedings

Crude Hazard
Ratio
(95% Confidence

Interval)

0.78 (0.67 — 0.90)
1.46 (1.17 - 1.81)

1.11 (0.96 — 1.29)
0.99 (0.97 — 1.00)
1.05 (0.91—1.23)

1.11 (0.95 — 1.29)

1.27 (1.00 — 1.62)
0.97 (0.79 — 1.19)
1.08 (0.90 — 1.30)
1.31(1.11-1.54)

p-value

0.001
0.001

0.16
0.01
0.49

0.18

0.05

0.78

0.40
0.001

Adjusted Hazard
Ratio
(95% Confidence

Interval)

0.76 (0.65-0.89)

1.10 (0.95 — 1.23)
0.99 (0.97 — 0.99)

1.07 (0.91- 1.25)

1.20(0.91-1.25)

p-value

0.001

0.20
0.02

0.42

0.07

(b) Relative hazard for cessation of any breastfeeding

Crude Hazard Ratio

(95% Confidence

Interval)

1.87 (1.56 — 2.24)
1.98 (1.56 — 2.51)

1.28 (1.07 — 1.53)
0.99 (0.98 — 1.01)
0.97 (0.80 — 1.16)

0.94 (0.78 — 1.14)

0.92 (0.65 — 1.30)
1.22 (0.96 — 1.54)
1.58 (1.28 — 1.96)
0.83 (0.68 — 1.03)

p-value

<0.0001
<0.0001

0.01
0.98
0.71

0.54

0.65
0.11
<0.0001
0.09

Adjusted Hazard
Ratio
(95% Confidence

Interval)

1.85 (1.53 - 2.24)

1.40 (1.17 — 1.67)
0.99 (0.98 — 1.00)

0.99 (0.82 — 1.20)

1.35(1.09 - 1.69)

p-value

<0.0001

<0.0001
0.27

0.92

0.01
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TABLE 3. Factors associated with cessation of (a) exclusive breastfeeding or (b) all breastfeeding among women living with HIV compared to HIV-
negative women: crude and adjusted hazard ratios from Cox proportional hazards regression

(a) Relative hazard for cessation of exclusive breastfeedings (b) Relative hazard for cessation of any breastfeeding

Crude Hazard Adjusted Hazard Adjusted Hazard

Crude Hazard Ratio

Ratio Ratio Ratio
p-value p-value (95% Confidence p-value p-value
(95% Confidence (95% Confidence (95% Confidence
Interval)
Interval) Interval) Interval)
237 Weeks 1.00 (Ref) - - 1.00 (Ref) -
234 Weeks, <37 Weeks 0.81 (0.63 —1.04) 0.10 - - 1.04 (0.76 —1.41) 0.81 -
<34 Weeks 0.91 (0.67 —1.23) 0.53 1.22 (0.81-1.83) 0.35
Birth weight (grams)
22500 1.00 (Ref) - - 1.00 (Ref) -
<2500 0.80 (0.66 —0.97) 0.02 - - 1.08 (0.84 —1.40) 0.53 -
Birth weight (kilograms) 1.12 (1.00-1.26) 0.05 - - 0.86 (0.74 —0.99) 0.04
SGA? 0.88 (0.73 - 1.06) 0.19 - - 1.08 (0.84 —1.40) 0.53 -
APGAR <7 @5min'! 1.32 (0.66 — 2.60) 0.43 - - 1.23 (0.48 — 2.65) 0.78 =
Put to breast within 1 hour of birth'? 1.04 (0.82-1.32) 0.74 - - 0.67 (0.52-0.87) 0.01 -
Place of birth
Primary Care 1.00 (Ref) - - 1.00 (Ref) -
Hospital care 1.03 (0.88-1.19) 0.73 - - 0.93 (0.77-1.12) 0.43 -
BBA} 0.88 (0.57 - 1.35) 0.57 - - 1.00 (0.56 —1.81) 0.99 =
Entry into antenatal care
Early (<28 Weeks) 1.00 (Ref) - - 1.00 (Ref) -
Late (228 Weeks) 0.99 (0.84-1.18) 0.93 - - 0.77 (0.62 - 0.97) 0.03 -
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TABLE 3. Factors associated with cessation of (a) exclusive breastfeeding or (b) all breastfeeding among women living with HIV compared to HIV-
negative women: crude and adjusted hazard ratios from Cox proportional hazards regression

(a) Relative hazard for cessation of exclusive breastfeedings (b) Relative hazard for cessation of any breastfeeding
Crude Hazard Adjusted Hazard Adjusted Hazard
Crude Hazard Ratio
Ratio Ratio Ratio
p-value p-value (95% Confidence p-value p-value
(95% Confidence (95% Confidence (95% Confidence
Interval)
Interval) Interval) Interval)
Male Sex!* 0.89 (0.77 —1.03) 0.12 - - 0.93 (0.78 -1.11) 0.42 - -

tAnalysis based on a) 754 observations; 1726.02 months total analysis time and b) 870 observations; 6132.60 months total analysis time
+Exclusive Breastfeeding analysis was restricted to infants who were ever breastfed.
1Reference category: HIV-negative
2Reference category: not having had breast infections/ problems at 7 days and 6 weeks
3Reference category: being unemployed
4Reference category: having attained less than secondary education
5 Reference category: not living in formal housing with a toilet, running water and electricity
6 Postnatal depression is defined as Edinburgh Postnatal Depression Scale (EPDS) score 213, at enrolment visit. (28)
Reference category: having an EPDS score of <13, at enrolment visit
7Intimate partner violence defined as physical, sexual or psychological violence as per World Health Organization violence against women questionnaire, at enrolment visit.
Reference category: not having experienced intimate partner violence, at enrolment visit.(30)
8 Risky drinking behaviour is defined as Alcohol use disorders identification test (AUDIT-C) score 23, at enrolment visit. (31)
Reference category: having an AUDIT-C score of <3, at enrolment visit
9 Psychological distress is defined as Kessler Psychological Distress Scale (K10) score >21.5, at enrolment visit.(29)
Reference category: having a K10 score of <21.5, at enrolment visit
10SGA refers to Small for Gestational Age defined as weight below the 10t percentile for gestational age.
Reference category: Weight above the 10t percentile for gestational age
11Reference category: APGAR =7 @ 5 minutes
12Reference category: Not having been put to the breast within 1 hour after birth
13BBA refers to Born before arrival, defined as infants born at home or on route to a delivery centre, without the presence of a skilled birth attendant
14 Reference category: female sex
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Predictors of EBF and all BF cessation among WLHIV

In analysis restricted to WLHIV (Table 4), lactation problems were associated with an
increased relative hazard of both EBF and BF cessation ([HR 1.48 Cl 1.13 — 1.96] and [HR 2.31
Cl 1.73 —3.08]). While older maternal age was associated with a decreased relative hazard of
EBF cessation, postnatal depression and psychological distress were associated with an
increased relative hazard of EBF cessation. After adjusting for maternal age, postnatal
depression, EIBF and low APGAR scores at birth, lactation problems remained significantly

associated with EBF cessation in WLHIV (aHR: 1.54 CI: 1.16 — 2.03).

Older maternal age and late entry into antenatal care (228 Weeks) were associated with a
reduced relative hazard of BF cessation among WLHIV, while employment and risky drinking
behaviour were associated with an increased relative hazard of BF cessation. After adjusting
for maternal age, employment, postnatal depression and EIBF, lactation problems persisted
to be associated with increased risk of BF cessation (aHR: 2.45 Cl: 1.85 — 3.24). The adjusted
hazard for employment (Table 4) indicated a 41% increased hazard of BF cessation among
mothers who were employed compared to those unemployed after considering lactation

problems and other potential confounders (aHR: 1.41 Cl: 1.11 — 1.78).

Predictors of EBF and all BF cessation among HIV-negative women

In analyses restricted to HIV-negative women (Supplementary Table 3), lactation problems
remained predictive of EBF cessation (aHR: 1.62 Cl: 1.15 — 2.27) but the association with any
BF was attenuated among HIV-negative women (aHR: 1.44 Cl: 0.91 — 2.27). The most marked

predictors of all BF cessation were employment (HR: 1.35 Cl: 1.01 — 1.79), psychological
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distress, (HR 1.37 Cl 1.03 — 1.83) and low birth weight (HR 0.72 Cl 0.57 — 0.92). Results were

similar after adjusting for potential confounders (Supplementary Table 3b).
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TABLE 4. Factors associated with cessation of (a) exclusive and (b) all breastfeeding among women living with HIV: crude and adjusted hazard ratios
from Cox proportional hazards regression analysis

Maternal characteristics

Breast infection/problems at 7 days and
or 6 weeks!

Employed?

Maternal age (years)

Completed secondary and or tertiary
schooling?

Lives in formal housing with a toilet,
running water and electricity*
Postnatal depression®

Intimate partner violence®

Risky drinking behaviour’
Psychological distress®

Infant and Delivery Characteristics
Gestational age at birth

237 Weeks

(a) Relative hazard for cessation of exclusive breastfeeding+

Crude Hazard
Ratio
(95% Confidence

Interval)

1.48 (1.13-1.96)

1.05 (0.86 — 1.28)

0.98 (0.97 - 1.00)

0.93 (0.74 — 1.18)

1.08 (0.87 —1.34)

1.40 (1.01 - 1.92)

1.01(0.79 - 1.27)

1.15 (0.94 — 1.42)
1.30 (1.02 - 1.67)

1.00

p-value

0.05

0.64
0.02
0.57

0.48

0.04

0.97

0.18
0.04

(Ref)

Adjusted Hazard
Ratio
(95% Confidence

Interval)

1.54 (1.16 — 2.03)

0.98 (0.97 — 1.00)

1.46 (1.11—1.93)

p-value

0.01

0.03

0.01

(b) Relative hazard for cessation of any breastfeeding

Crude Hazard Ratio

(95% Confidence

Interval)

2.31(1.73-3.08)

1.36 (1.08 - 1.71)

0.98 (0.97 - 0.99)

1.10 (0.85 — 1.42)

0.97 (0.75-1.25)

0.97 (0.64 — 1.46)

0.94 (0.71-1.24)

1.30 (1.02 — 1.68)
0.92 (0.55 - 1.51)

1.00

p-value

<0.0001

0.01
0.01
0.46

0.81

0.87

0.64

0.04
0.73

(Ref)

Adjusted Hazard
Ratio
(95% Confidence

Interval)

2.45 (1.85 - 3.24)

1.41(1.11-1.78)
0.99 (0.97 — 1.01)

0.93 (0.59 — 1.46)

p-value

<0.0001

0.01
0.51

0.75
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TABLE 4. Factors associated with cessation of (a) exclusive and (b) all breastfeeding among women living with HIV: crude and adjusted hazard ratios
from Cox proportional hazards regression analysis

(a) Relative hazard for cessation of exclusive breastfeeding+ (b) Relative hazard for cessation of any breastfeeding

Crude Hazard p-value Adjusted Hazard p-value Crude Hazard Ratio = p-value Adjusted Hazard p-value
Ratio Ratio (95% Confidence Ratio
(95% Confidence (95% Confidence Interval) (95% Confidence
Interval) Interval) Interval)
234 Weeks, <37 Weeks 0.97 (0.71-1.33) 0.85 - - 0.95 (0.63 - 1.43) 0.80 - -
<34 Weeks 0.98 (0.74 - 1.29) 0.88 - - 0.88 (0.53 - 1.46) 0.62 - -
Birth weight (grams)
> 2500 1.00 (Ref) - - 1.00 (Ref) - -
<2500 0.89 (0.73-1.10) 0.30 - - 0.89 (0.65—1.22) 0.47 - -
Birth weight (kilograms) 1.01(0.87-1.17) 0.95 - - 1.10(0.89 -1.34) 0.37 - -
SGA® 0.95 (0.75 — 1.21) 0.70 - - 0.93 (0.67 — 1.29) 0.67 - -
APGAR <7 @5min?° 1.30 (0.56 —3.00) 0.55 0.83(0.32-2.14) 0.70 1.36 (0.76 — 2.44) 0.30 - -
Put to breast within 1 hour of birth!! 0.95 (0.74 — 1.22) 0.70 0.96 (0.73 — 1.26) 0.76 0.71 (0.54— 0.95) 0.02 0.70 (0.52 — 0.94) 0.02
Place of birth
Primary Care 1.00 (Ref) - - 1.00 (Ref) - -
Hospital care 1.08 (0.88 — 1.32) 0.45 - - 0.95 (0.76 — 1.21) 0.71 - -
BBA2 1.18 (0.76 — 1.82) 0.47 - - 0.89 (0.50 — 1.57) 0.68 - -
Entry into antenatal care
Early (<28 Weeks) 1.00 (Ref) - - 1.00 (Ref) - -
Late (228 Weeks) 0.99 (0.80 — 1.23) 0.96 - - 0.73 (0.55 - 0.97) 0.03 - -
Male Sex*? 0.89 (0.73 - 1.08) 0.23 - - 0.82 (0.65-1.02) 0.08 - -
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+Analysis based on a) 421 observations; 1090.26 months total analysis time and b) 461 observations; 2987.99 months total analysis time
+Exclusive Breastfeeding analysis was restricted to infants who were ever breastfed.
1Reference category: having attained less than secondary education
2Reference category: not having had breast infections/ problems at 7 days and 6 weeks
3 Reference category: being unemployed
4 Reference category: not living in formal housing with a toilet, running water and electricity
5Postnatal depression is defined as Edinburgh Postnatal Depression Scale (EPDS) score 213, at enrolment visit. (28)
Reference category: having an EPDS score of <13, at enrolment visit
6 Intimate partner violence defined as physical, sexual or psychological violence as per World Health Organization violence against women questionnaire, at enrolment visit.
Reference category: not having experienced intimate partner violence, at enrolment visit.(30)
7Risky drinking behaviour is defined as Alcohol use disorders identification test (AUDIT-C) score >3, at enrolment visit. (31)
Reference category: having an AUDIT-C score of <3, at enrolment visit
8 Psychological distress is defined as Kessler Psychological Distress Scale (K10) score >21.5, at enrolment visit.(29)
Reference category: having a K10 score of <21.5, at enrolment visit
9SGA refers to Small for Gestational Age defined as weight below the 10t percentile for gestational age.
Reference category: Weight above the 10t percentile for gestational age
10 Reference category: APGAR =7 @ 5 minutes
11 Reference category: Not having been put to the breast within 1 hour after birth
12BBA refers to Born before arrival, defined as infants born at home or on route to a delivery centre, without the presence of a skilled birth attendant
13 Reference category: female sex
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Discussion

In this observational cohort study, we observed suboptimal breastfeeding practices among
WLHIV and HIV-negative mothers, despite pro-breastfeeding policy changes and universal
ART use among the former. Our study findings are similar to those of another study which
reported suboptimal breastfeeding practices between 2012 and 2013 in the Western Cape,
during the transition period from exclusive formula feeding to exclusive breastfeeding policies
in the context of HIV and prior to the widespread availability of universal ART. (24) That is,
our data suggests that guideline changes alone did not translate into improved breastfeeding

practices.

We found that while EIBF, was less common in HEU infants, considerably more HEU compared
to HU infants were exclusively breastfed for 6 months. However, the duration of any
breastfeeding was shorter in HEU- compared to HU infants. Results regarding EBF from other
South African studies show quite the opposite, in that EBF rates were lower among WLHIV at
14 weeks postpartum (37) and at all times up until 6 months postpartum. (38) These
differences may be explained by the fact that the first study was conducted in a rural setting,
prior to the pro-breastfeeding policy change, while the latter study, though conducted in an

urban setting, post the policy change, had a small sample size.

We found that maternal HIV status was a substantial threat to optimal BF duration. A study
conducted in northwest Ethiopia found similar results in that the duration of all BF was shorter
by 3.4 times in WLHIV compared to HIV-negative mothers. (39) We found psychosocial-
behavioural adversities to be particularly common among WLHIV, with postnatal depression
associated with early EBF cessation among WLHIV. These findings are corroborated by a

Nigerian study (40), and highlight the importance of psychosocial-behavioural problem
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screening and referral structures to be put in place in the antenatal care setting, particularly

for WLHIV.

Despite all study participants attending antenatal care at a “Baby-Friendly” hospital, lactation
problems were commonly reported in our study, and strongly predictive of both EBF and BF
cessation. Lactation problems, usually indicative of incorrect positioning and latching (41) are
known to predict suboptimal breastfeeding (18,42) and are largely preventable through
adequate breastfeeding support. (41) In the context of maternal HIV, concerns should extend
to increased risks of vertical HIV transmission, especially related to bleeding and
inflammation. (43) Clearly, pro-breastfeeding guideline changes are inadequate without also
improving breastfeeding support for WLHIV. In order to both prevent mother-to-child
transmission (MTCT) and optimize HEU child health, an urgent upscaling of the BF support
services is imperative in our context. Studies in South Africa and Kenya have reported the key
roles health care workers (HCW) play in providing breastfeeding support (44-46), while
simultaneously highlighting issues around the training of and advice given by HCW. (44-49)
This highlights the need for building HCW knowledge and competency in providing feeding
advice and support. However, it is increasingly evident that BF support by HCW is inadequate,
and broader-based community outreach projects have shown great promise in providing the

additional support women require in the vulnerable first few weeks after delivery. (50-52)

An additional threat to optimal BF duration that emerged in our analysis is maternal
employment, an issue evident for both WLHIV and HIV-negative women. This finding aligns
with data from Nigeria, Kenya, rural KwaZulu-Natal and urban Botswana, where employment
was observed to be associated with suboptimal EBF, regardless of HIV status (39,40) and

strongly associated with early weaning (37), particularly among WLHIV. (53) Reasons for this
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are likely complex and combine issues such as informal employment, no job protection, lack
or duration of maternity leave and being the main breadwinner of a household. (54) This
highlights the need for workplace and structural interventions around issues such as paid
maternity leave, job protection and availability of lactation rooms to enable mothers to
continue breastfeeding while retaining their employment. It also highlights the role that HCW
could play in providing tailor-made lactation advice for working mothers. More interventions

should focus on supporting mothers who return to work. (55)

Our data demonstrate that despite advances in policies towards promoting breastfeeding,
real-life and “on the ground” implementation remains suboptimal. Mothers are faced with a
multitude of challenges, including difficulties with lactation, socio-behavioural struggles and

the need to return to work, all of which affect BF practices negatively. (13)

Since both lactation problems as well as employment remained strong predictors of EBF and
BF cessation in this analysis, it is crucial that interventions address these, to improve EIBF, EBF
and BF for reduced child morbidity and mortality. (7) Health systems need to ensure regular
contact with postpartum women and HCW — extending to community supporters - should be
skilled to provide tailor-made breastfeeding advice, lactation support (48), and screening for

psychosocial behavioural issues, within the context of appropriate referral structures.

HCW based interventions that have shown promise include regular hospital based follow-ups
and breastfeeding support as seen in northern Ethiopia, demonstrating improvements in

breastfeeding practices from the first week to six months post-partum. (56)

Another low-cost intervention that could be considered, would be the training of peer

counsellors. Despite South African sites reporting mixed results for promoting EBF among
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WLHIV, (50,51) this intervention has improved EBF duration and initiation in low and middle

income countries. (50)

Interventions combining community and interpersonal communication activities at scale,
similar to the Alive and Thrive initiative in rural, low-income Burkina Faso (52) may have the
potential to improve breastfeeding outcomes and increase breastfeeding related knowledge.
(52) However, the financial implications of such interventions may limit their

implementation. (55)

The findings of this study should be interpreted in the light of several study limitations and
strengths. This study is an observational study, thereby at risk for bias and confounding.
Although we attempted to address these in both the study design and analysis, some issues
to internal validity may have persisted, including recall bias. Our wide and intensive measures
of maternal psycho-social wellbeing provide unique insight into early postpartum
breastfeeding obstacles, but data are lacking on the precise details of HCW lactation support
and the exact dates of EBF and BF cessation. Our findings might not be generalizable to other
peri-urban settings in South Africa, nor to rural areas where breastfeeding practices may
differ substantially. Nonetheless, we provide robust data that illustrate a convincing picture

of ongoing suboptimal breastfeeding practices that require urgent attention in our setting.

Future research should focus on a combination of interventions that best support
breastfeeding mothers. These should include, but not be limited to, upskilling HCW to provide
regular and up to date breastfeeding support, as well as work-place interventions on various
levels, from the individual company to policy level, to give the structural support needed by

mothers to successfully breastfeed.
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Conclusion

We found the matter of suboptimal breastfeeding practices in the South African context to
be complex and multifaceted, even more so in the light of HIV. Since policies supportive of
breastfeeding have been implemented in South Africa, it is crucial that HCW who provide
feeding support and counselling receive the necessary training and knowledge to provide pro-
breastfeeding advice and intensified, hands-on lactation support. Furthermore, referral
channels for psychosocial and behavioural adversities should be in place and HCW should be
familiar with these, especially in the context of WLHIV. It is important to strengthen continuity
of care for mother-infant pairs throughout pregnancy and postnatal journey. This will help to
address any feeding related issues early. Additionally, workplace interventions need to be
put in place to provide structural breastfeeding support. Ultimately, this will help improve
overall breastfeeding practices and subsequently will be beneficial to maternal and child

health and help prevent transmission of HIV through breastmilk.
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Phase 1: Inclusion criteria: antenatal

For both groups, inclusion criteria will include:
e First antenatal booking for index pregnancy
e Maternal age of 18 years or older
e Confirmed pregnancy
e Able to provide informed consent for research
e HIV-testing conducted at least once during current pregnancy, with results
available
a. Specific to HEU group:
e Booking HIV test positive in index pregnancy
e Initiating ART during index pregnancy
b. Specific for HU group:
e Booking HIV test negative in index pregnancy

Phase 2 & 3: Inclusion criteria: postnatal

For both groups, inclusion criteria will include:
e Had breastfed at any point during the first week post-delivery
e Willingness to return for postnatal study visits
e Able to provide informed consent for research
c. Specific for HEU group
e Had been enrolled and seen for at least one antenatal MCH-ART study visit
e Willingness to allow minimally invasive infant blood sampling at 12 months
d. Specific for HU group
e Had been enrolled and seen for at least one antenatal HU2 study visit

Exclusion criteria: antenatal and postnatal

Individuals meeting any of the following exclusion criteria at any point in either study will
be excluded:
e Not currently pregnant (antenatal phase) or loss of pregnancy/neonate (postnatal
phase) at the time of eligibility determination
e Intention to relocate out of Cape Town permanently during the study period
e Any medical, psychiatric or social condition which in the opinion of the investigators
would affect the ability to consent and/or participate in the study (all phases),

e. Specific for HEU group
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Infants who test HIV-positive at any point during postnatal follow-up will not be
excluded from the study but their outcome measures will be analysed separately.
Specific for HU group

Women who seroconvert and subsequently test HIV-positive after enrolment will
continue study follow-up where possible; the maternal and infant health outcomes of

this group will be analysed separately.
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MCH-ART: Infant feeding intentions/practices, Phase 3: 3,6, 9 & 12 mo pp PD:3-__ -

Version 3.2,17 February 2014

Visit Date: ! I Visit number

6 3 6 9 12
weeks | months | months | months months

Ukukhumbula indlela zokondla usana

Infant feading recalls:
Uyaluncancisa ibele usana lwakho kude kube Hayine =0
1. ngoku Ewe ves = 13 Gagithela ku-7
Are you currently breastfesding your baby SKIF to QF
lintsuku:
Uluncancise ibele usana lwakho ixesha Li\ﬁki'
2. | elingakanani WEEKS'
Far how lomg did breastfead hild ? . .
or fioi long oid you Ba your il Andiyazi =9
Da not know

Zerziphi izizathu ezibangele uyeke ukuluncancisa
usanalokanye ungaluncancisi
What wers your ressons for stopping to breastfesd/ot

3. | bresstfeed your child?
Read all, circls all that apply

a.  Umsebenzi Work
b Imfundo Education
c. Ukugula,ngaphandle kwengxaki zokuncancisa
MWness, ather than lsctafion problems
Ingxaki zokuncancisa Lactstion problems
Usana alukhuli kakuhle cChild not grow well
Usana lukhala kakhulu Child crying a Iot
Ubisi lwebele alwanelanga nNof enough breast milk
Andifuni ukumosulela ngentsholongwane
Did not wani fo give my baby HIV infection
lingcebiso/ukunyanzeliswa ngabanye
Advice/oressurs from others
i Ezinye,cacisa:

COther, specify

Tm oo oA

4 Uyeke njani ukuncancisa?
) How did you sfop breastfeeding?

MNdimlumlile kancinci ndamnika olunye ubisi emva
kwentsuku ezimbalwa=1
Gradually changed to other replacement milk over a period of days

MNdimlumlile kancinci ndamnika ubisi emva kweveki
ezimbalwa=2

Gradually changs fo other replacement milk over & period of wesks
MNdimlumlile kancinci ndamnika ubisi mva kwenyanga
ezimbalwa=3

Gradually change fo other replacement milk over a period of months
MNdiluhambisile usana iintsuku ezimbzlw=4

Sent the child away for some days
Ndigabe into ebeleni usana alwalifuna ibele=5

Fut something on breast fo make child refuse breast
MNdiluncancise ebusuku kuphela=6

Only breastfed at night
Ndifumene iyeza ekliniki lokungamla ubisi=7

Gat medicine fram clinic fo stop milk
Ndisebenzise iyeza lesi Xhosa lokungamlalirati
yokungamla=3

Took fraditional medicinedremedy medicine fo stop milk
Lingcebiso/uxiizelelo ngabaye=9

Advicedoressurs from ofhers
Ezinye=10,cacisa:
Other | specify
Ikuthathe ixesha elingakanani ukumyekisa .
5 lintsuku:
.| umphelo?
Days

Haw long did it fake you o stop ail breasifeeding?

Page1of 8
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MCH-ART: Infant feeding intentions/practices, Phase 3: 3,6, 9 & 12 mo pp

Version 3.2,17 February 2014

PID:3- -

6 Uceba ukuluncancisa olu sana kaphinda?
) Are you planming on breast feeding this baby sver again?

Hayino=10
Ewe ves=1

Andazi=9
Dot know

Aye acandeka aphuma ubumdaka amabele,
okanye wanengxaki emabeleni oko uhte

7. | walubeleka usana?
Hawve you had any infection, or prabient with your breasts
since we last saw you?

Hayi o= 0 » Ggithela ku- 10 “dietary 24 hour recall”
SKIP to Q10
Ewe ves=1

Ukuba ewe ngxakini le?
If yes, what problem did you have?

a. Ukudumba kwamabele
Engargement {swallen painful breasts)

b lingono ezichachambileyo
Cracked nipples

¢ isilonda ebeleni
Abscess (sore on the breast)

d. ulosuleleko

a. . )
Funda zonke , urhangqe ezenzekileyo Infection
Read all. circls all that apply e Ughagho
Operation
7 Umothuko
Trauma
g Ezinye, cacisa
Other, specify:
Usana lwakho belunangaphi ukwenzeka kwa le I;)E_EUKU —_—
9. | nto? T
’ Liveki:
i r
How old was your baby when this occumed: Wesks

Dietary 24hr recall

We will now ask you some guestions about your baby's feeding over the last 24 hours

10. | Ukuvuka kwakho izolo ekuseni kude ibe
kukuvuka kwakho namhlanje ekuseni uye

Hayi no= 0 » Ggithela ku-13

. SKIPto @13
waluncancisa usana? Ewe Yes = 1
From the time vou woke up vesterday morming fill vou woke
up this morming did you breasifeed your baby?
11.
Ukuvuka kwakho izolo ekuseni wade walala a. amaxa
ebusuku uluncancise kangaphi usana? #of times
From the time you woke up vesterday moming il vou went i .
fo bed last night, how many times did you breastfeed? b. usana lulilela ibele
# of on demand feedings
12. MNgelixesha uya kulala izolo kwade kwaba . amaxa
kukuvuka kwakho namhlanje LT #ofimes
ekuseni,uluncancise kangaphi usana?
From the time you went to bed last night il you woks up this d usana lulilela ibele

maming, how many times did you breasifeed?

# of on demand feedings
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6,9 & 12 mo pp PID:3-_ -

13.

Ukuvuka kwakho izolo ekuseni kude kube
kukuvuka kwkho namhlanje ekuseni:Ulunikile
usana ezinye zezi zinto.

Rhangga zonke omnike zona.

From the time you woke up yesterdsy morning Sl vou woks
up this morning: Oid you give any of the fallowing ffems fo the
child?

Read ALL: please circle ail that apply.

Ukuba umnikile sixelele umnike kangaphi?
And if you did, wall you please tell how many fimes you gave
it?

Amanzi Water, #

Amanzi aneswekile Any watsr with sugsr or glucoss, #_
ljusi yezighamo Any fruit juice, #

Ingcambu emanzini Any herbs in water, #_____
Iti engenabisi Any tes without milk, #_____

Iti enobisi Any tes with milk,

amanzi erayisi Rice water, # ___

Ubisi lwenkomo oluxutyiweyo Diluted cow's milk,
&

i Ubisi lwenkomo olungaxutywanga #___
Now diluted cow's milk,

j. Ubisi olungumgubo labantwana infanf formula,
#

k. Olungolunye ubisi olungumgubo #
Other powdered milk,

i Ezinye izinto njenge yogati itshizi ikhrim #___
Any ather dairy product ke yoghurt, cheese or cream,

m Ubisi lwebhokhwe Gosts mik #_

@ wa a0 oo

Rl

bread #_

|zighamolveqi Any fruitsfvegetables, #

Inyama ,intlanzi Any mest or fish, #_____

Amaqganda Eggs, #__

iGripe water Grpe wafer, #_____

Amayeza abhalwe nguggira

Any prescribed medicine, #__

Amayeza angabhalwanga nguggira Any non-prescribed

medicing, #__

v Into ebutywalara njenge bhiya,umqombothi Any alcohal fike
besrorbrew, £ _

v. Ezinye, cacisa: #
Other, specify

w naw oo

-

w. Nanye kwezi zikhankanywe ngentla

Mone of the above

Ipapa yabantwana ipapa,okanye isonka Cereals, porridge or

Formula Feeding
We would also like fo ask you some questions abouf using infant formula milk

14| Umnika umntwana ubisi lomgubo? Hayino=0 » Ggﬂ‘;:gé;ﬂ “leaving the child”
Iz the mother formula feeding? Ewe Yes= 1
15. Ibhotile =1
Bottles
lkomityi necephe=2
Cup and spoon

Yeyiphi indlela eghelekileyo yokunika usana ubisi
lomgubo?
What is the usual way that you feed the child formola milk?

Mthundeze xa iyimfuneko.
Prompt whern necessary.

lkomityi evulekileyo asele=3

Cipen cup and dinking

lkomityi enomngxunya wokusela=4
Cup with drimking spout

Ezinye=5

Cther

Andazi=9

Don't know
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16.

Ibhotile Bofties: #

. Ikomityi Cups #

c. |lkomityi zokondla ezinemingxuma yokusela
Feeding cups with drinking spouts. #

o

Zingaphi ezinye zezi zinto onazo b
ezisetyenziselwa ukondla usana?

Howr many of each of the fallowing items do you have that are
for infant feeding?

Nika inani lonazo ngento nganye. d. Itifi Teats®
Provides & number for each ifem that applies. e. Ezinye, cacisa into #
Other, specify ifem

Kuyakhuthazwa ukuxuba/ulungise isidlo esinye sobisi lomgubo ngexesha, kwaye ungalugcini

olushiyeluley ubisi, kodwa abanye omama bafumanisa kulula kwaye kungabizi ukuxuba ubisi olungu
mgubo lwabantwana olwanele ngaphezu kwesidlo esinye, banika inxenye yobisi kwisidlo esinye kwaye
bongele isininzi sobisi isidlo esilandelayo. Ngoku sizakubuza eminye imibuzo malunga nokuba

ukukhetha ukuxuba kwaye utyise ngayo umntwana wakho amaxesha amaninzi:

It is recommended to only mix/prepare one feed of formula milk at a time, and not store leff over milk. However,
some mothers find it easier, and cheaper, to mix enough formula for more than one feed, they give some of the
milk for one feed and save the rest of the milk for the next feed. We are now going to ask some questions about

how you choose fo mix and feed your baby most of the time:

Kukangaphi ngemini (iiyure ezi -24)ulungisa ubisi
lomgubo xa usana luza kuncanca.
(Kukangahpi uxuba ubisi lomgubo, hayi amaxa

‘| omncancisa ngawo)

How many fimes during a day (1L.e. in 8 24 hour pericd) is the

formula normally prepared for the child? (Number of times the

formula is mixed, pot number of imes given)

amaxesha
times

75ml
» . 100ml
Lubisi olungakanani lomgubo wabantwana 125ml (1/2 yebhotile=1bhotile encinci))
oghele ukululungisa ngexesha elinye (hayi 150ml
ubungakanani obutyisa umntwana kwisidlo ;Egm:
18 asinye)? ; m
esmye} 1 How much farmuia is normslly preparsd af one 250ml (1 bhotile enkulu)
time (not how much is fed to the baby in ons feed)?
. 500ml
Mthundeza xa kuyimfuneko .
1 litre
Prompt when necessary. ) .
Eminye, cacisa : {mls)
Cther, specify
Andazi! Don't know =19
Umncancisa ubisi lomgubo olungakanani
19| ngexesha? (mls)
How much formula is fed fo the child each ime?
Egumbini: lugqunyiwe=1
FRoom; coversd
Xa ubisi lomgubo wabantwana selulungisiwe | Egumbini ;lungagqunywanga=2
. . - - Room; uncoversd
(luxutyiwe), ulubekaphi ubisi oselulungisiwe Kwisikhencisi=3
kude ube uyamtyisa umntwana/phakathi Refrigerator
20| kokutyisa umntwana?When the formula has been Eflaskini lupholisiwe=4
prepared (mixed), whers is the prepared formuls stored Hﬁs“f CDD}?G: ﬁ'lstl .
untilbetween feeding the baby? Andilugcini,ndilunika ngoko=5
Mthundeze xa kuyimfuneko. Do nof store, give it directly
Prompt when necessary. Ezinye=6 cacisa:
Cther, specify
Andazi=9
Don't know
Columbia University IRB
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PID:3- -

Anjani amanzi owenza ngawo ngesighelo ubisi?
How was the water you use for the child’s formuia feeds

Billisa phambi kokunika usana=1

Boil before each feed

Bilisa kanye ngemini agcinwe:egqunyiwe=2
Boil once a day and stors it: coversd

Hluza=3

Fiffer

Linda acwenge=4

Aliow fo settle

21.| normally prepared? Galela iblitshi=5
Aphendule kubekanye ungamthundezi Bleach _
Ons responss only, do pot prompt And_enZI nto=6
Nothing
Bilisa,gcine amanzi ashushu eflaskini=7
Bail, store hot water in flask
Ezinye=8 cacisa:
Ciher, soecify
Andazi=9
Dot know
Ubisi lomgubo ulufumana esibhedlele /kliniki
77 losana lwakhao? Hayi No =0 2> SKIP to Q25
Are you currently receiving formuis milk from the Ewe ves=1
haspitaliclinic for your infant?
Ukuggibela kwethu ukubonana nawe, ukhe
wayokuthatha ubisis wafumanisa ukuba Hayi o = 0 » Ggithela ku-25
2. baphelelwe lubusi? Ewe ves=1 SKIP w0 Q23
Since we last saw you have you been ta the dlinic fo collect
milk and found that they were ouf of siock?
Yenzeke kangaphi lonto emva kokuba siggibele
24.| ukubonana nawe? amaxesha
How many times has this happened since we last ssw you? # times
Ukuggibela kwethu ukubonana nawe, ukhe
- wamthengela umntwana wakho ubisi Hayi No =0
olungumgubo lwabantwana? Ewe ves= 1
Since we last saw you, have you purchased any formula milk
far your infant?
Ukuggibela kwethu ukubonana nawe, ukhe . .
. Hayine =10 » Ggithela ku-29
2¢.| waphelelwa lubisi lomntwana olungumgubo? SKIP fo Q29
Ewe ves=1
Since we last saw you, have you ever run ouf of farmula milk?
97 Ithathe ixesha elingakanani? lintsuku :
Howr mamny days did this lasi? Days
a.  Ubisi lwebele Breast milk
b. lpapa Poridge
Uluncancise ntoni usana ngeli xesha? & Amanzi Wstsr
What did you feed the baby during this time? d.  Amanzi aneswekile Sugar and water
28, e ltiTes
Rhangqa zonke omnike zona . Ndiluthengile Purchased formulz
Circle all that apply g |jL.ISi Juice
h.  Ezinye,cacisa;
Ciher, soecify
29 Unalo ubisi lomgubo namhlanje endlini? Hayino =0
Do you have any formuls in the house today? Ewe Yes=1

Page 5 0f 8

Columbia Ur

IRE &p Data: |
=trritinlc of couinde kst |

73



MCH-ART: Infant feeding intentions/practices, Phase 3: 3,6, 9 & 12 mo pp

Version 3.2,17 February 2014

PID:3- -

Ukuggibela kwethu ukuonana nawe, ukhe
wamncancisa umntwana ibele, umz: ukumlalisa

Hayine=0

30.| ebhedini ngokuhlwa xa lila?
g Ewe ves =1
Since we last saw you, have you ever put your baby fo the
bresst e.g. fo go to sleep, in bed af night fime, when crying?
Ukuggibela kwethu ukubonana nawe, ukhe
wabona iintengiso ezibhengeza ubisi
31 lwabantwana olungumgubo kuyo naphi na Hayi no=10
| iKliniki? Ewe ves=1

Since we last saw you, have you ssen adverts af any health
clinic adveriising formuia milks?

Questions about leaving the child

32.

Wakhe wohlukana nosana lwakho oko saggibela
ukubonana, wade umntana watyiswa ngomnye
umntu?

Have you ever been separated from your child since we last
SaW you, =0 that somsone eles has fed the child?

Hayi o = 0 = Ggithela ku-34
SKIP to Q34
Ewe ves=1

33

Luye lwancanciswa ntoni usana oku kokuggibela
ungekho?

What did they feed the child the last time you wers away?
Rhangqga zonke ezenziweyo

Circlz all that apply

a.  Umxube wamanzi
Water bassd liguids

b, Umxube wobisi/ukutya okuthambileyo
Milk based liquids/semi-sclid feeds

¢ Ubisi lwam lwebele ebendilukhamile
My own expressed breast milk

d  Usana beluncanciswe ibele ngomnye umdlezana
The child was “wef nursed” (breastfed by ancther woman)

e. Ubisi lomgubo
Formula milk

£ Ukutya ebendikuhlafunile kosana
Food that | chewed for the baby

g.  Andazi Do not know

h.  Enye,cacisa -

Gther, Specify
Last questions about formula and breastfeeding:
We will now ask you five more questions about milk feeding
a. Multivitamins (eg Kiddivite)
b. Iron drops
Ngawaphi kulamayeza atyiwa lusana lwakho: c. Zinc syrup
Which of these medicines is your baby currently d. Nevirapine
receiving: e. Co-timoxazole (or Bactrim/ Trimethoprim-
Sulphamethoxazole / Resmed / lantibiotic
34. | Flease show the mother a range of possible medicines: ukukhusela ulwasuleleko Iwesifuba (antibistic to
mulfivitaming, iron drops, nevirsping, cofnmoxazole, TE . .
treatment and antibiotics prevent chest infection})
f. TE drugs
Rhangqa zonke ezenziweyo g- Antibiotics
Gircle ail that apaly h. Enye,cacisa Other — specify
i. Umntwana akanamayeza awatyayo Baby is not cumently
receiving any madicing

Columbia University IRB
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Ebengakanani umntwana ukugala kwakho

ukumnika ezinye izinto ngaphandla kwebisi

lebele okanye amayeza? Ngamany amazwi, # weeks old OR

ebengakanani yena xa wayeqala

35. | ukufumana amanzi okanye ukutya okanye

ubisi lomgubo wabantwana?

How old was the baby whan you FIRST gave him'her
anything other than breast milk or medicineg?  In ofher
wiards, how ofd when he/she first had any water or food or
formuia milk?

zange ndamnika enye into umntwana ngaphandle kwebisi

lwebele= 0; »Phela apha/ END
Have never given the baby anything other than breast milk and medicine

Unsure =9 2»Phela apha/ EnD

Ukusuka kwixesha ovuke ngalo kusasa izolo
kude kuye ekuvukeni kwakho kusasa nje,

36. | ubukhe wamnika umntwana wakho ubisi

olungumgubo lwabantwana?
From the time you woke up yesterday moming Gl you woke
up this morning did you give your baby any formula milk?

HayiNo =0 = Gagithela ku-39

SKIP to Q39

Ewe ves=1

37.

Ukusuka kwixesha ovuke ngalo kusasa izolo
kude kubelixesha lakho lokulala, umncancise
kangaphi umntwana wakho ubisi olungumgubo
Iwabantwana?

From the tims you woke up yesterdsy moming il you went

fo bed last night, how many fimes did you feed your baby
formuia milk?

amaxa
#af times

Ngelixesha uya kulala izolo kwade kwaba
kukuvuka kwakho namhlanje ekuseni,
umncancise kangaphi umntwana wakho ubisi

38. | olungumgubo lwabantwana?

From the time you went to bed last night 6l you woks up this
maornirg, how many times did you feed your baby formula

milk?

dmaxa
#of times

Questions about introduction of complementary foods

We will now ask vou abauwt feeding your baby food other than milk

Questions about introduction of complementary foods

We will now ask you about feeding your baby food ofher than milk

Ukhe umnike umntwana wakho okunye ukutya
okanye ukutyana okulula ngaphandle kwebisi

Hayi No = 0 >Phela apha/ END

39
lwebele? Ewe vss=1
Do you give your baby any masals or snacks besides milk?
a. Kwiveki yokuqalaWithin 1 week of birth
b.  1-4iiveki ubudala 1-4 weeks old
Ebengakanani umntwalna wakho ukumgalisa c. 1-2iinyangal-2 months old
kwakho ukutya nakuphi na ukutya, okanye .
- d. 2-3iinyanga 2-3 months old
ukutyana okulula ngaphandle kwebisi lebele? e 4.5 iinvanga 4-5 months old
40. | At what age did you FIRST give your baby any meals or ) - yang
snacks besides milk? f. Giinyanga 6 months old
g. Ebemdala kunenyanga eziy6 iinyanga zobudala
Khetha ibenye choase one aption Older than & months, # months age:
h. Andiginisekanga
Unsure
Umpha kubekangaphi ngemini umntwana
wakho ukutya ngaphandle kwebisi lwebele
41. # times per day

okanye ubisi olungumgubo lwabantwana?
How many times PER DAY do you ususlly feed your baby
food other than milk? (both snacks and meals)
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Umphe kangaphi ukutya umntwana wkaho izolo
42 | ngaphandle kwebisi lebele? #
How many times did you give your baby food other than milk
vesterday? (both snacks and meals)

times per day

a. Ateaspoon or less

Ughele ukutya ckungakanani umniwana wakho b. %-lz cup
ngexesha lesidlo? c. ¥-1cup
43. How much food (other than milk) doss your baby vsually est d. =1 cup
per meal?** Please show maother the study-specific cups e. Enys,cacisa Other, specify:
(full cup, half cup, quarter cup) and feaspoon f Andiqinisekanga
Unsure
Date completed: __ _ ¢+ Signed counsellor completing CRF:
DateofQC. __ _ ¢ _ _/__ _ _ Signed measurement nurse:

Columbia University IRB
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PID: 5 - -

HU2: Maternal Demographics & Medical History, visit Al

Xhosa-English Version 2.1, 2™ October 2014

Visit Date: ! !

Phambi kokuba uphendule uyacelwa uggibezele iinkcukacha apho unckufunyanwa khona xa ufunwa.
Before completing this questionnaire please remember to complete the jocator information form.

Siza kubuza imibuzo embalwa

We are now going fo ask you a few questions:

SECTION A: Maternal demographics

1.

Mingaphi iminyaka yakho
What is your age?

Age: Iminyakalyears

Uloluphi uhlanga

UmAfrika african = 1
Indiya imdian = 2
Umntu webala colourea = 3

Khetha ibenye /Choose ane only

2 What population group do you belong fo? Ummngu Wite = 4
Olunye = 5, cacisa:
Oither specify
isiXhosa =1
isi_Zqu =2
5 |Uthetha oluphi ulwimi ekhayai? isiBhulu afriksans = 3
© | What language do you speak af home? isiNgesi Engiish = 4
Olunye = 5, cacisa:
Other specify
- . : Umgangatho/Grade: Okanye/or
Lelephi elona banga liphezulu oliphumeleleyo? X
4. | What is the highest level of schooling/education that you have Ibangal Standard:
compsted? | .
Imfundo enomsilal Postsecondsry;
5 |Ngoku uyasebenza okanye uyafunda Hayi nvio = 0 3 Gaithela ku Q7 skipto Q7
| Are you curently working snd Jor studying? Ewe vez =1
Ndiphangela isigxina= 1
Emplaysd full-time
Ukuba nguEwe, yeyephi kwezi zilandelayo echaza, Eﬁﬂﬁﬁ%ﬂf‘mg‘a"gqapha"gqap“a =2
bhetele ukuba wenza ntoni? Ndiphangela izingxungxo/ ndingumatheng
§. | {fyes, which of ons the following best describss what you do?

‘ethengisa = 3
Infarmal job/hawker
Uhamba isikolo/ ungumfundi = 4
Affending schoollearner
Uhamba isikolo semfundo enomsila = 5
Aftending tertiary education facility
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Ayikho =0
Maone
Umsebenzi osisigxina =1
Fuii-time employment
Umsebenzi wamaanggaoha-nggapha =2
Pari-fime emplayment
Umsebenzi wezingxungxo/ umthengisi =3
Informal employment
Imali yesibonelelo sokukhuba zeka
) o karhulumente= 4
Ngowuphi owona mthombo wemali kwikhaya lakho? | Dissbilty grant
What is the MAJOR source of income for your household? Imali yesibonelelo karhulumente =5
T Saocial grant
Khetha ibenye /Choose one only Umhlala phantsi =6
Pension
Olunye imali yesibonelelo =7
Other grant
chaza:
specify fype
Olunye =8
Other
Chaza:
specify
Andazi = 9
Dan't know
Ityotyombe/ uhlaliso olungahlelwanga = 1
Shackdinformal dwelling
_ o Indlu yesitena = 2
s | Uhlala kwikhaya elinjani? Formal house
" | What kind of home do you live in? Ifletif indlu kamaspala = 3
Flatcouncil hame
Enye = 4, chaza:
Othier, specify
s Indlu yangasese Hayi/no =0
A toilet inside Ewelves =1
b Amanzi abalekayo Hayi/no =0
empompo =
] ] Running water inside Ewe/yves =1
Ingal_}a mqlu yakho inazo = Umbane Hayi/ne =0
g |2 zinto zilandelayo: Electricity inside Ewe/ves =1
- | Dogs your house have the - — - —
following: d. lsikhenkcisi Hayi/ne =0
Read and answer for al A refrigerator Ewelves=1
e Umnxeba Hayi/no =0
A telephons Ewelves =1
¢ Umabona kude Hayi/no =0
A television Ewelves =1
Bangaphi abantu abahlala kule ndlu bedibene _
10, |nawe(abadala,abancinci)? Inani labantu:
Including yourself how many people (adulfs and children) live in your #of people:
house?
Bangaphi abadala (iminyaka-16 Inani labadala:
11. | nangaphezulu)bedibene nawe abahlala kule ndlu? # of adults '
How many adults (aged 15 or older), including you, live in your house?
Bangaphi abantwana (iminyaka -15 nanganeno ) . .
12. | abahlala nawe? Inani labantwana:
. : L # of children
How many children (aged 15 and under] live in your house?
13. | Ukhulelwe kangaphi (kudibene nesi isisu)? inani lokukhulelwa:
" | How many times have you been pregnant (including current pregriancy)? | # of pregnancies:
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Ingaba ubuzama ukuba nosana ngelixesha Hayi/ne = 0
14 |ufumanisa ukuba ukhulelwe (Kwesi isisu)? Ewelves= 1
Were you frying fo have a baby when you found out you vere pregrnant - . _
{in this pregnancy)? Andazili don't know = 9
) Inani labantwana:
15, | Bangaphi abantwana obazeleyo? # of childrsn
" | How many children have you given birth fo? Ukuba = 0, Ggithela ku Q20
If 0, SKIP to Q20
16. | Bangaphi kwaba bantwana abaphilayo? Inani labantwana:
° | How many of fthese children are living? # of children
17 |Bangaphi kwaba bantwana abahlala nawe ngoku? Inani labantwana:
" | How many of these children cumently five with you? # of children
18. Not applicable
19. Not applicable
50, |Uya thandana ngoku? Eﬁgfﬁ;o-} Ggithela ku Q25
Are you currently in a relationship? Ewelves= 1
Utshatile = 1
Marrisd

Ungaluchaza njani uthando lwakho?

Anditshatanga ,ndiya hlalisana =2
Not married, living fogether

How many cigarettes do you smoke in a day?

21 Nditshatile, asihlali kunye = 3
" | How would you describe your current relafionship ? Marrisd, not ving together
Anditshatanga, asihlali kunye = 4
Not marmed, not living together
Enye =5, cacisa:
Oiher, speciiy
22 Lileshe ellingakanani unobudlelwana nalomntu? Ixesha Inyanga tonths
* | How long have you been in a relationship with this person? Duration in: Iminyaka vears
Ingaba eli gabane lakho ngutata womnye I
531 |wabantwana bakho(kunye nalo umkhulelweyo)? Hayiino =0
Is your currsnt partner the parent of any of your children? (including Ewelves=1
current pregnancy)
24, Not applicable
_Ubukhe wabelana ngesondo nabanye abantu Hayi/vo = 0 > Gaithela ku Q51
25_|ingenguye lomntu uthandana naye? 3 SKIP to @ 57
In the last 12 months have you had any sexual relationships/sexual Ewelvez=1
partners? (if in a relationship then ofher than this pariner)
Bunjani ubudlelwanebakho namanye amagabane a. Umlingane/nditshatile
ngaphandle kwegabane lakho langoku ukuba Spouss/ marrisd
akhona? b. Igabane lam
26. | What is the nature of your relationshio(s) 7 (ofher than current partner if Bayfriznd
applicable) c. lgabane lethutyana
Caszual Paniner/One Night Siands
Rhangga konke ckunggamene nawe. d. Omnye ,cacisa:
Mark all that apply. Other, specify
Questions 27 to 50 are not applicable
Ubukhe watshaya isagarethi kulenyanga iphelileyo? Hayi No =0 » Ggithela ku Q. BT
51 Did you smoke cigarettes in the last month? @ SKIP to Question B1
¥ 9 ) Ewe ves=1
52 Utshaya isigarethi ezingaphi ngemini® # cigareties
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SECTION B: Maternal medical history
Ugeshe imoto = 1
Hired car
Uze ngemoto yakho=2
My own car
Uze ngetaxi=3
1 Uze njani ekliniki namhlanje? Taxi
© | How did you get fo the clinic today? MNgebhasi=4
Bus
MNgenyawo=5
Walk
Olunye =6,cacisa:
Oiher, specify
5 Uthathe ixesha elingakanani ukuza ekliniki namhlanje? Imizuzu/Mimstes:
© | How long did if take you fo get to the clinic foday? lyure/Hours:
3 Uhlawule malini ngesithuthi? Rand:
" | How much did you pay for transporf? )
4 |Vthathe ixesha emsebenzini ukuza apha? Hayi/ne =0
" | Did you take time off of work to come hers? Ewelves =1
Kuye kwafuneka wenze isivumelwano nabantu bajonge Hayino=0 Gg{'}(ﬂf::g;" ar
5 umrm.'..'.a\r1.=;u'a|barlm'nrar1a.‘.p Ewe vas =1
gﬁﬁﬁaw;@ make special amangements for peoaple fo walch your Andinabantwana = 2 5 quthela ku Q7
Hachidrent Don't have any children  SKIP fo QT
Kuye kwafuneka uhlawule umntu oza kujonga usana
g |ngelixesha uze ekliniki? Hayife =0
| Did you pay somsons fo watch your child so you could coms fo the Ewe/ves =1
clinic?
Hayi/no=0 = END contact 5C to complete tarmination
7 Usakhulelwe? CRF
© | Are you still nant?
you s pEg Ewe/Yes =1
g |Uneveki ezingaphi ukhulelwe? livekil Weeks:____ okanysfor
© | How many weeks pregnant are you? linyanga Months:
Kolu umitho ingaba, uggira ckanye unesi uthe une-TB? Hayi no = 0 » Gqithela ku Q14
9. | During your current preqnancy, has & dactor or nurse told you that you SKIP fo Q14
havs TB? Ewe ves=1
10 Uxelelwe nini ngoku kugula? Umhia: Inyanga: Unyaka:
" | When did you receive this diagnosis? Day Manth Year
1 Uxelelwe phi ngoku kugula? Igama lekliniki :
" | Where did you receive this diagnosiz? Name of clinic
12 Iphi emzimbeni wakho le TB? Indawo emzimbeni :
" | Where in your body wae the TB (eg, lungs, ofher location)? Place in body
13 Uye wafumana unyango lwayo? Hayifie =0
* | Did you receive treatment for TE? Ewe/lves =1
Ngaphandle koku kukhulelwa ,uggira okanye unesi bakhe , ,
gap 99 ¥ Hayi no = 0 » Ggithela ku Q20
14 | bakuxelela ukuba une-TB? SKIP fo Q20
" | Other than during this pregnancy has & doctor or nurss gver told you that Ewe ves= 1
you have TB?
Page 4 of 6 Initials of counsellor:
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Waxelelwa nini ngoku kugula kugala ingekuko ngoku
15 ukhulelwe? Umhia: Inyanga: Unyaka:
| When did you receive this disgnosis the last fims (not during this Day Menth Year
pregnancy)?
16. | Waye walufumana unyango ngoko? Hayifno =0
" | Did you receive freatment for TE the last time? Ewelves =1
Kungamaxesha amangaphi ewonke ufumana unyango Amaxesha:
17. | lweTB? # of times
Howr many times in total have you been treated for TB? Ukuba ngu-0 Gqithela ku Q20/ g, 5KIP to Q20
18 Walufumana phi unyango lwe TB? Igama lekliniki :
" | Where did you receive your TB freatmeni? Name of clinic
6 nyanga=1
& months
8 nyanga=2
& months
Lixesha elingakanani ufumana unyango lweTB ukuggibela |9 nyanga=3
1g_|kwakho ukunyangelwa yona? § months
How long did you receive freatmsnt for TB the last time you were treated | lyaghubekeka=4
far TB? On-going
Amanye=>5 cacisa:
Cither, specify
Andazi=9
Dont know
30 Wakhe whacitha ubusuku esibhedlele? HayiNo=0 > Gg;t(ﬂjefl:é{zl.;022
Have you ever spent the night in hospital? Ewe ves= 1
24 Ukuba nguEwe, cacisa ngezantsi ulalise ngalunye
" | If yes, list details for each admission below:
a. lsizathu b. Ulaliswe nini? c. Isibhediele/inki | ¢ WWawukhulehve
Resson for admission Date of Admission Hospitsi/ Clinic Vere you pregnant
time of this admission?
. — ——— Hayi/Na =0
L Umnhla: Inyanga Unyaka
Day an% ‘r';ar EwelYes =1
i JmiE myanga Unyaka Hayi/Ne =0
Day et Year EwelYes =1
. OwiE  Tyangs  Unyaks Hayi/lNo =0
Day Wonth Year EwelYes =1
. — e Hayi/No =0
V. Urnhla: Inyanga Unyzaka
Day Month Year EwelYes =1
v. Gris e Ume Hayi/No =0
Day Month fear Ewe/lYes =1
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PID: 5-

Kolu mitho ubukhe wathunyelwa kwesinye isibhedlele
kuba uguliswa kukukhulelwa (Mowbray,okanye Groote Hayi vo = 0 » Ggithela ku Q23
22. Schuu r] SKIP o Q23
During this pregnancy, have you been referred to any other health facility Ewe ves=1
for pregnancy-related care {eg, Mowbray or Groote Schuwr)?
a Ubuthunyelwe phi? lgama lendawo:
© | Where were you referred? Location
b Wawusithini umhla wokuthunyelwa kwakho? Umbhla: Inyanga: Unyaka:
© | What was the date of the referral? Day Month Year
Isizathu:
c Yintoni isizathu sokuthunyelwa kwakho? Reason
© | What was the reason for the refemral?
Hayifne =0
Ingaba wafumana unyango olutsha/ amayeza? Ewelves =1
d. Did you receive any new freatment or medications a5 & result of this .
referrsi? Ukuba nguEwe, cacisa:
If Yes, spscify
Kolu mitho ingaba uye wathunyelwa kwesinye isibhedlele X
Jene Y Y Hayi Mo = 0 > END
53 | ngenxayokugula(Jooste,Groote Schuur)
" | During this pregnancy, have you been refermed fo any other health facility Ewe Yes= 1
for other medical cars {eg, GF Jooste or Groote Schuur)?
a Ubuthunyelwe phi? Igama lendawo:
" | Where were you refermed? Lacation
b Wawusithini umhla wokuthunyelwa kwakho? Umbhla: Inyanga: Unyaka:
© | What was the date of the referral? Day Month Year
Isizathu:
c Yintoni isizathu sokuthunyelwa kwakho? Reason
" | What was the reason for the referral?
) Hayi/no =0
Ir'u_gaba wafumana unyango olutsh:_ai amayeza’ . Ewelves =1
d. Did you receive any new treatment or medications as a resull of this .
referral? Ukuba nguEwe, cacisa:
If Yes, specifi
Questions 24 to 38 are not applicable
Date completed: __ Signed counsellor completing CRF:
DateofQ@C: _ /| Signed measurement nurse:
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VisitDate: ___ [/ ¢
Mingaphi iminyaka yakho . ;
ige fwage? yaka'y Age: Iminyakalyears
UmAfrika African = 1
Indiya indian = 2

Uloluphi uhlanga
What popuiation group do you bslong fo?

Umntu webala coioursa = 3
Umlungu waite = 4
Olunye = 5, cacisa:
Other specify

Uthetha oluphi ulwimi ekhayai?
What language do you speak at home?

isiXhosa =1

isiZulu = 2

isiBhulu afikaans = 3
isiNgesi Engiish = 4
Olunye = 5, cacisa:
Other specify

Lelephi elona banga liphezulu

oliphumeleleyo?
What is the highsst level of schooling/education that you have
compilefed?

Umgangatho/crade: Okanyelor

Ibanga/ Standard:
Imfundo enomsilal Postsecondsn

Ngoku uyasebenza okanye uyafunda
Are you cumrently working and Jor studying?

Hayi no = 0 » Ggithela ku Q7 skiP to Q7
Ewe ves=1

Ukuba nguEwe, yeyephi kwezi zilandelayo

echaza, bhetele ukuba wenza ntoni?
If ves, which of one the following best describes what you do?

Khetha ibenye /Chocse one only

Ndiphangela isigxina = 1

Emplayed full-time

MNdiphangela manggaphanggapha = 2
Employed part-fims

Ndiphangela izingxungxo/ ndingumatheng ‘ethengisa = 3

Infarmal job/hawker

Uhamba isikolo/ ungumfundi = 4
Attending schoollearner

Uhamba isikolo semfundo enomsila =5
Attending fertiary education facilify

Ngowuphi owona mthombo wemali kwikhaya

lakho?
What iz the MAJOR source of incomes for your household?

Khetha ibenye AChoose one only

Ayikho =0

None

Umsebenzi osisigxina =1

Fuil-time emplayment

Umsebenzi wamaanggacha-ngqapha =2
Part-time emplayment

Umsebenzi wezingxungxo/ umthengisi =3
Infarmal employment

Imali yesibonelelo sokukhuba zeka karhulumente= 4
Dizabiiity grant

Imali yesibonelelo karhulumente =5

Social grant

Umhlala phantsi =6

Pension

Olunye imali yesibonelelo =7

Cther grant

chaza:

specily lype

Olunye =8

Cifer

Chaza:
specify
Andazi =9

Don't know

Page1of 7
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PID:1-__ -

Ityotyombe/ uhlaliso olungahlelwanga = 1
Shackinformal dwelling
_ o Indlu yesitena = 2
g |Unlala kwikhaya elinjani? Formsl house
© | What kind of home do you live in? Ifletlf indlu kamaspam =3
Flaticouncll home
Enye = 4, chaza:
Oiher, specify
: lyr;(rjwl;asese Hayi/ne =0
% toiict insige | EWE/Yes =1
b, Amanzi
abalekayo |Hayi/no =0
EmMpompo | Ewe/ves =1
B . Running water
Ingaba indlu yakho inazo inside
9 |ezi zinto zilandelayo: ¢ Umbane Hayi/ne =0
Dipes your house have the following: Electricity inside | Ewelves =1
Read and answer for all - — - =
d Isikhenkcisi |Hayi/no =0
A refrigerator Ewelves =1
e Umnxeba |Hayi/no=0
A telephone Ewelves =1
" mabona | Hayiine =0
ude _
A television Ewelves =1
Bangaphi abantu abahlala kule ndiu bedibene .
10 | nawe(abadala,abancinci)? Inani labantu:
Including yourself, how many people (adults and children) live | # of people:
in your house?
Bangaphi abadala (iminyaka-16
» nangaphezulu)bedibene nawe abahlala kule  ||5ni labadala:
- ndlu? # of aduits
How many adults (aged 15 or older), including you, lve in your
house?
Bangaphi abantwana (iminyaka -15 .
Inani labantwana:
12.|nanganeno ) abahlala nawe? £ of children
How many chitdren faged 15 and under) live in your house?
. Ukhuletwe kangaphi (kudibene nesi isisu)? inani lokukhulelwa:
- | How many times have you been pregrant (including cumrent # of pregnancies:
pregnancy)? _ i
Ingaba ubuzama ukuba nosana ngelixesha Hayilne= 0
14, Ldfumanﬁa urEL:;ba UI;Q_;U'E,!]WE (K:ve? |3|su)? Ewelves= 1
‘ere you frying ave a baby when you found out you were - . —
pregnant {in this pregnancy)? AndaZIﬂ don't know — g
) Inani labantwana:
15. |Bangaphi abantwana obazeleyo? # of children _
* | How many children have you given birth fo? Ukuba = 0, Ggithela ku Q20
I 0, SKIP to Q20
16. | Bangaphi kwaba bantwana abaphilayo? Inani labantwana:
" | How many of thess children are living? # of childrsr
7 Bangaghl kwaba bantwana abahlala nawe Inani labantwana:
- |ngoku’ ] o # of children
How many of these children currently live with you?
Bangaphi kwaba bantwana ekufumaniseke . . _
18. | bakho ukuba baphila nentsholongwane? Lng::dabar_whva_na abaphila nentsholongwane:
| - ~pasitive children
How many of your children have fested HiV-positive?
Bangaphi kwaba bantwana_ baphila Inani labantwana abaphila nentsholongwane abaphilayo
1g9. |nentsholongwane abasaphilayo? ngoku:
gﬁ:;nn;zﬂ_:;?g;ese children who have fesfed HIV- posifive are #of Hn'l."-pﬂm.ren currently slive
Columbia University IRB
\:; i ;; IRE Ap at
— L untll: §
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PID:1-__ -

20.

Uya thandana ngoku?
Are you currently in a relationship?

Hayi/ne = 0+ Gqithela ku Q25
SKIP to Q25

Ewelves= 1

21.

Ungaluchaza njani uthando lwakho?
Howr would you describe your current redationship?

Utshatile = 1

Married

Anditshatanga ,ndiya hlalisana =2
Not married, living fogether

Mditshatile, asihlali kunye =3
Mamrisd, not living fogether
Anditshatanga, asihlali kunye = 4
Not marmied, not living togsther

Enye = 5, cacisa:

Cifher, specify
s Llltlashe el!;ngakananl uncbudlelwana Ixesha Inyanga months
- | nalomntu’s purationin:  Iminyaka vears
How long have you been in a relationship with this person?
Ingaba eli gabane lakho ngutata womnye
- wabantwana bakho(kunye nalo Hayifvo = 0
- lumkhulelweyo)? _ Ewelves= 1
Iz your curment pariner the parent of any of your children?
{including current pregnancy)
Ulichazele na igabane lakho ngesimo sakho Hayilno = 0
24| sentsholongwane? Ewelyes = 1
Have you disclosed your HIV status fo your currsnt partnsr?
Ubukhe wabelana ngesondo nabanye abantu ) .
ingenguye lomntu uthandana naye? Hayi/no = 0 > Gqithela ku Q28
25 - SKIP fo Q 28
In the last 12 months have you had any sexuval _
refationships/sexual partners? (if in a relationship then other Ewelves =1
fhan H'{r'.c nﬁn‘nﬁr‘.\
Bunjani ubudlelwanebakho namanye a. Umlingane/nditshatile
amagabane ngaphandle kwegabane lakho Spouss/ marmisd
langoku ukuba akhona? b. Igabane lam
2. | What is the nature of your relationship(s)? (other than current Boyfriend
" | partner if applicable) c. |gabane lethutyana
Casual Partner/One Might Stands
Rhangga konke ckunggamene nawe. d. Omnye cacisa:
Mark ail that apply. Other, specify
Ubaxelele aba bantu wabelana nabo I
57 |ngesondo ukuba uphila nentsholongwane? Hayi/no =0
Have you disclosed your HIV sfafus fo any of these ofher Ewelves =1
sexual parfiners?
Ubugala ukufumanisa ukuba unentsholongwa .
- : Koku ukukhulelwa =1 2 Gaqithela ku Q32
- kagawulayf?o kolumitho okanye phambi kokuba |, .- pregnancy SKIP to Q32
- |ukhulehwe? o ] Phambi koku ukukhulelwa =2
Did you first fest HIV positive in this pregnancy or before this Befors this pregnancy
oregnancy’?
Kwakunini ukugala kwakho ukufumanisa
29| ukub hq | k lavo? Umhla: Inyanga: Unyaka:
- |ukuba unen}s olongwane kagawulayo? Day Monih Year
When did you 1= fest HIV-positive?
Ndivavanywe ngelixesha ndikhulelweyo = 1
Tested during pregnancy
VCT/Ndandifuna ukuvavanywe =2
VCTAVanied to be tested
30 |Kwakutheni ukuze oluhlolo lwenziwe? Ndafunyaniswa ndinesifo sephepha (TB) = 3 Disgnosed with
" | \Why was this test conductsd? T
Ndangeniswa esibhedlele = 4
Admitted to the hospital
Enye = 5, cacisa:
Oiher, specily Columbia University IRB
pronel Date: 112772013
— for ugs umtll: 1172872014
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Ingaba wawukhulelwe ukugala kwakho
34 |ukufumane ukuba unentsholongwane

kagawulayo?
Were you pregnant when you first tested HiV-positive?

Hayi/ne= 0
Ewelves=1

Wakhe wanazo iziphumo ezingena chaphaza

Hayi/ne = 0 =Gqithela ku Q36

32. | kuvavanyo lwentsholongwane kagawulayo? SKIP to Q36
Hawve you ever tested negative on an HIV fest? Ewelves= 1
Uggibele nini ukuba neziphumo

33 |ezingenachaphaza zovavanyo Umhla:___ Inyanga: Unyaka:
Iwentsholongwane kagawulayo? Day Month ear

When did you last test HIV-negative?

Kwakutheni ukuze uvavanywe ngelo xesha?
34 | What was the reason for you doing the HIV

test?
Why did you test at that fime?

Ndivavanywe ngelixesha ndikhulelweyo = 1
Tested during pregnancy

VCT/Ndandifuna ukuvavanywe =2
VCTAWanted to be tested

Ndafunyaniswa ndinesifo sephepha (TB) = 3 Diagrosed with
T8

Ndangeniswa esibhedlele = 4
Admifted fo the hospital
Enye = 5, cacisa:

Cther, specify
Wawukhulelwe ngeloxesha uvavanyelwa Hayi/No = 0
35.|intsholongwane? Ewelves = 1
Were you pregnant at the fime of that tesf?
Wakhe waxelela nabanina ukuba Hayiino = 0 =2Ggithela ku Q39
36. |unentsholongwane kagawulayo? SKIP to Q39
Hawve you told anyone that you are HV-positive? Ewelves =1

MNgawaphi amlungu osapho lwakho owaxeleleyo ngesimo sakho sentsholonwane?
Which of your family membsrs have you told about your HIV stafus?

37 |Mceda phendula lombuzo ngelungu ngalinye losaphe oludweliswe ngezantsi.

° | Please answer this question for each of the family members lisfed below.

Wamxeleleu_ ukuba unentsholongwane kagawulayo?
Hawve you fold your that you are HIV positive?
Umyenisgab Hayi/Ne = 0
a. anang Ewelves=1
Husbandiarinerboyfiend MIA =9
Hayi/Ne = 0
b. n‘fmﬂama Ewelves= 1
=r N/A =9
Hayi/No = 0
C. Eﬁﬁﬂ? Ewelves =1
NA=9
Hayifvo = 0
g | Ydade Ewelves =1
NA=9
Hayi/vo = 0
e. En;}akwenu Ewelves =1
rother N/A=9
. Hayifvo = 0
f. | Intombi Ewelves =1
“a NIA=9
Hayifvo = 0
g. gnyana Ewelves=1
on N/A=9
Hayi/io = 0
h. E“ﬂ}g'“me Ewelves = 1
i N/A=9
. Hayifvo = 0
i |{-ant Ewelves = 1
NIA=9
i Columbia Univ
IRE & J
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) Hayilie = 0
j. |Umza wesikhomo Euelves = 1
e COUSHT NJ'IA - 9
. . Hayilvo = 0
K Eennggc\:uesg?lkhomokaa Evelves = 1
NIA=9
. Hayifie =0
. |Eaye indoda yalapha
NIA=9
. . . Hayilne =0
m.| Esinye isikhomokazi E:ﬁ:ﬂes:”l
*| Cther female family member
NIA=9
Ngaphandle kwabantu bakowenu aba badweliswe ngentla,ngubani omnye umntu owamxelelyo ukuba
38.

Aside from family members listed ahovs, who elze have you told

uphila nentsholongwane?(funda uphendule yonke imibuzo)

about your HIV stafue? {resd and answer for all )

Amanesilogqira Hayi/no=0
a. : Ewelves= 1
Health professionals N/A =9
lqumru lenxaso labantu abaphila Hayilno = 0
b. | nentsholongwane Ewelves =1
Support group MNA=9
Umntu owabelana naye ngesondo ongahlali  |Hayi/ve= 0
c. [naye Ewelves=1
A sexusl partner who does nof live with you MNA=9
. Hayi/na = 0
d. L:S,,-Ll}?lfsbo Ewelves =1
MNA=9
- Hayifvo = 0
Inkokheli ngokwa kwamoya _
e o Ewelvss =1
Spiritual leader N/A =9
§ |Umntu okugashileyo/wayekugashile Eﬁgﬁm __D.I
" | Current ar farmer amployer 83—
NIA=9
Ukuchaza esidlangalaleni an;rm __D_I
9 | Public disclosurs/ community we_ Yes=
NIA=9
Hayi/ne = 0
Abanye, chaza: _
h. ve, Ewefves= 1
Omer, seealy N/A = 9
Wakhe wakhulelwa phambi koku Hayilne = 0 2Gqithela ku Q45
39. | ukukhulelwa? SKIP to Q45
Have you evsr been pregnant befors this pregnancy? Ewelves= 1

MNgokuya ubukhulelwe ngaphambi koku
ukukhulelwa wawuke wanikwa amayeza okhusela
usana lungosuleleki yintsholongwane (ezeku
khusela umntwana hayi amachiza okutho malalisa

intsholongwane wobomi bonke)

When you were pregnant before this pregnancy have you ever
been given medication at the clinic to keep your baby from
getting HIV infected ? {prophylsxis NOT lifslang ART)

40.

Hayi/no = 0 = Gagithela ku Q45
SKIP to Q45
Ewelves =1

Ukuba nguEwe, zingaphi izisu ufumane la

machiza ngesisizathu?
If yes, during how many pregnancies have you received

41.

Inani lezisu:
# of pregnancies

medicafion for this purpose?
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42.

Kwezi zisu siyi ofumene kuzo amachiza,
zingaphi izisu otye kuzo iipilisi ngelixesha
ubelekayo gha?

Faor the ___ pregnancies thaf you received medicafion, Far hiow
many pregnancies did you fake pills whils you were pregnant

and for how many pregnancies did you fake pils only at
delivery?

Ngoku wawubeleka

Only at Delivery (Nevirapine) #
Ngelixesha ukhulelwe
While you were pregnant (AZT)? #

Bekunini ukuggibela kwakho ukufumana la

Umhla:___ Inyanga:

Unyaka:

43| machiza ngesisizathu?
Whern was the last ime that you received medication for this Day Maonth Wear
purpase?
1 Uwaliﬁgivene phi la machiza ukuggibela Igama lekliniki
Where did j-fau receive the medicalion the last time? Name of clinic:
Wawuke wawathatha amachiza
15 okuthomalalisa intsholongwane (awobomi Hayilve= 0 = Skip to Q51
- |bakho bonke) - . Ewelves = 1
Hawve you ever taken triple drug artiretroviral therapy (lifslang
ART)?
Ukuba nguEwe, ingaba wawafumana
45, |@machiza okuthomalalisa intsholongwane lgama lekliniki:
" |ukuggibela kakho? Name of clinic:
If yes, where did you receive ART fhe last time?
Ugale nini ukutya la machiza okuthomalalisa . ) ;
47. |intsholongwane kagawulayo? EaThIa'— mﬂ%inga. %J’Q;aka.
Vher did you start taking ART?
Usawatya amachiza okuthomalalisa Hayifvo= 0
48. | intsholongwane kagawulayo? -
Ars you sfi on ART? Ewelves = 12 SKIP to Q51
Ukuba nguHayi, uyeke nini ukuwatya
49 |amachiza okuthomalalisa intsholongwane Umhla: Inyanga: Unyaka:
) kaga’wulayo? Day Meonth Year
If No, when did you stop faking ART?
i Columbia University IRB
IRE App hs Data _3 72013
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Uyekele ntoni ukutya amachiza athomalalisa
intsholongwane?

50. | Why did you stop taking ART?

(rhagga zonke ezibhekisa kuwe)

Circle all that apply

a. Ndaphelelwa ngumchiza andaya ukuyakuwalanda
1 ran out of medicine and didnt go for refills
b. Anencasa embi
The medicine fasfes bad
c. Ndulibala
| just forgot
d. Bendikhathazwa yimiphumela yawo
I was worried about the side sffecis
e. Bendingafuni abanye bandigaphele ukuba nditya
amachiza
1 did nof want others fo nofice me taking the medicine
f.  Ndandigula
I'was it
g. Ndacinga ukuba andisawafuni nganto
Didr't think | needed i anymors
Bendicinga ndingahlala ndiphilile ngaphandle
kwawo
Can stay healthy without it

I. Bendicinga ukuba lamayeza anganobu ngozi kum.

1 felt the medicine might be harmiful fo me

J-  Ndizive ndinoxinizelelo
1 felt depressed

k. Ndandiphilile
I'was well

|.  Ebemaninzi la machiza ekufuneka ndiwathathe
There was too much medicing fo iske

m. Bendingekho ekhaya
1 was awsy from home

n. Bendixakekile zezinye izinto
1 was busy with other things

0. Ndiye ndafunda ukuba zikho ezinye iindlela
endinganyanga okanye ndiphilise intsholongwane
kagawulayo
1 learned that there are ather ways fo freat or cure HIV

p. Enye, cacisa:

Other, Specify
_Ubuk_he watshaya isagarethi kulenyanga Hayi No= 0 > END
51_|iphelileyo? Ewe ves = 1
Did you smoke cigarettes in the last month? -
52 Utshaya isigarethi ezingaphi ngemini? # cigarettes

How many cigarettes do you smoke in a day?

Date completed: / /

Date of QC: / /

Page 7 of 7

Signed counsellor completing CRF:

Signed measurement nurse:

oo

— Jor ue:
ITTIES OT COUnSenom:
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Directed Acyclic Graph
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Phags I Infcemad Copsant Fomm

TITLE OF EESEARCH: Scracegie: to optimize axdreroviral therapy
services for marernal & child health: che KICH-
ART zmdy

WHAT IS THE PURPOSE OF THIS 3STUDY?

W are from the Uenrersity of Cape Toan mmd ICAP at Cobewhia University. Yoo are being
askzd 1o taks part in 2 smody that is being coedected at the Gugulethn Midwife Chetemic Ut
(DTN The porposs of this smdy is to understamd keay to mprons health came seretces for HIV-
poaitive womes during thair pregnamcy and after they daliver the babry.

W Emowy that 7 is toportant for thedr own healt® a5 woll 2 the kgaltth of their babry, that HTW-
positiee womes receive the HIV care and trestmeet thet they need both donng and after delnzary.
Infoomation learmed i this srady will help os to imsprowe HIV sersices for pregnamt womes

Vow arg being askead o taks part in teis sudy becamss vow are 2 pragnass omsen with bnonn
HIV infaction whao is about to stert taking HIW drmgs {antmgtroniral theeapny) amd von took part i
ths first phase of the study. The porpose of this comssat form is fo give you mformation to kalp
v decids of you west 1o take part in the next pkase of this shody,

WHAT DO I HAVE TO DO IF I AGREE TO TAKE PART?

It vom agres to take part, you will come in for wp to 3 visite. These visits will take placs today
while you are in tea clinic, wéan you are gesting close to dekivering your baby and withi= cuo
ansk of deliverieg vour baby. These study visits are separate Soes the usual clinic visis that voo
will hawg for your pregnamcy and HIV care. Stody wissts will b towed. s thet thay 'I:.:l:np]-u.l::u:u.
ths same days that you come in for your naual pregnamcy and‘'or HIV care. Each wisst will taks
about 30-45 mimutes.

At the tove wisits that am condwched wils you see pragaani, Fouwill do the follonimg:
= Apgaer questices about your raceat pregnency- and FHIV-ralated health care, HTV
dizcloamra, amd vme of HIV drogs (nchodmg side afects amd adhormes)
= Af differemt visis, ws will ﬂv-:uaﬂ:].u:-:-:ﬂlqu.rl:-:-:::-:.l:nm]'ﬂ"i. stigma, social
sopport, mfant feading practices, family plannieg, axporiancas of partmer
vialemce, and memtal health (imcludieg dmg and alzohal usa)
#  Hmre Seels (] tezspoon) of bloed dresam Sromn yomr arm cack time

Orig-vaddk differ dditvery
Jne week after youw give birth to your baby, voo will come fo the clixdc for 2 visit that will
nciads the following:
= Angaer questioss about your receat pregnancy- and FHIV-related health cams, HTV
dizclosmra, aed weg of HIW drogs {inchuding side effacts and adherenca)

o At this visdt, we will sk you additiomal questices about famdly planning after
dialrrary, hoow vou fult aboot the HIV care teat you received, sfant feeding
peacticas and mfant health and hoalth cars.

#  Hamre Sels (] tezspoom) of hlood dresam Sroen vomr arm

Pxga lofl =
Varsion 3.1, 10 Jamsary 2014 o U
il ey :
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Phass I Infeemad Consarmt Form

HOTE: Tha blood that iz drawn today will ke stored and nsed to check your viral load (tes is the
amount of IV &= your blood) at 2 latar tima. Besmits from thess tests nill not ke availabls 1o
vou, the clinc, or the stody 'I::E"E'.'hmlt-:]:mhtcm]:n'c-“ﬂu 2t the climic meed to check your
viral Lead, they nﬂll:l:na.:npum:-l:lmdm Tihem it &= stored, your blood amd ‘a5t Tasults
will not banss your namee or 2y other way of identifying _.'nua-la-d:.ndhl:t

Follow-ug af miirad vieil

"-|:|.|.'.1.1_'|'I:l=-a..]|:n-d.|:-:-]:l:n: vide comact imformation so teat we may get in towch with you during
the stody. Study staff will talk with you aboot the best nay to n:h:l:dan:t'l'ul.L In the et that oL
EiEE cu-:-fr]:-:-:-:]::d.l.md.rrx\ wiaits, 2 memnbes of 1J:|.n=h:|:]'. -I:.:ﬁ'l.l.'ch-unJ:n:'.'-:-'nm ardar 1o
fird another dary a=d tima to comsplets your visit. I vou repeatedly miss study wisits or the staff is
mmahle fo comtact you nsing the information that you provide, # may be necassary bo visit yow at
boms = coder to resckadule thoe missed study visat.

Cantacs for fature tiudy

Aftor the comapletion of the visit cee week after dalivary, if i+ perribie thar we will sowisst you
i &F {idmior mdF Sl TE VERE dr dF dovenibar bnsd i W firdond R detk Sbr¥ i dddlifional rddddndh
Frudids. A¥ gl disdd, jiodk Wil & dakdd Foh rohiddhal dieid! R aaincs -Eﬂ11.'l'dl1|_|‘:'.'-.-.l|-|. Foh Sdn
Ehandd §o Aol fdde vt in any Fafure sfudies §f sou are srked Voo nill be asked to provide
comtact mformation so thet we may get &= fooch with you regerding additiozal ressarch sudies.
Study staff will talk with yon abowet the bast way 1o comtact you.

WHAT ARE THE POTENTIAL RISKS?

Vow pay feal uncomfortahble about soms of the personal qoestions you are esioed. Yoo may
ﬂmtnm.m‘ﬂmtqurbnnﬂluﬂ'ﬁ:mmnﬂntmunﬁ: "hunu:cmmkms_amn
parsomel and medical oformation. We will be camefind 2o keap ﬂ*.a‘m‘mf-:m.a‘h.cna.pmma-;

possibla.

Drwaing blood iz nomally done as part of rontizs medical care and presants a slegst nsk of
discomdfort. Fxperenced staff will drow blood under sterils conditions in order to protect vou
aguimst thase nisks

WHAT ARE THE POTENTIAL BENEFITE?

Thars is mo dinect beneft to you if you take part in this study. The mdformation gaimed m this
sody may kalp bo moprove ART sarvices for HIV-infected pregnant women in Caps Town, the
Western Cape Provinog, aod across South Africa

WHAT ARE THE ALTERNATIVES TO TAKING PART?
Tha dliemative 1o taking part = this stady & 10 comtimue with yoor el care at the WOTT

Puga ¥ of

Viersiom 3.1, 10 Jamary 2014 ( i  ——
Wik ]
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Phass 1 Informed Consarnt Foom

WHAT ABOUT CONFIDENTIALITY?

If yoo agroes to tako part, all ieformation collected durng the stody vill be kept stricthy
confidestial Your name will not ke veities ca the shady forms and wall not Ee naed m
conneciiom with eny mformation or 12t specimens that 2o collectnd as part of the sbady.

Al srudy matorials will be stomed in locked fikme cabinets. Cmly shudy staff and pemsomsal
fmeobred in rowting audits will have sccess to thess matsozals. AL staff imvolved in data collection

and mamegument will get spectic traiming in comfidamtaliny.

Evan with tkese procedures in place, if the stody staff learmns that yoo are & risk o yoorsalf or
someong elve or of possible child 2bwss and ‘or negledt, study staff will el the propar authoriies.

WILL I EE GIVEN ANYTHING FOE TAKING PARKTT

At the end of each visst, yon will ke givem B2 in cask to covor the tramsport cost to your zaxt
schaduled stody visit, and anF80grocery vouchee. Fou will also receive a small g2t for the first
.thafz'hmhm'nﬁﬁhmw..uﬂlbq]mmﬂadatall isdts.

AFRF THEEE ANY COST3?
Thkars is 2o cost for being m this stody.

CANILEAVE THE STUDY?

Vou ks the right to decide met 10 not taks part in the study, to refise 1o answer any quaestioss,
o to withdram: from the shudy at 2wy timae vathout oy peealty. Trwill ke no sffsct on the cars
fhet vou meceive at the I:-'n.E'nln'I]J'nI-.!II:I'L'-:-:'m -:-1J:|.n:'|:|.n|_J:|ﬁ|:|l|:I:l

FUTURE USE OF SPECIMENS:

If yo agres, amy ladftovar blood fom the samples vou have providad for this ressarch projact
=2y b nsed for fiztore HIV related research. It & possikle that these stored samples man b
tested to wee if the HIV n yoor blood is resistent to any types of HIV maedications or o look a#
othar quastions related to HIV.

At this tme, woe cammat provids detzils of when this tosting may be conducsed. Howerwar,
additional festing will not be done weing thess stored a:np]nsn‘:l]:u‘utﬂ:na:-’:-:na]uf]::

approprite efhics comesittess mvolved m this ressarch.

If oo aares to bat us kaep vorr shored suwples for Eoture research, they may be kept n & bockod
freazar for up to 5 years. .'I:'.'Ln-i-:-'n..n'l.'-:-l_nmpl.n.mﬂr_q fature, your mame or other idexdifiers
will not ke incloded with this information {as witk the rest of the information we calloct for this

stody

Paga Sof 5 —
Varsiom 3.1, 10 Jamsary 2014 4 -
Wikrs
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Phass 1 Informed Conssnt Foem

Plozsa initia] balow to mdicate whathar or not Tow give persission for yoor specimens fo be usad
for fistore reseerch. YViou oy shill ressain i the stody, no matier which yon choosa.

i=rtialy I agmee to have my hlood stomed for Sfohure ressarch.

iiestial) I agmes to e ooy bloed stored for Soturs resgarch ralaied to this sfody DHLY,

(i=itial) I do MOT agres 1o the storage of =y blood for fuhure w=a.

DO YOU HAVE ANY QUESTIONE?
It there is amything that is wmclear or if you need further oformation, plesss a:k ns amd o will
provida it

Do you hanss amy qoestionsT

FOF. ADDITIONAL INFOERATION:
IE yon beve 2y quastions or Eave any problesss while teiomg part in thiz ressarck sody, oo
shonld comtact:

Oir Landom Adyer Dy Flaimg Abrams
Zchool of Public Health and Family Medicins  ICAP, Colombia University
Fapalty of Health Eciancas, University of Dulxilmean Echool of Public Health

Cape Tonn College of Physicians amd Surgeons
Tal: 021 404 G661 Tal: +1 212 347 0543
Email- Landomn MvenZoct ac o Email- ajaliEcalombia eda

IE oo bave ey quastions shout vour rights as & ressarch participant, yow sy comtact the
folloning memhar of the athics committea:

Prof Marc Bloclonan Colmbia Unhseesity Meadical Center [RB
Chaar, Fumam Ressarch Ethics Committea Tal: +1 21X 30F 3853

Faculty of Health Sciances, Univarsity of Caps

Toan

Tal: 021 408 6333

Paga 4 of 3 i
Varsiom 3.1, 10 Jammary 2014 » -
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Phags 2 Infeemad Copnsent Fomm

CONSENT STATEMENT:

Thave read this form, or someons has read 1t to mq. [ hewe bean offured 2 copy of this consemt
form. [ vas emcourzged amd ghven time %o 25k questions. [ agres 1o be im this stody. I lmow that
after choosing to ba in this sy, [ may witkdmm: at amy tims. My baing in the shady i
vohmizry. ] mndsestand that whetkar or mot I participats will mot affect my health care services
recaived today, of 2 any tima in the fibers

Pleare indicwre vour comsent with your rigmenare.

Wolortear's namg

Signature of Volotesr Date

St maraber™s namne

Signature of sudy staff I

If the volumeeer iz unsble to read or nrice che entire connzelling process must be ebserved
by an indepeadent wimess who can then confirm the procedurs coce che she baz given

[ai)iks . B

Finguprint of voluntear:

T tness

1 pomfiom that 1 2m indopeadent of the stody and that I witnessed the wmtire informed comsant
counsallizg process = the komss lmguags of the volmisar

Mammie:

Signafura:
D

Teank you.

Paga Sof I r
Varsiom 3.1, 10 Jamvary 2014 : i )
by .
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Phaes 3 Informed Conseni Form

TITLE OF RESEARCH: Stroveghes to optimize amtireirovirel therapy
services for maternal & child kealth the MCH-
ART stisdy

WHAT IS THE FPURFOSE OF THIS STUDYT

We are fromn the Ussvaesity of Cape Town mnd [CAP st Colussbis Unbvaraity, Yeou s balsg
askad 12 1ake part in 8 tody tiat b being conducied & the Gugulsthu Midwife Clatatziz Usi
(O Tha of this etudy | 1 compars two diffarent wanys of providing HIV treatman
50 waEne sl dalsver & balbry.

We koo ehiat 2 s sssporrant for theds ovwn haaltk o5 wall sx the Reahth of thees kaby, tha HIV-
ﬂ]nwmumdwrhﬂh’:mudmﬁu Badd otk duriey and after Jelsvary
learnied b thls wbady will hadp e o Impeove HIV seevices for pragnass womes.

You are being asked to take part in this siudy bezwose you are woman with known HIV infectica
whe & currsntly breastfesdisg o baby and in taking MOV deugs. In addsiion, you hsve ks

in tha provicus phaves of s sbady, The parpss of this consest b 510 give you
Eﬂlﬂunhl.pmdmhﬂmmuﬂl:hﬂnuhjmnhhllﬂlnﬂﬂimdr.

;:'.I-I.L'.I.' B § I:..::'I 'I.'ﬂ:l'ﬂljﬁ LA.'E-I.‘II Tﬂai:il;'::iﬂ ) o
yoru agres 1o take part, you rasdoasised i 8 coln) 10 ona of tava places b
rezalve your ART, as described balow:

1 ' ; Weanen aus 1o thix will zontiros b2
Vi ZETE at the , b thiy dsd damsg thiis preguancy.
Mhﬂilﬂﬂlﬂ:ﬁﬂllﬂﬁﬂﬂﬂhh care haes at ghe MOU, Wean thay have
braantfosding wanien i this will be refurred 1o thair searen ul ART
ndm.h'blhl.nuhl.rmm ity of Capé Town elinie for rodiine caEu

3 Ghansal ART sesvices goup Woman secigned b this group will ke rafarred b2 the
gaarent ART elinis B MOV casw and o contisss thalr HTV medicsnes, Thalr hakis will
o radeered bo thelr nearest elinle for rootine baly care.

Thas Iy cavently the vinsdard of caze for all HDV-positive wonten sed their bablss
attanding the

“Randomizsed” mosss that vou wall have s J0% chance of buing hhmﬁu'ﬂ.ﬂlmynm
MOU 2 rezuive caze. Ve nll Hl:hﬂﬂlﬂi&ﬂ.ﬂﬂl}mhmﬁu
o ART clins:, Madther the wiudy veadf sor will mq;lﬂl
s, The deciuioms are mads by & computsr and put fmo & savelape nlﬂ':luu:nmhm

whizh greap b ia sach sevalope

Pags 1 of &
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Phaes 3 Informad Consan Fomm

Thas randomization will scous today aad vou and vour baky will thes coma in for wp e 6
addiziomal etudy mnsssuress et visiy 81 & wieaks dsbivery aad 1, 6, 7, 11 and 13 mosthg sftar
dalsvary 'I'hmrludr':ll:l'llml sparats from the wesal cling: visa tha yeo will kave for yoar
poetpartuss and MOV care. Study viadis will be tmed s that they take & the wame dayy that
mﬁmhhm ususl pastpartan aad'or MIV case. Each visi vall take sbout 50-60

ulak,

Thase vislis nill lnclude the folloning
*  Anvwer geenticrs about your receat pregnancy- and MIV-related health case, HIV

diwedoura, Id.muﬂﬂ‘.'d.rm{mhd.'nplduﬁmud.

a Miﬂimdwﬁl.m'nﬂlﬂjwdd:duﬂ ', g, and
msital heakth (meludimng drag and aliohol waa), h.l‘-l.ul:h-:l
penctizan, infant bealih and healih care and how you lbﬂ.l:lhl-l‘ll"n.-:m
vau have recalved

Have Juala (| wawposn) of blood deaven drom vorar aram
Hiﬂ:ﬂﬂﬂlwunhﬁhﬂwmudm-uppﬂnmmﬁﬂlﬂﬂ
Yo

o Msaruramant of voar kalght o the fre visis and your welght and mad-uppar arm
clressfarsnce oi all shudy vixiis

HOTE: The klasd thas is draven a2 sack viuit will be wsosed and weed 1o check viral lzad
in the amouss of HIV @ vour blood) o Jater tinse, Rasults from thave teats vall not b v

%o vor the clisss, or the eudy saff Whes the health sare providess s the chinle seed 10 check
vaur viesl lopd, they will 1aks s ssparats blood specamen. Whas 2 lv wored, Edood and tast
raalts will not have your nasss or usy othar vay of Idesaifving vou 8 it

At bodh tise 12 snd 18 meenth vieha, v will ale dewo bleed fom your baky:
o Baky will undacgo & blood draw io callect up to Jml of blood (o mare than | tsaspecs),
o This blood will 'be used 1o check vour baby's HIV sintus,
& W nall pebam tha resules of gy tani to you as soon s i = avallable

Fo Devi-up of mizved virie

You will be auked b2 mmmﬁmmuhmwwhwm;ﬂdwm
the wwady. Snudy quMiIrnulh'nm'hm'm MMENHanMm
nJumal'hMMm a magnber of the etudy nalf will contses vouw in ondar 1o
flad ansther day ssd cime to cosspless your visie I vou repestedly mie sbady vieity or the wisff s
emable 1o comtast you uﬁmmmmum rﬁnmnwhmuwhmllmu
boene = cader 8o rescheduls the misved vudy visa

ﬂﬁﬁrﬂrﬁl Jast visl 1l bs posadble that we will
ur tes completion of vour last visit 31 18 mantha poscpariam, & that 'ne
coniact yos again a8 voar st clinks vies or ot enothes time i the futurs b2 faks part =
additiomal ressarch sbadses. At that time, vou would be miked b sevien and sign mnothes conent
foren, Yo can choows to not taks part &= any foturs sbadies o you are pdked. ¥ ou will be miked o
muﬂmﬂﬁmﬂnnumuthm&meMnlm
wtudien. Seady seadf wall talk with you sbeat the best way 1o comiest youw

Pags 1 of &
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Phees 3 Informed Conam Form

WHAT ARE THE POTENTIAL RISKS®

You nsay feel uncosaforable about seens of the paesanal gusstions you s sadosd. You may

pafies to anwwer ey quanison that vou de met want & anwwes, Thare Iy soese rlik is daring
and madioal sformamice. W will be carefial 1o keap ol vowr misematicn oy privese s

pouiibla

Drwwusg blood by normally done an past of routise medical care and presans o slighs nak of
dis . Expeartanced veadf will blood under wberils condtions in order to protect vou
auini thaye ralka

'HHLT!.I.I"EHTEHTL%II.‘:::TI!LMM vt _—
Thare is me divees banafi 1o you If you taks pan ¥ we idantfy mory care
peroblam for vou or your baby dusing the cowve of the wody, we will maks syurs you ere refeered
%o thi s be health care ssevices. In addison, the wformation gained @ this swady may halp
L v ART warvicas for HIV-sfocted proguant woman in Cape Tovwn, the Wisters Cape
Provines, aad acsow South Ao

WHAT ARE THE ALTERNATIVES TO TAKING PART?

Tha ahernative fo taking part i thiv seady b to comtinus with the vtasdard of care for oIl IV
poitive wona, which mauts you will be refurred from te MOU fo your sessen
gansgal elinke, and your baty will be refursed to your nearest cliss: for routing baby cars, &

a0 a4 povidble

;:H“ “wn:kfmr:ﬁluﬁmmmumﬁﬂ sd durag the srody nall ke kept erietly
yoru agres 1o taks part, el w

confideatial Your name nill not ke vistes on the sbady formy and vill not be used in
connesties wah asy formmtion or 16b epecims the e collected as part of tha sbady.

All wtud m“hhillhmﬂdlnlu&ﬂ!hluhhm.m:rmgmﬂud
drmvolved o revsing sudite nell have sceess i thees mataniale, AL oiad? invelved in dwa collsction

and managameed will get ypecifle trasing in confldantalay

Evan with thewe procsduri in place, 1f the wady aaff loaeny tha you e & rlale so yoanalf o
wsanecia sliw o of pounllle chald sbuss sod or gaglece, wrudy siaff will sell the proper authorites.

WHAT ABOUT INSURANCE?
Thare are no sxparimantal mediine buing ued in this wody. Therefors no invarance b bees
ebanizad. Movwre you will be i tarmny of ths wtudy nsf" penossl malpractics

inwurancs of that of the univeraity b dhe event of isfary or [lne that iv cauned by vou takisg
part in this study.

Page 5 ol & :
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Phees § Informed Convani Fom

18 yera wlgn thex foem, you do gob pive up sy of e bgal rights tha you asd vour child have s
ressarch particgpanty.

WILL 1 BE CIVEN ANYVTHING FOR TAKING PART?

At the wnd of ench visdt, voo will be glven B20 s caskk 0o cover the ramapar coat 10 Yoo paxt
wthadaled stody vise and s RE0 grocery vewchesr, Radreuhmanty will be provided at all i,
?'ﬁﬂ#ﬁlﬁ“lﬂlllﬁlﬂ#ﬂhﬁll‘lﬁ!f”ﬂ. wt thes sl ivady vt whes yoor kaby
¥ 12 months

ARE THERE ANY COSTS?
Thare is e cont Jor balng o this wady

CANILEAVE THE STUDYY
Vou have ta right to decide st 1o not ke par in the vudy, 1o refuse 1o s Bny quarsss,

&7 e withdrmy from tha & tima wathou It wall Bavve nio offeet on the cane
lhuywlmluuhm:ﬁrm-ﬁi‘lw:rmmﬂmzﬂ

“I'l'.l'l.'l'.lll.l.ll‘-lﬂj:ﬁ hhﬁq;::nm la hay ddid for this ressarch proj
WO LT, Y AT e VAIIpLES O DAt pron prejict
and the sassple ek from bty ot the 12 end 18 momth study visle, may be uied for faturs

HIV and matersal and healtls rulatsd ressarch. [t iv possiiode thai thave vored vamplas may
b tantnd 1o wes i the HIV i hlﬂdhmlluhuymﬂ'ﬂl‘unmﬂlﬂuuuhﬂn
ather queations redated 1o MOV, It i ales powcible thas the wored blood froms vou and yous baby
may ke uied 8o look a2 othes quastions related 1o meatermal and child healih.

At shily tzme, we sansd provide detsils utmm1mhﬂm5hmw
additiomal seating vl pot e dons thess weored sasplen wathout the appeoval of the
sppropriate sthics comaiittess anvalved @ this reasarch

o 1o bat us lewep vour and or voor baby's siored samples for future ressarch, they will
h & Jocked Eresser foa up oo ¥ vean Hwhmhuﬁunhhm VO HAE,
Ii‘mumuldm s will not be inchaded with thas |nfomssatson (un with e rest

wa eallect for this weady],

Plasss lnisiad balosw to mdlents whathar or not you give penssiaslen for veur and ar vour baby's
ﬂnmu be weed for Aavare ressarch. You may sisll rensaln b tes woady, s msater which you
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Phaes § Informed Consani Fomm
Ganvess fior sorage of vour blood:
(lastinl) | apran to have my bload stoaed for Suturs sesanrch,

o (lmatial) T peres to have my Bload ssored for future pesspgch relaied 1o this study ONLY,
(hsstial) [ do NOT agras o the viorags of sy blood far fubure wea,

e (lmstinl} I pgres to have my baby's Good wiored for futire sessarch,

(sstial) | agprai o have my baby's biecd dtored Sor futuss saikarch related 1ot wnudy
ONET.

(isstial) T do NOT sgres 1o the vioeags of s baky's blaed for fuvars uie

DO VOU HAVE ANY QUESTIONSY

“'Ih.LT'|II nything than b essclonr or if yoss saed further sformation, plesse sk us asd we will
peovida It

D you have any questions”

TORE ADDITIONAL INFORMATION:

18 yorn have sy quantsess o kave any problesss whils takcsg part s this revearch wtody, vou
dheald contaen:

I:u'l.ud-n.nptlﬁln Dir Elaisa Abrams

School of & Hoalth and Family Medicizs  [CAP, Columbia Usivens
rm;::m Sclanzas, Univenity of Ilmilszan Szhool of Pulblic Haaltk
Cape Tonn Collugs of Pliysbeiae ad Surpeans
Tal: 021 404 Addl Tal: =1 212 341 0243

Bmiail Laodan yeaguclac s Email 4ja) @ealumbia e

18 yorn have sy qreasisoss akout vous elghis an a ressarch participant, you msay contact the
folloosng mesbar of the wthice comamitee:

Prof Mars Blozlonan Calumbin Usheseniny Medical Coztue B
Chasr, Human Ressarch Fthics Cosmire Tal: =] 2123031

Faculty of Health Sesances, Univarcity of Caps
Tenn

Tal: 021 404 4331
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FPhaie b Informaed Consani Fomi

CONSENT STATEMENT

1 harve read this foem, or somesss has resd i to s, [ bave been offered & copy of this conuest
form, [was encour and pives time 10 ol guerisom. [ agres 1o be @ this wvady. | kmow that
afier chosaing 1o ke in thie study, [y withdsww ot moy tis, balng in the siudy
vehuiery. | undesvtand tha whethar o got | particspate will sos sy haalth case service
rezalved saday, or 0 any time in the fubere

Fheie Indlosts yous consent with your slgnstuere,

Vabasssar'y name

Slgnature of Ve lunesr Date

Sialf mambes'y nazne

Slgnature of study val Cuta

1£ the volariesr Iy unable to read cr Hﬂllﬁiﬁhlﬂiﬂlﬂhﬂ;ﬂﬂ-ﬂ-ﬁ'ﬂl be obesrved by an
indspandsat wanees whe can thes confins the procedurs cnce w4 sha hat pivea consest

Fingurpeint of volusteer

Wiznas
1 eomfions dhat 1 s ind af the wody and that ] vimesed the anire misemed cossent
ﬁlﬂlﬂ process i the koses languaps of the vekamesr

B

Signature;
Dt

Thank yeu.
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HIV-unexpoesad infant cohort study: Antenatal Phase Informed Consent Form #A

TITLE OF RESEARCH: Growth, morbidity and development of HIV.
unexposed infants: a prospective cohort
study

WHAT IS THE PURPOSE OF THIS STUDY?

We are from the University of Cape Town. You are being asked 1o fake part in a study that |s
being conducted at the Gugulethu Midwife Obstetric Unid (MOU). The purpose of this study is to
investigale how bables grow and leam during their early life, and to identify possible ways (o
help mothers so that their babies can grow and leam at their bast. This study will also help us fo
understand possible reascns for any differences seen between babies whose mothers have HIV
infecticn and babies whose mothers are HIV negative

Wa know that the mother's health dunng pregrancy, alter delvery and dusning breastfeeding can
affect how babies grow and leam during the first year of life. You are baing asked lo take parlin
this sfudy because you are an HIV-negalive pregrant women receiving antenatal care al the
Guguleth MOU. The purpose of this consent fom is 1o give you information to help you decide
if you wanl 1o take pan in ihis study

WHAT DO | HAVE TO DO IF | AGREE TO TAKE PART?

If you agree to take parl, you wil come in for up to 3 visits. These visits will lake place loday
while you are in the dinic, when you are getting close io delivering your baby and within ane
waek of delivering your baby. These study visis are separate from (he usua cinic visits that you
will have for your pragnancy and infant care. Study visits will be limed 50 that they take place on
the same days that you come in for your usual pregnancy andlor other care. Each visit will lake
about 30-50 minutes.

Af the tewo visils thal are conducted while you are pregrant, you will do the following.
* Answer questions aboul your recent pragnancy- and general health care
o At different visits, we will ask you additional questions about social supporl, infant
feeding plans, family planning, expenences of pariner wolence, and mental
haalth {including drug and alcohol usa),
« Have an ultrasound ('scan’) test to halp us to work oul how old your unbom baby I8, and
to evaluate the growth of yvour baby during pregnancy

One week after delivery:
Within one weeak after you give birth to your baby, you will come bo tha clinic for & visit that wall
include the following:
& Answer quastions about your recant pregnancy and delivery
+ Answer quastions about family planning after delivery, infant feeding practices and infani
health ard heallh care.

Review of medical recorts

As part of this study, wa will also be looking at and taking information from your antenatal,
obsielric, laboratory and pharmacy records, From these records, we are interested in learning
aboul the pregnancy cane you recelved as well as infarmalion about your gelvery. We also want
io learn aboul any tests, procedures or treatmeand that you received afier delivery, Finally, wa
want 1o learn about your baby's heallh status after delivery as well,

Page 1 of 4
Version 2.0, 22™ June 2014
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HIV-unexposaed infant cohort study: Antenatal Phase Informed Consent Form #A

Litrasound messumaments

Felal ulirasound is common'y used o delermine the duration of the pregnancy (how old ihe
unk=arn baby is), the expecied delivery date, 1o find problems with the development of the baby,
and 1o see if there are any pregnancy complications. When you have an ultrascund, the
sonographer (person doing the scan) places a small amourt of gel onto the skin of the abdomen
[stormach areal, and uses a rounded, hand-held device to transmil sound waves into the body
through the skin, The sound waves are reflected off the body, and unéd into & pecbarg on e
manitor. The ullrasound lest takes belween 10-30 minutes, and is safe for you and your baby

These uliresound scans in no way raplace the roufine antanalal cang that you recive al
Gugulethw MOLUL If your healih care providers at the MOLU need an ultrasound scan, they will do
ihis during your routing cara. Howewver, if during a résearch scan, we delact ary probléms o
abnormalibes, you wil be immedately referred 1o your vsual antenatal care providers for furiher
feals and ireatmean

Follow-up of missed visils
You will be asked o provide contact information so that we may get in louch with you during the
study, Study staff will talk with you about the besi way fo confad you. Inihe avent that you miss
ané of the scheduled study visits, a member of the study staff will contact you im arder bo find

e < e
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HiV-unexposed infant cohon study. Antenatal Phase Informed Consent Form #4

WHAT ABOUT CONFIDENTIALITY?

If you agres to take pant, all information collected dunng the study will be kept stnctly
confidential. ¥our name will not ba written on e shudy fomms and will Nt be used in conneciion
with any information or lab specimens that are collected as part of the study

All study materals will ba stored in locked fing catwnets. Only study stafl and personnel
[rrecilved in route audils will have access io these matenals &) sia® involved in dala colechion
and management will get specific training in corfidentiality

Even with (hese procedures in place, if the study stall learns thal you are 3 risk o yourself o
someone else or of possible child abuse andfor negiect, study =taff wil tell the proper
authonilies

WILL | BE GIVEN ANYTHING FOR TAKING PART?

Al the end of each visil, you will be given R20 in cash 1o cover the transpornt cost 1o your next
scheduled study visit, and an RBD grocery voucher. After the ulrasound measurements, you will
be given a small black and white print of the pecture of your unborn baby You will also receive a
small gift for the first visit afler birth and refreshments will be available al each wsl

ARE THERE ANY COSTS?
There is no cost for besng in this study

CAMN I LEAVE THE STUDY?

You have the right 1o decide not o not lake part in the shedy, o refuse 1o answer any questons,
or o withdraw from the Sudy at any me wihout any penally. H will have no effect on ihe care
that you receive af the Gugulsthu MOU or arvy other health faclity

DO YOU HAVE ANY QUESTIONS?
if there is anything that is unclear or if you need further information, please ask us and we will
provide it

Do you have any questions?

FOR ADDITIONAL INFORMATION:

If you have any guestions or have any problems while tsong part in this research shudy, you
shauld confac

Dr Stanzo le Roux

School of Public Health and Family Medicine
Faculty of Health Sciences, Uirsversity of
Cape Town

Tel 082 925 8259

Email: stanzi lerouxi@gmail com

if you have any guestions about your nghts as a reseanch parbcspant, you may contacl fhe
fpligwing member of the ethics commities:

Praf Marc Blockman
Faculty of Health Sciences, University of Cape
Tienam

Tal- 021 406 6338

Page 3 of 4
Version 2.0, 22 June 2014
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HIV-unexposed infant cohort study: Antenatal Phase Informed Consent Form #A

CONSENT STATEMENT:
| have read (his farm, or someons has read it o ma, | have bean offered a copy of this consent

farm. | was encouraged and given ime to ask questions. | agree to be in this study. | know that

after choosing to be in this sfudy, | may wihdraw ai any tima. My being in the study is
voluntary. | undersiand thal whether or not | participate will not affect my health care servces
racelvied loday, or al any imé in the future,

Please Indicate your consant with your signature,

Veluntesr s name

Signatura of Voluntasr Datle

Sinff member's name

Signature of study slall Cale

If the valuntear is unable to read or write the entire counselling process must be
abssrved by an indepeandent witness who can then confirm the procedure ance the she
has given consent.

Fingarprint of volunlear

Wslmisas

I confin that | am independent of the sludy and thal | wilnessad 1he antire informed consant
counsalling procass in e homa language of he volundeer

Flama;

Signature.

Ciale:

Thank you

Page 4 of 4
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HIV-unexposed infant cohort study: Informed Consent Form for Postnatal phase (Consent #8)

TITLE OF RESEARCH: Growth, morbidity and development of HIV-
unexposed infants: a prospective cohort
study

WHAT IS THE PURPOSE OF THIS STUDY?

We are from the University of Cape Town. You are being asked 10 take part in & study that is
being conducted at the Gugulethu Mawtfe Obstetric Unt (MOU) The purpose of this study s to
Investigate how babies grow and leam during thew early ide, and 1o dentfy possible ways 10
help mothers 50 that thew babies can grow and leam at ther best.  This study wil also help us
o understand possble reasons for any diferences seen Detween the badies whose mothers
have HIV-infaction and the babies whose mothers do not have HIV infection

We know that the mother's health during pregnancy, after delivery and dunng breastfeeding can
affect how bables grow and leam during the first fow yoars of ife You are being asked 10 take
part in this study because you ane woman known 10 have been HIV.negative during pregnancy,
and who is currently breastfeecing a baby. In addtion, you have taken part in the previous
phase of this study. The purpose of thes consent form is 1o give you information 10 help you
decide if you want to continue 1o take part in the second phase of this study

WHAT DO | HAVE TO DO IF | AGREE TO TAKE PART?

If you agree 1o lake part, you and your baby wall come in for up 10 6 asditional study
measurement visits at 6 weeks, and 3. 6 9 and 12 months afler delivery  These study visits are
soparate from the usual chinic vists that you and your baby have n the area where you live
Each visit will take about 60 minutes, excep! the 12 month visit, which will take about 2-3 hours

These visits will include the followng

Answer questions about your recent pregrancy-related and general health

o Answer questions about your baby's health and how he/she is feeding

. Wammmmwmmw
your _

o Measurement of your height at the first visdt and your weight and mid-upper arm
circumfaerence at all study vists

o Assessment of your baby's development at 12 months of age

Review of medical records

As part of this study, we will also be looking at and taking rformation from your antenatal,
obstetric, laboratory and pharmacy records. From these records, we are interested in learming
about the pregnancy care you recerved as well as informaton about your care and treatment
dwing and after defivery Firally, we want 1o leamn about your baby's hoalth status after delivery
as well.

Neurodevelopmental assessment at 12 months

Between the ages of 11 and 13 monihs, your baby will be assessed by a traned developmental
assessor (a doctor or occupatonal therapist), in a room separate from the main chnic. You and
your baby will be grven a snack, and the interviewer will ask you some questions abou! your
baby. Then the developmental assessor wil use a developmental test, called the ‘Bayley Scales
of Infant and Toddler Development (3™ edibon)” This involves asking some more questions,

Page 1 of §
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HIV-unexposed infant cohort study: Informed Consent Form for Posinatal phase (Consent #8)

and playing with the baby using specific toys and books. The ioys are all designed for young
babies and are safe.

Follow-up of missed visits

You will be asked to provide contact information o that we may get in touch with you dunng the
study Study staff will talk with you about the best way to contad you. In the event that you mess
one of the scheduled study visits, a member of the study staff will contact you in order 1o find
another day and time to complete your visit If you repeatedty miss study visis or the staff s
unable to contact you using the information that you provide, it may be necessary 10 visit you at
home in order 1o reschedule the missed study visi.

Contact for future study

Afer the completion of your last visit at 12 months postpartum, it is possible that we will contact
you again at your next cinic visit or at another time in the future 1o take part in additional
research studies. Al that lime, you would be asked 10 review and sgn another consent form,
You can choose to not take part in any future studies # you are asked. You will be asked to
provide contact information so that we may get in touch with you regarding additional research
studies. Study staff will talk with you about the best way 1o contact you

WHAT ARE THE POTENTIAL RISKS?

You may feel uncomforiable about some of the personal questions you are asked You may
refuse 1o answer any question that you do not want to answer. There is some risk in sharing
personal and medical information. We will be careful 10 keep all your information as privale as
possible

Your baby may bacome unsetiled during the developmental assessment. The assessors are
however experienced in dealing with small children, and if your baby shows signs of being upset
(such as crying, whining or refusing), the test will be interrupted for 5-10 minutes If the baby stil
remains upset, lasting will descontinue and we will arrange another date for the assessment We
will not do developmental 1esting on your baby If he/she is lll, but will reschedule the visit

WHAT ARE THE POTENTIAL BENEFITS?

There is no direct benefit to you If you lake parnt in this study, but i we dentity any hea'th care
problem for you or your baby dunng the course of the study, we will make sure you are referred
1o the appropriate health care services If ihe developmental assessment identdies any
significant delay in your baby's devalopment we wil refer you 1o the developmental chnic o Red
Cross War Memonal Children's Hospital In addition, the information gained in this study may
help o improve health care for pregnant women and their batwes in Cape Town, the Wastem
Cape Province, and across South Africa

Page 201 5
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HI-unexposed infani cohort study: Informed Consent Form for Postnatal phase (Consent #8)

WHAT ARE THE ALTERNATIVES TO TAKING PART?

The alternative to laking pan in this study is (o continue with the standard of care mothar and
child heallh services, wnilch aré the climcs and refermal cenlars you would normally attend,

WHAT ABOUT CONFIDENTIALITY?

I you agree 1o lake part, all information coflectad during 1ne study will bé kept sinclly
confidential. Your name will nol be written on the study fooms ard will not be wsed in conneclion
with any infermatlion or lab spacimans thal are collected as par of ihe study

All giudy majarials will be slored in locked filing cabinels, Only study stafl and personnal
involvad in rouling audits will have access 10 these malerials. All staff involved in data collaction
and managemant will get specific raining in confidentiality.

Even with these procedures in place, if the study sialf learns (nal you aré & nsk 1o yoursall o
someone else or of possible child abuse andior neglect, study staff will 14l the proper
auihonties

WHAT ABOUT INSURANCE?

There are no axperimentsl madicines being used in his Mudy, Therefora no Insurance has Beaen
ablained, However you wil be prolected in lerms of the study stalfs’ parsanal malpractice
insurance or that of e univarsity in the avent of injury or [Iness that is caused by you 1aking
pnrt 10 Bhis Sdusdy,

I you sign this form, you do ng gove up any of the legal rights that you and your child have as
resmarch padicipants,

WILL | BE GIVEN ANYTHING FOR TAKING PART?

Al e and of aach visd, you will be given R20 in cash o cover (ha Irenapon coal 1o your naxdl
schadulad study visit, and an RAO grocery vouche:. Refreshmants will be provided sl study
visils. You will also receive n small gift, up to the value of RE0, &t the final study visit when your
baby is 12 manihs ald.

ARE THERE ANY COSTS?

Thera & mo cost for bang in this study

CAN | LEAVE THE 8TUDY?

You have the rght 1o decide not 1o not take pa in the sludy, 1o refuse (o anever any quastions,

or to withdraw from the study al any lime withoul any panalty. It will have no affect on ihe care
1hal you recsive al the Cugulethu MOU or any othear health facility

Puge 3 of &
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HIV-unexposed infant cohort study: Informed Consent Form for Posinatal phase (Consent #8)

DO YOU HAVE ANY QUESTIONS?

If there is anything that is unciear or  you need further information, please ask us and we will
provide it

Do you have any questions?
FOR ADDITIONAL INFORMATION:

If you have any questions or have any problems while taiang part in this research study, you
should contact:

Dr Stanzi le Roux

School of Publc Health and Family Medcine
Faculty of Health Sciences, University of
Cape Town

Tel 0829258259

Emai: stanzi leroux@gmasl com

If you have any questions about your nghts as a research partiopant, you may contact the
folioming member of the ethics committee:

FMo(Hunhm University of Cape
Town
Tel: 021 406 6338

Page 4 of 5
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Hiv-unexposed infant cohort study irformed Consent Form for Postnatal phase (Consent #8)

CONSENT STATEMENT.

| have read this form, or someone nas read it 1o me. | have been offered a copy of this consent
form. | was encouraged and given me 10 ask quESHIoNs. Iwhwm-ﬂlhmmﬁs
study. Ihmmmmnhhhm.ﬂmﬁWﬂm“. Dwr being in
hmi:m.rumummﬁm_mﬂmmnm
care services we receive today, or at any tme in the future

Please indicate your consent with your signature.

Voluniesr s name

Ssgnature of Volunteer Date

Si1aff member's name

Signature of study siaff Date

HmmuismeMMmmmmMMMMWN
indammmﬂmmmmmﬁnummumhsmm

Firngerprint of volunieer:

Witness:
| confirm that | am independent of the study and that | witnessed the enfire informed consent
counselling process in the home language of the volunieer

o ="p

Signature

Date:

Thank you,

Page S of 5
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HIV-Unexposed cohort: Edinburgh Postnatal Depression Scale, 15t Antenatal & Postnatal visits at 6 weeks & 12 months
Xhosa-English Version 2.0, 18" June 2014

PID: AP -

EPDS

Visit Date:

Visit number
Please circle appropriate visit

18t Antenatal (booking) visit

6 weeks postnatal visit

12 months postnatal visit

Sifuna ukwasi ukuba ubuziva njani kwiveki ephelileyo. Sicela ukhethe iimpendulo ezikufutshane nendlela ozive ngayo kwi veki edlulileyo, hayi nje indle oziva

ngayo namhlanje.
We would like to know how you have been feeling in the past week. Please choose the answer that comes closest to how you have felt in the past week, not just how you feel today. Please read all the
options for each statement.

0 1 2 3
Ndibenako ukuhleka nokubona icala lezinto o
i | Njengokuba ndihlala ndisenza Hayi Kangako Ngokuginisekileyo akukho Hayi azange
EPDS -1 | SzInga unganga. - ‘Ao much as | al Id Not quite h kangako ngoku Not at al
I have been able to laugh and see the funny side of S much as | always cou ot quite S6 much now. Definitely not so much now. otatall.
things
. . ) Kancinci kunokuba bendihlala Kancinci kakhulu kunokuba ) .
EPDS -2 Izinto ndizijonge ndinolonwabo NJeng;)skL;?SCEe;sd:heIsI; r&(ijclisenza ndisenza bendisenza Kungqaﬂlzrsrugtaalﬁubenjalo.
I have looked forward with enjoyment to things ' A little less than | used to. Much less than | used to. Y '
Bendizigxeka xa izinto zingandihambeli
EPDS -3 kakuhle ngaphandle kwesizathu. Ewe, ixesha elininzi Ewe, ngamanye amaxesha Hayi kangako Hayi azange
| have blamed myself unnecessar”y when things went Yes, most of the time. Yes, some of the time. Not very much. No, never
wrong
Bendinxunguphele ndinexhala ngaphandle
EPDS -4 . gup gap Hayi konke konke Kunggabile ukuba kubenjalo Ewe, ngamanye amaxesha Ewe kakhulu
h kwesizathu No, not at all. Hardly ever. Yes, sometimes. Yes, very much.
| have been anxious or worried for no good reason
Ndizive ndisoyika ndinexhala ngaphandle
EPDS -5 . y gap Ewe kakhulu Ewe, ngamanye amaxesha Hayi kangako Hayi konke konke
- kwesizathu Yes, quite a lot. Yes, sometimes. No, not much. No, not at all
| have felt scared or panicky for no very good reason
. . Ewe, ixesha elininzi bsr\:\iieihng:vz]:z?y:kﬁmhixnizvja Hayi, ixesha elininzi Hayi, benoliphumelela
EPDS -6 | |Zinto bezindongamela bedingakwazi ukuphumelela tu gnjengesiqhgo bendiphumelela kakuhle kakhulu njengesighelo
Things have been getting on top of me Yes, most of the times | haven't Yes, sometimes | haven't been No, most of the time | have No, | have been managing as
been managing at all. h managed quite well. well as ever.
managing as well as usual.
Bendingonwabanga ndifumane ubunzima
EPDS -7 xa kufuneka ndilele Ewe, ixesha elininzi Ewe, ngamanye amaxesha Hayi kangako Hayi konke konke
I have been so unhappy that | have had difficulty Yes, most of the time. Yes, sometimes. Not very much. No, not at all.
sleeping
EPDS -8 Ndiziva ndilusizi okanye ndingxunguphele Ewe, ixesha elininzi Ewe, ngamanye amaxesha Hayi kangako Hayi konke konke
B | have felt sad or miserable Yes, most of the time. Yes, sometimes. Not very much. No, not at all.
EPDS -9 Bendingonwabanga ndisoloko ndilila Ewe, ixesha elininzi Ewe, ngamanye amaxesha Hayi kangako Hayi konke konke
B I have been so unhappy that | have been crying Yes, most of the time. Yes, sometimes. Not very much. No, not at all.
EPDS -10 Ingcinga yokuzenzakalisa ithe yandifikela Ewe kr:}khulu Ngamanye amaxesha Kunggabile ukuba kubenjalo. Zange
The thought of harming myself has occurred to me Yes, quite a lot Sometimes Hardly ever Never
Date completed: /[ Signed counsellor completing CRF:
DateofQCc. [ Signed measurement nurse:
Page 1 of 1 Initials of counsellor:
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HIV-unexposed cohort: K-10, Antenatal visit 1; Postnatal visits 6 weeks and 12 months

Xhosa-English Version 1.0, 15" April 2014

PID: AP -

KESSLER-10
VisitDate: [/ [ Visit nu m ber . - 15t Antenatal visit (booking) 6 weeks postnatal 12 months postnatal
Please circle appropriate visit
Le mibuzo ilandelayo ilishumi ikubuza ukuba ubuziva njani na kule nyanga idlulileyo. Ngombuzo ngamnye yakha isangga phantsi phantsi kwalo mpendulo ichaza
ngokupheleleyo ubungakanani bexesha obuvakalelwa ngalo ngolo hlobo.
The following ten questions ask about how you have been feeling in past month.
Kule nyanga iphelileyo, oku kukuthi, ukususela [xela inyanga enye edlulileyo] ukuyo kutsho izolo, ikuba kukangaphi uziva:
That is, from [date one month ago] to yesterday, about how often did you feel: (Circle the option that best describes the amount of time that you feel that way.)
Akukhange Abekhona Kubekho -
; Kubekhona Ibilixesha
kubehki . amanye amaxesha
xesha Alﬁtilz h;ntﬁe amaxesha amaninz Alllocr)]fktﬁe
None of the time Some of the | Most of the time
time time time
K10 -1 Udiniwe ngaphandle kwesizathu? 1 5 3 4 5
During the past month, about how often did you feel tired out for no good reason?
) Uphakuphaku?
K10 -2 During the past month, about how often did you feel nervous? L 2 3 4 5
Uphakuphaku kangangokuba kungekho nto inokukuthomalalisa?
K10 -3 During the past month, about how often did you feel so nervous that nothing could calm 1 2 3 4 5
you down?
Uphelelwa ngamathemba?
K10 -4 During the past month, about how often did you feel hopeless? L 2 3 4 5
) Ungazinzanga okanye ugungga?
K10 -5 During the past month, about how often did you feel restless or fidgety? L 2 3 4 5
K10 -6 Ungazinzanga de uguggagungge xa uhleli? 1 2 3 4 5
During the past month, about how often did you feel so restless you could not sit still?
Ulusizana udakumbile?
K10 -7 During the past month, about how often did you feel depressed? 1 2 3 4 5
i Yonke into ibiyimigudu?
K10 -8 During the past month, about how often did you feel that everything was an effort? L 2 3 4 5
Udakumbile kangangokuba kungekho nanye into engakonwabisayo?
K10 -9 During the past month, about how often did you feel so sad that nothing could cheer you 1 2 3 4 5
up?
Ungena xabiso?
K10 -10 During the past month, about how often did you feel worthless? 1 2 3 4 5
Date completed: /  / Signed counsellor completing CRF:
DateofQCc:. [ [ Signed measurement nurse:
Page 1 of 1 Initials of counsellor:
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APPENDIX N

- Trauma / Abuse Assessment (WHO VAW Questionnaire) -
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HU-cohort: Trauma/ Abuse assessment, 15t Antenatal & Postnatal 12 month visits PID:AP-_ -
Xhosa-English Version 2.0, 18™ June 2014

WHO VAW QUESTIONNAIRE

Visit Date: Visit number: Postnatal visit 12
/ / Please indicate the | 15t Antenatal visit
_______ e months
Visit
Siza kubuza imibuzo embalwa malunga nokuhlukunyezwa kwako ligabane lako.
We are going to ask you a few questions relating to partner violence.
Kwezi nyanga zi-12 zidlulileyo ukhe wafunyanwanzezi zilandelayo
In the last 12 months, have you experienced any of the following?
UHLUKUMEZO LWENGQON Ewe Hayi
Psychological Violence Yes No
1 Igabane lakho likhe lakuthuka okanye wasiva ungalunganga? 1 0
" | Has your partner insulted you or made you feel bad about yourself?
Likhe lakwenza wasifumanisa ukuba usithobile isidima sakho phambi
2. | kwabanye abantu? 1 0
Has he belittled or humiliated you in front of other people?
3 Likhe laoyikisa lakuphatha kakubi ngabom 1 0
" | Has he done things to scare or intimidate you on purpose?
4 Likhe lakugrogrisa ngokonzakalisa okanye umntu omnakekelayo? 1 0
" | Has he threatened to hurt you or someone you care about?
UHLUKUMEZO LOMZIMBA Ewe Hayi
Physical Violence Yes No
Likhe lakughwaba ngempama okanye wakugibisela ngento
5. | enokwenzakalisa? 1 0
Has he slapped you or thrown something at you that could hurt you?
6 Likhe lakutyhala okanye lakunyola? 1 0
" | Has he pushed or shoved you?
7 Likhe lakubetha ngengindi okanyengento enokonzakalisa? 1 0
Has he hit you with a fist or with something else that could hurt you?
8 Likhe likukhabe,likurhuge okanye likubethe? 1 0
Has he kicked you, dragged you or beaten you up?
9 Likhe likukrwitshe okanye likutshise ngabom? 1 0
" | Has he choked or burnt you on purpose?
Likhe likugrogrise okanye lisebenzise umpu,imela okanye nasiphi
10.| isixhobo kuwe? 1 0
Has he threatened to use or actually used a gun, knife or other weapon against you?
UHLUKUNYEZO NGOKWABELANA NGOCANTSI Ewe Hayi
Sexual Violence Yes No
11. Likhe likunyanzele ngokwabelana ngocantsi wena ungafuni? 1 0
Has he physically forced you to have sexual intercourse when you didn’t want to?
Wakhe wabelana naye ngocantsi ungafuni kuba uloyika umazi
12.| angenza ntoni? 1 0
Did you ever have sexual intercourse when you didn’t want because you were afraid of
what he might do?
Likhe likunyanzele ngokwebelana ngocantsi ngendlela ofumanisa
13.| ukuba ukuthathela phantsi okanye uyakwenyelisa? 1 0
Has he forced you to do something sexual that you found degrading or humiliating?

Date completed: /  / Signed counsellor completing CRF:
Date ofQC. [ [ Signed measurement nurse:
Page 1 of 1 Initials of counsellor:
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APPENDIX O

- Alcohol Use Disorders Identification Test (AUDIT) -
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AUDIT

Please mark relevant visit number:

1st Antenatal
visit (booking)

12 month visit

Visit Date:

Ngoku sizakubuza imibuzo ngokusebenzisa kwakho utywala. Ncede urhangge impendulo enggamene nawe:
We are now going to ask you some gquestions about your use of alcohol. Please circle the relevant answer for each question bellow:

0 1 2 3 4
Kabini Kabini
Kanye Kane
ngenyanga ukuya ukuya nangaphezulu
AUDIT -1 | Ubusela kangakanani utywala? Zange genyanga | wisine kwisithathu gaphe:
How often do you have a drink containing alcohol? never nangaphantsi envanaeni evekini evekini
Once per month y ) g ) 4 times or more
or less 2-4 times a 2-3 times per per week
month week
er)gaphl iglasi ;eglselo esinxilisayo 10 okanye
AUDIT -2 oz|se|ayo ngem|n|? 1 okanye 2 3 okanye 4 5 okanye 6 7 ukuya 9 naanhezulu
How many standard drinks containing alcohol do you lor2 3or4 Sor6 7t09 glop
have on a typical day when drinking? or more
) ) o Ngosuku
Kukangaphi usela iglasi (::;zmtandathu — Ngaphantsi Naenvanaa Noeveld okanye
AUDIT -3 | hangaphezulu ngexesha _ 9 kwenyanya genyang g9 malunga
How many times do you have six standard drinks or Never Monthly Weekly
more at time? Less than monthly nosuku
Daily or almost daily
Kunyaka ophelileyo kukangaphi, Ngosuku
ufumanisa ukuba aw_u_kwazi ukuyeka . Ngaphantsi N \ . okanye
i Never Monthl Weekl
During the past year, how often have you found that Less than monthly y y K
you were not able to stop drinking once you had nosuku
started? Daily or almost daily
Kulo nyaka uphelileyo kukangaphi Ngosuku
ungakwazi ukwenza into ubumele . Ngaphantsi \ \ . okanye
AUDIT -5 | ukuyenza ngenxa yokuba ubusela? ange kwenyanya genyanga gevex malunga
i i Never Monthl Weekl
During the past year, how often have you failed to do Less than monthly y y K
what was normally expected of you because of nosuku
drinking? Daily or almost daily
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Kulo nyaka uphelileyo kukangaphi ufuna Ngosuku
ukusela utywala ekuseni kuba ufuna Ngaphantsi _ okanye
AUDIT -6 | ukugala usuku lwakho kakuhle? Zange kwenyanya Ngenyanga Ngeveki malunga
During the past year, how often have you needed a Never Less than monthly Monthly Weekly K
drink in the morning to get yourself going after a heavy nosuku
drinking session? Daily or almost daily
Kulonyaka uphelileyo kukangaphi _ Ngosuku
uzifumanise unesazela okanye uzisola Zange Ngaphantsi Ngenyanga Ngeveki okanye
AUDIT -7 | emva kokuba usele? Never kwenyanya Monthly Weekly malunga
During the past year, how often have you had a feeling Less than monthly nosuku
of guilt or remorse after drinking? Daily or almost daily
Kulo nyaka uphelileyo ukhe wazilibala Ngosuku
izinto ebezenzekile ngezolo ngenxa Ngaphantsi i okanye
AUDIT -8 | yokuba ubusele? Zange kwenyanya Ngenyanga Ngeveki malunga
During the past year, have you been unable to Never Less than monthly Monthly Weekly K
remember what happened the night before because ) nosuku )
you had been drinking? Daily or almost daily
Ukhe wonzakala okanye omnye umntu ha_el,( kOdV‘I'(a . Ewel,(
wonzakala ngenxa yokuba ubusele? Hayi ayl kunyaxa unyaka
AUDIT -9 ophelilieyo ophelilieyo
Have you or someone else been injured as a result of No Yes. but not in tf:ne Yes, during thé
your drinking? ’past year p’ast year
Sikhona isizalwana sakho, okanye
isihlobo,uggira okanye umntu
99 ny . Ewe, kodwa Ewe,
osebenzela ezempilo obekhathazekile havi k K K K
ngendlela osela ngayo waza wakucebisa Hayi ay uryaa nyaka
AUDIT -10 | N9 A ngay NG ophelilieyo. | ophelilieyo.
ukuba uthobe isantya? Yes, but not in the Yes, during the
Has a relative or friend, doctor or other health worker past year past year
been concerned about your drinking or suggested you
cut down?

Date completed:

Date of QC:

Signed counsellor completing CRF:

Signed measurement nurse:
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Data Management Plan -
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DATA MANAGEMENT PLAN

Institution: University of Cape Town

1. PROJECT NAME

Early infant breastfeeding practises and predictors of breastfeeding cessation in HIV-
uninfected and HIV-infected mothers on anti-retroviral treatment: a prospective cohort
study

2. LEAD PRINCIPAL INVESTIGATOR(S)/GRANT HOLDER

Dr Stanzi le Roux, Supervisor of Helene C Theunissen

3. DATA COLLECTION/GENERATION

This study involves secondary data analysis only.

Data was obtained through Clinical record forms (CRFs), and questions were administered by
trained interviewers in private rooms. CRFs were translated from English into isiXhosa and
subsequently back-translated by isiXhosa speaking staff members, with validation
certification.

For the purposes of this study, data derived from the “Infant feeding intentions/practices”
guestionnaire (Appendix D) will be used to evaluate breastfeeding practices. This
guestionnaire was administered in both parent cohorts during post-natal follow up visits at
approximately <7 days, 6 weeks, 3,6,9 and 12 months. Additionally, selected data derived
from the “Maternal Demographics & Medical History Questionnaire” will be used, as well as
the Edinburgh Postnatal Depression Scale (EPDS) (Appendix L), the Kessler-10 (Appendix M),
the Trauma/Abuse Assessment (Appendix N) and the Alcohol Use Disorders Identification Test
(AUDIT) (Appendix O). The HU2 questionnaire (Appendix E) was an appropriately shortened
version (so as not to enquire about HIV/ART related information) of that of MCH-ART.
(Appendix F).

4. DATA STORAGE

As per study protocols, all participant data was kept anonymous with no personal identifiers
attached to participant files and with only systematically assigned identification

numbers. Database files are stored on password protected external hard drives which in
turn are stored in locked safes at the University of Cape Town and at the research site.
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APPENDIX 4: Manuscript Supplementary Tables and Figures

SUPPLEMENTARY TABLE 1: Specific lactation issues reported by women living with HIV and HIV-negative women at approximately 7 days

and 6 weeks postpartum
Visit

7 Days postpartum

6 Weeks postpartum

Results are n(column %)

Lactation issue

Engorgement
Cracked Nipples
Abscesses
Infection
Operation
Trauma

Other problems?

Engorgement
Cracked Nipples
Abscesses
Infection
Operation
Trauma

Other problems?

Combined Cohort n= 872

21/872 (2%)
41/872 (5%)
1/872 (0.1%)
1/872 (0.1%)
0/872 (0%)
0/872 (0%)
5/872 (1%)

15/872 (2%)
38/872 (4%)
9/872 (1%)
6/872 (1%)
0/872 (0%)
0/872 (0%)
9/872 (1%)

Women Living with HIV and their
Infants

15/461(3%)

21/461 (5%)

1/461 (0.2%)

1/461 (0.2%)

0/461 (0%)

0/461 (0%)

3/461 (1%)

12/461 (3%)
29/461 (6%)
7/461 (2%)
5/461 (1%)
0/461 (0%)
0/461 (0%)
8/461 (2%)

1 Other lactation problems women indicated included itchiness, painful nipples, pain when breastfeeding and painful breasts.

20ther lactation problems women indicated included bleeding nipples, empty breasts or not enough breastmilk.

HIV-Negative Mothers and their
infants

6/411 (1%)

20/411 (5%)

0/411 (0%)

0/411 (0%)

0/411 (0%)

0/411 (0%)

2/411 (0.5%)

3/411 (1%)
9/411 (2%)
2/411 (0.5%)
1/411 (0.2%)
0/411 (0%)
0/411 (0%)
1/411 (0.2%)

Supplementary Table 1 provides a breakdown of reported lactation and breast problems in the first 6 weeks postpartum. The most common

problem reported by 5% (41/872) of all women, was cracked nipples at the 7-day postpartum visit, this was no different among WLHIV as

compared to HIV-negative women (5%, 21/461 vs 5%, 20/411). This was followed by engorgement, with 3% (15/461) of WLHIV as compared

to 1% (6/411) of HIV-negative women reporting this problem at the 7-day postpartum visit.
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Cracked nipples and engorgement continued to be the main lactation related problems reported at the 6-weeks postpartum visit. While 6%
(29/461) of WLHIV reported having cracked nipples, only 2% (9/411) HIV-negative women reported this problem. Similarly, while 3% (12/461)

of WLHIV reported breast engorgement, only 1% (3/411) reported this problem at the 6 weeks postpartum visit.
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SUPPLEMENTARY TABLE 2: Maternal reasons for cessation of breastfeeding, by study visit: overall, and stratified by maternal HIV status

Combined Cohort

Visit

6 Weeks

3 Months

6 Months

Number who attended this visit

Number (%) who reported breastfeeding
cessation since previous visit

Reasons given for Breastfeeding cessation
No reason given

Work

Education

Non-lactational illness
Lactation problems

Poor growth

Inconsolable crying
Insufficient breastmilk supply
Fear of HIV transmission
External advice/pressure
Other?

Number who attended this visit

Number (%) who reported breastfeeding
cessation since previous visit

Cumulative number of women who have
stopped breastfeeding

Reasons given for Breastfeeding cessation
No reason given

Work

Education

Non-lactational illness

Lactation problems

Poor growth

Inconsolable crying

Insufficient breastmilk supply

Fear of HIV transmission

External advice/pressure

Other?

Number who attended this visit
Number (%) who reported breastfeeding
cessation since previous visit

824/872 (94%)
111/824 (13%)

23/111 (21%)
12/111 (11%)
2/111 (2%)
11/111 (10%)
22/111 (20%)
1/111 (1%)
6/111 (5%)
18/111 (16%)
3/111 (2%)
2/111 (2%)
11/111 (10%)

737/872 (85%)
135/ 737 (18%)

246/872 (28%)

47/135 (36%)
31/135 (23%)
2/135 (1%)
3/135 (2%)
11/135 (8%)
3/135 (2%)
4/135 (3%)
15/135 (11%)
1/135 (1%)
0/135 (0%)
18/135 (13%)

749/872 (86%)
134/749 (18%)

Women Living with HIV and their Infants

435/461 (94%)
78/435 (18%)

6/78 (8%)
10/78 (13%)
1/78 (1%)
8/78 (10%)
22/78 (27%)
0/78 (0%)
3/78 (4%)
13/78 (17%)
3/78 (4%)
2/78 (3%)
10/78 (13%)

369/461 (80%)
98/369 (27%)

176/461 (38%)

31/98 (33%)
22/98 (22%)
1/98 (1%)
3/98 (3%)
8/98 (8%)
3/98 (3%)
2/98 (2%)
10/98 (10%)
1/98 (1%)
0/98 (0%)
17/98 (17%)

403/461 (87%)
56/403 (14%)

389/411 (95%)
33/389 (8%)

17/33 (52%)
2/33 (6%)
1/33 (3%)
3/33 (9%)
0/33 (0%)
1/33 (3%)
3/33 (9%)
5/33 (15%)
0/33 (0%)
0/33 (0%)
1/33 (3%)

368 (90%)
37/368 (10%)

70/411 (17%)

16/37 (43%)
9/37 (24%)
1/37 (3%)
0/37 (0%)
3/37 (8%)
0/37 (0%)
2/37 (5%)
5/37 (14%)
0/37 (0%)
0/37 (0%)
1/37 (3%)

346/411 (84%)
78/346 (22%)

HIV-Negative women and their infants
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Cumulative number of women who have 380/872 (44%) 232/461 (50%) 148/411 (36%)

stopped breastfeeding
Reasons given for Breastfeeding cessation
No reason given 25/134 (19%) 5/56 (9%) 20/78 (26%)
Work 46/134 (34%) 17/56 (29%) 29/78 (37%)
Education 5/134 (4%) 2/56 (4%) 3/78 (4%)
Non-lactational illness 3/134 (2%) 2/56 (4%) 1/78 (1%)
Lactation problems 5/134 (4%) 3/56 (5%) 2/78 (3%)
Poor growth 0/134 (0%) 0/56 (0%) 0/78 (0%)
Inconsolable crying 3/134 (2%) 2 /56 (4%) 1/78 (1%)
Insufficient breastmilk supply 12/134 (9%) 5/56 (9%) 7 /78 (9%)
Fear of HIV transmission 2/134 (1%) 2/56 (4%) 0/78 (0%)
External advice/pressure 0/134 (0%) 0 /56 (0%) 0/78 (0%)
Other? 33/134 (25%) 18/56 (32%) 15 /78 (19%)
Number who attended this visit 714/872 (82%) 384/461 (83%) 330/411 (80%)
Number (%) who reported breastfeeding 89/714 (12%) 49/384 (13%) 40/330 (12%)
9 Months cessation since previous visit
Cumulative number of women who have 469/872 (54%) 281/461 (61%) 188/411 (46%)
stopped breastfeeding
Reasons given for Breastfeeding cessation
No reason given 14/89 (17%) 2/49 (4%) 12/40 (30%)
Work 28/89 (31%) 21/49 (43%) 7/40 (17%)
Education 5/89 (6%) 3 /49 (6%) 2/40 (5%)
Non-lactational illness 1/89 (1%) 0/49 (0%) 1/40 (3%)
Lactation problems 6/89 (7%) 0/49 (0%) 6/40 (15%)
Poor growth 1/89 (1%) 1/49 (2%) 0/40 (0%)
Inconsolable crying 2/89 (2%) 2/49 (4%) 0 /40 (0%)
Insufficient breastmilk supply 3/89 (3%) 2/49 (4%) 1/40 (3%)
Fear of HIV transmission 1/89 (1%) 1/49 (2%) 0/40 (0%)
External advice/pressure 0/89 (0%) 0/49 (0%) 0/40 (0%)
Other! 28/89 (31%) 17/49 (35%) 11 /40 (27%)
Number who attended this visit 741/872 (85%) 388/461 (84%) 353/411 (86%)
12 Months Number (%) who reported breastfeeding 83/741 (11%) 35/388 (9%) 48/353 (14%)
cessation since previous visit
Cumulative number of women who have 552/872 (63%) 316/461 (69%) 236/411 (57%)
stopped breastfeeding

Reasons given for Breastfeeding cessation
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Main reason
for cessation

No reason given
Work

Education

Non-lactational illness
Lactation problems

Poor growth

Inconsolable crying
Insufficient breastmilk supply
Fear of HIV transmission
External advice/pressure
Other?

Work commitments

Results are n(column %)
1 “Other” reasons women gave included but are not limited to maternal depression, the child rejecting breastmilk, the child and mother being separated geographically, the child being

hospitalized, refusing breastmilk and reduced milk production.

17/83 (20%)
14/83 (17%)
1/83 (1%)
2/83 (3%)
4/83 (5%)
0/83 (0%)
1/83 (1%)
8/83 (10%)
1/83 (1%)
0/83 (0%)
35/83 (42%)

131/552 (24%)

8/35 (23%)
5/35 (14%)
1/35 (3%)
1/35 (3%)
0/35 (0%)
0/35 (0%)
0/35 (0%)
0/35 (0%)
1/35 (3%)
0/35 (0%)
19/35 (54%)

75/316 (24%)

9/48 (19%)
9 /48 (19%)
0/48 (0%)
1/48 (2%)
4 /48 (8%)
0 /48 (0%)
1/48 (2%)
8/48 (17%)
0/48 (0%)
0/48 (0%)
16/48 (33%)

56/236 (24%)

Supplementary Table 2 provides a breakdown of all the reasons women reported for breastfeeding cessation. At the 6-week postpartum visit,

the most common reason reported for breastfeeding cessation was lactation problems, 20% (22/111). While 27% (22/78) WLHIV reported

lactation problems to be the reason for BF cessation, 0% (0/33) of HIV-negative women reported lactation problems to be the reason for BF

cessation.

At the 3-month, 6-month, 9-month and 12-month visits, the most common reason stated by all women for breastfeeding cessation, was work,

with 23% (31/135), 34% (46/134), 31% (28/89) and 17% (14/83).
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SUPPLEMENTARY TABLE 3: Factors associated with cessation of (a) exclusive and (b) all breastfeeding among HIV-negative women: crude and adjusted
hazard ratios from Cox proportional hazards regression analysis.

(c) Relative hazard for cessation of exclusive breastfeeding+ (d) Relative hazard for cessation of any breastfeeding
Crude Hazard Ratio p-value Adjusted Hazard Ratio p-value Crude Hazard Ratio p-value Adjusted Hazard Ratio p-value
(95% Confidence (95% Confidence Interval) (95% Confidence (95% Confidence
Interval) Interval) Interval)
Maternal characteristics at first antenatal visit
Breast infection/problems at 7 days and or 6 weeks?* 1.63(1.17-2.26) 0.01 1.62(1.15-2.27) 0.01 1.32(0.86-2.02) 0.21 1.44 (0.91-2.27) 0.12
Employed? 1.15(0.92 -1.43) 0.21 - - 1.35(1.01-1.79) 0.04 1.37(1.02 - 1.84) 0.04
Maternal age (years) 0.99 (0.97 -1.01) 0.36 0.99 (0.97-1.01) 0.42 0.99 (0.97-1.01) 0.42 - -
Completed secondary and or tertiary schooling? 1.08 (0.87 — 1.34) 0.47 - - 1.10 (0.82 — 1.46) 0.53 - -
Lives in formal housing with a toilet, running water 1.06 (0.86 —1.32) 0.58 - - 1.07 (0.80—1.43) 0.67 - -
and electricity*
Postnatal depression® 1.11(0.76 — 1.63) 0.60 1.13 (0.80-1.61) 0.48 0.67 (0.35-1.30) 0.24 - -
Intimate partner violence® 1.21(0.81-1.82) 0.35 - - 1.38(0.87 -2.19) 0.17 - -
Risky drinking behaviour” 1.36 (0.83 — 2.24) 0.23 - - 1.38(0.88-2.17) 0.16 - -
Psychological distress® 1.15(0.92-1.42) 0.22 - - 1.37(1.03 -1.83) 0.03 1.35(1.01-1.81) 0.04
Infant and Delivery Characteristics
Gestational age at birth
237 Weeks 1.00 (Ref) 1.00 - 1.00 (Ref) 1.00 (Ref)
>34 Weeks, <37 Weeks 0.63 (0.42 -0.95) 0.03 0.66 (0.44 —0.99) - 1.12 (0.70-1.79) 0.64 0.94 (0.56 - 1.67) 0.90
<34 Weeks 0.85(0.41-1.80) 0.68 0.91 (0.40 - 2.04) 1.75(0.91-3.36) 0.09 1.370.57 - 3.25) 0.48
Birth weight (grams)
> 2500 1.00 (Ref) = = 1.00 (Ref) . =
<2500 0.71 (0.48 — 1.04) 0.08 - - 1.25(0.81-1.92) 0.32 - -
Birth weight (kilograms) 1.22(1.02-1.46) 0.03 - - 0.72 (0.57 -0.92) 0.01 0.71(0.52-0.97) 0.03
SGA® 0.80 (0.58 —1.10) 0.16 - - 1.20(0.81-1.78) 0.37 - -
APGAR <7 @5min?® 1.67 (1.04 - 2.70) 0.04 1.24 (0.52-2.92) 0.62 4.62e-15 (0) 1.00 - -
Put to breast within 1 hour of birth!! 1.12 (0.62 — 2.04) 0.70 1.03 (0.58 —1.82) 0.92 0.96 (0.57 — 1.64) 0.90 1.23 (0.67 —2.27) 0.50
Place of birth
Primary Care 1.00 (Ref) - - 1.00 (Ref) - -
Hospital care 0.93(0.74-1.17) 0.54 - - 0.88 (0.66 —1.18) 0.41 - -
BBA!? 0.30 (0.24 -0.37) <0.0001 - - 3.17e-14 (0) 1.00 - -
Entry into antenatal care
Early (<28 Weeks) 1.00 (Ref) - - 1.00 (Ref) - -
Late (228 Weeks) 1.01(0.77 - 1.34) 0.92 - - 0.83 (0.58 —1.20) 0.33 - -
Male Sex!3 0.93 (0.75-1.15) 0.50 - - 1.05 (0.79 — 1.40) 0.70 - -
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tAnalysis based on a) 333 observations; 635.76 months total analysis time and b) 411 observations; 3168.62 months total analysis time
+Exclusive Breastfeeding analysis was restricted to infants who were ever breastfed.
1Reference category: having attained less than secondary education
2Reference category: not having had breast infections/ problems at 7 days and 6 weeks
3Reference category: being unemployed
4 Reference category: not living in formal housing with a toilet, running water and electricity
5 Postnatal depression is defined as Edinburgh Postnatal Depression Scale (EPDS) score 213, at enrolment visit. (28)
Reference category: having an EPDS score of <13, at enrolment visit
6 Intimate partner violence defined as physical, sexual or psychological violence as per World Health Organization violence against women questionnaire, at enrolment visit.
Reference category: not having experienced intimate partner violence, at enrolment visit.(30)
7Risky drinking behaviour is defined as Alcohol use disorders identification test (AUDIT-C) score 23, at enrolment visit. (31)
Reference category: having an AUDIT-C score of <3, at enrolment visit
8 Psychological distress is defined as Kessler Psychological Distress Scale (K10) score 221.5, at enrolment visit.(29)
Reference category: having a K10 score of <21.5, at enrolment visit
9SGA refers to Small for Gestational Age defined as weight below the 10t percentile for gestational age.
Reference category: Weight above the 10t percentile for gestational age
10Reference category: APGAR 27 @ 5 minutes
11 Reference category: Not having been put to the breast within 1 hour after birth
12 BBA refers to Born before arrival, defined as infants born at home or on route to a delivery centre, without the presence of a skilled birth attendant
13 Reference category: female sex

Supplementary Table 3 is indicative of analyses restricted to HIV-negative women. Lactation problems were predictive of EBF cessation (aHR
1.62 Cl 1.15 - 2.27), however not significantly predictive of BF cessation (aHR 1.44 Cl 0.91 — 2.27). Relative and adjusted predictors of all BF
cessation included employment (HR 1.35 Cl 1.01 — 1.79), psychological distress (HR 1.37 Cl 1.03 — 1.83) and low birth weight (HR 0.72 CI 0.57 —

0.92).
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SUPPLEMENTARY FIGURE 1: Directed acyclic graph
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SUPPLEMENTARY FIGURE 2: Study Flow Diagram

1087 mothers-newborn pairs screened at first postnatal visit
587 HIV-positive mothers (MCH-ART study)

500 HIV-negative mothers (HU2 study)

v

v

203 mother-infant pairs excluded from postnatal follow-up

116 HIV-positive mother-infant pairs (MCH-ART study)
78 not breastfeeding
23 enrolment window missed
12 unable to continue follow-up (lack of time or interest / relocation)
3 transferred to other clinics for HIV care (withdrew)

87 HIV-negative mother-infant pairs (HU2 study)
14 not breastfeeding

63 enrolment window missed
9 unable to continue follow-up (lack of time or interest / relocation)

1 maternal HIV sero-conversion during pregnancy (withdrew)

884 mother-infant pairs enrolled for postnatal follow-up
471 HIV-positive mother-infant pairs (MCH-ART study)
413 HIV-negative mother-infant pairs (HU2 study)

:

4

»
»

12 mother-infant pairs excluded from breastfeeding analyses due to

postnatal infant HIV acquisition
10 HIV-positive mother-infant pairs (MCH-ART study)
2 HIV-negative mother-infant pairs (HU2 study, postnatal maternal

seroconversion)

872 mother-infant pairs included in breastfeeding analysis

461 HIV-exposed uninfected infants (MCH-ART study)
411 HIV-unexposed uninfected infants (HU2 study)
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SUPPLEMENTARY FIGURE 3: Kaplan Meier curve for breastfeeding cessation, comparing women living with HIV to HIV-negative women
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SUPPLEMENTARY FIGURE 3A: Kaplan Meier curve for breastfeeding SUPPLEMENTARY FIGURE 3B: Kaplan Meier curve for breastfeeding

cessation, comparing women living with HIV to HIV-negative women. cessation, comparing women living with HIV to HIV-negative women.
Exclusive breastfeeding cessation. All breastfeeding cessation.

The Kaplan Meier curve for exclusive breastfeeding cessation displayed in supplementary figure 3A shows that exclusive breastfeeding duration
was consistently longer among WLHIV as compared to HIV-negative women (p=0.0004). The Kaplan Meier curve for (all) breastfeeding cessation

displayed in supplementary figure 3B on the other hand, shows that the duration of all breastfeeding was shorter among WLHIV as compared

to HIV-negative women.
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APPENDIX 5: Authors Guidelines for the Journal of Maternal & Child Nutrition

“Author Guidelines

Contents

1. Submission

. Aims and Scope

. Manuscript Categories and Requirements

. Preparing Your Submission

. Editorial Policies and Ethical Considerations
. Author Licensing

. Publication Process After Acceptance

. Post Publication

. Editorial Office Contact Details

. SUBMISSION

Thank you for your interest in Maternal & Child Nutrition. Note that submission implies that the
content has not been published or submitted for publication elsewhere except as a brief abstract
in the proceedings of a scientific meeting or symposium.

Once the submission materials have been prepared in accordance with the Author
Guidelines, manuscripts should be submitted online
at https://mc.manuscriptcentral.com/mcn.

Click here for more details on how to use ScholarOne.

IMPORTANT: Please check whether you already have an account in the system before trying to
create a new one. If you have reviewed or authored for the journal in the past year it is likely that
you will have created an account.

Data protection

By submitting a manuscript to or reviewing for this publication, your name, email address, and
affiliation, and other contact details the publication might require, will be used for the regular
operations of the publication, including, when necessary, sharing with the publisher (Wiley) and
partners for production and publication. The publication and the publisher recognize the
importance of protecting the personal information collected from users in the operation of these
services and have practices in place to ensure that steps are taken to maintain the security,
integrity, and privacy of the personal data collected and processed. You can learn more

at https://authorservices.wiley.com/statements/data-protection-policy.html.

Preprint policy

This journal will consider for review articles previously available as preprints on nhon-commercial
servers such as ArXiv, bioRxiv, psyArXiv, SocArXiv, engrXiv, etc. Authors may also post the
submitted version of a manuscript to non-commercial servers at any time. Authors are requested
to update any pre-publication versions with a link to the final published article.

For help with submissions, please contact: MCN.editorialoffice@wiley.com.

2. AIMS AND SCOPE

Maternal & Child Nutrition addresses fundamental aspects of nutrition and its outcomes in
women and their children, both in early and later life, and keeps its audience fully informed about
new initiatives, the latest research findings and innovative ways of responding to changes in
public attitudes and policy. Drawing from global sources, the Journal provides an invaluable
source of up to date information for health professionals, academics and service users with
interests in maternal and child nutrition. Its scope includes pre-conception, antenatal and
postnatal maternal nutrition, women's nutrition throughout their reproductive years, and fetal,
neonatal, infant, child and adolescent nutrition and their effects throughout life. Topics covered
include:

P OO N[O O~ WIN

e Nutritional needs of mothers and their children in health and disease
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Physiological, sociocultural, psychological, economic and political aspects of nutrition
Health Improvement

Health education

Health policy and assessment in practice

Inter-agency initiatives

Food safety and related environmental and regulatory issues

Nutritional risk assessment

Evaluation of interventions aimed at improving health

The role of nutrition in both healthy and vulnerable groups

Development of research methods, validation of measures

Note that the journal only publishes human studies (not animal).
3. MANUSCRIPT CATEGORIES AND REQUIREMENTS

i. Research Articles

Word limit: 5,000 words maximum, excluding abstract and references. In exceptional cases MCN
will consider submission of manuscripts longer in length, but this should be negotiated with the
Editor prior to submission.

Abstract: 250 words maximum.

Structure: Abstract; introduction; key messages; methods; results; discussion; conclusion
(optional); references; legends; tables and figures.

Figures/Tables: Total of no more than 5 figures and/or tables. Additional tables or figures and/or
extra methodological detail can be included in a separate Supplementary Appendix.

ii. Review Articles

Word limit: 5,000 words maximum, excluding abstract and references.

Abstract: 250 words maximum.

Structure: Abstract; introduction; key messages; methods; results; discussion; conclusion
(optional); references; legends; tables and figures.

References: Maximum of 100 references.

iii. Letters to the Editor

Word limit: 250 words.

Description: Correspondence relating to work that has been published in the journal, and/or other
brief comments, case reports or observations, may be submitted as a succinct Letter to the
Editor.

iv. Perspectives

Perspectives articles allow authors to take a position on a topic of current major importance or
controversy in the field of maternal and child nutrition. These articles may include commentaries,
study design and methods with implementation data, and meeting reports. Perspectives should
be written within the context of an informed consideration of the state of the art of the topic.
Views should be defended with published literature to the extent possible and should
acknowledge alternative points of view. Papers submitted to the MCN Perspectives section will
go through the journal peer review process.

4. PREPARING YOUR SUBMISSION

Parts of the Manuscript

The manuscript should be submitted in separate files: title page; main text file; figures.
Manuscripts should be uploaded as Word (.doc) or Rich Text Format (.rtf) files (not write-
protected) plus separate figure files.

Title Page
As this is a double-blind journal, any information that identifies the authors should be placed on
the title page.

The title page should contain:

i.  Atitle containing the major key words. The title should not contain abbreviations (see
Wiley's Wiley's best practice SEO tips). The recommended length for the tile is up to 12
words only or less.
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ii. The full names of the authors;

ili. The author's institutional affiliations where the work was conducted, with a footnote for
the author’s present address if different from where the work was conducted;

iv.  Acknowledgments that includes any funding information, conflicts of interest and author
contributions.

Ethical Statement
Any ethical statements listing approval by ethical boards, particularly those related to any
institutions that the authors are affiliated to, should be listed under section of 2 of the manuscript.

Authorship
Please refer to the journal’s Authorship policy in the Editorial Policies and Ethical Considerations
section for details on author listing eligibility.

Acknowledgments

Contributions from anyone who does not meet the criteria for authorship should be listed, with
permission from the contributor, in an Acknowledgments section. Financial and material support
should also be mentioned. Thanks to anonymous reviewers are not appropriate.

Conflict of Interest Statement

Authors will be asked to provide a conflict of interest statement during the submission process.
For details on what to include in this section, see the ‘Conflict of Interest’ section in the Editorial
Policies and Ethical Considerations section below. Submitting authors should ensure they liaise
with all co-authors to confirm agreement with the final statement.

Contributor Statement

A contributor statement should be included listing the individual contributions of each author. It
should use authors' initials and state that all authors have read and approved the final
manuscript.

o We look for something like this: SW, NJ, DW and SS performed the research. SW, NJ,
HH and TL designed the research study. HH and SS contributed essential reagents or
tools. SW, NJ and DW analysed the data. SW and NJ wrote the paper.

Main Text File
As papers are double-blind peer reviewed, the main text file should not include any information
that might identify the authors.

The main text file should be presented in the following order:

i. Title, abstract, and keywords;
ii.  Main text including key messages;
iii. References;
iv.  Tables (each table complete with title and footnotes);
v.  Figure legends;
vi.  Appendices (if relevant).

Figures and supporting information should be supplied as separate files.

Abstract
Please provide an unstructured abstract of no more than 250 words containing the major
keywords.

Keywords

Please provide seven keywords. Keywords should be taken from those recommended by the US
National Library of Medicine's Medical Subject Headings (MeSH) browser list

at https://www.nlm.nih.gov/mesh/.

Main Text

e As papers are double-blind peer reviewed, the main text file should not include any
information that might identify the authors.
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e The journal uses British/US spelling; however, authors may submit using either option, as
spelling of accepted papers is converted during the production process.

e Footnotes to the text are not allowed and any such material should be incorporated into
the text as parenthetical matter.

Key Messages

A key message box should be provided with each manuscript. This should include 3-5 messages
on key points of practice, policy or research (the key messages should be between 80-100 words
in length).

References

References should be prepared according to the Publication Manual of the American
Psychological Association (6th edition). This means in text citations should follow the author-date
method whereby the author's last name and the year of publication for the source should appear
in the text, for example, (Jones, 1998). The complete reference list should appear alphabetically
by name at the end of the paper. Please note that for journal articles, issue numbers are not
included unless each issue in the volume begins with page 1, and a DOI should be provided for
all references where available.

For more information about APA referencing style, please refer to the APA FAQ.
Reference examples follow:

Journal article

Beers, S. R., & De Bellis, M. D. (2002). Neuropsychological function in children with
maltreatment-related posttraumatic stress disorder. The American Journal of Psychiatry, 159,
483-486. doi: 10.1176/appi.ajp.159.3.483.

Book
Bradley-Johnson, S. (1994). Psychoeducational assessment of students who are visually
impaired or blind: Infancy through high school (2nd ed.). Austin, TX: Pro-ed.

Internet Document
Norton, R. (2012, September 6). How to train a cat to operate a light switch [Video file]. Retrieved
from here.

If a reference has more than 7 authors, list the first 6 authors, then use ellipses followed by the
last author; there should be no et.al. Please see the example below:

Serdula, M. K., Lundeen, E., Nichols, E. K., Imanalieva, C., Minbaev, M.,Mamyrbaeva, T., ...
Kyrgyz Republic Working Group. (2013). Effects of a large-scale micronutrient powder and young
child feeding education program on the micronutrient status of children 6—24 months of age in
the Kyrgyz Republic. European Journal of Clinical Nutrition, 67, 703—707.

Endnotes

Endnotes should be placed as a list at the end of the paper only, not at the foot of each page.
They should be numbered in the list and referred to in the text with consecutive, superscript
Arabic numerals. Keep endnotes brief; they should contain only short comments tangential to the
main argument of the paper.

Footnotes

Footnotes should be placed as a list at the end of the paper only, not at the foot of each page.
They should be numbered in the list and referred to in the text with consecutive, superscript
Arabic numerals. Keep footnotes brief; they should contain only short comments tangential to the
main argument of the paper and should not include references.

Tables

Tables should be self-contained and complement, not duplicate, information contained in the
text. They should be supplied as editable files, not pasted as images. Legends should be concise
but comprehensive — the table, legend, and footnotes must be understandable without reference
to the text. All abbreviations must be defined in footnotes. Footnote symbols: 1, 1, §, 1, should be
used (in that order) and *, **, *** should be reserved for P-values. Statistical measures such as
SD or SEM should be identified in the headings.
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Figure Legends

Legends should be concise but comprehensive — the figure and its legend must be
understandable without reference to the text. Include definitions of any symbols used and
define/explain all abbreviations and units of measurement.

Figures

Although authors are encouraged to send the highest-quality figures possible, for peer-review
purposes, a wide variety of formats, sizes, and resolutions are accepted. Click here for the basic
figure requirements for figures submitted with manuscripts for initial peer review, as well as the
more detailed post-acceptance figure requirements.

Figures submitted in colour may be reproduced in colour online free of charge. Please note,
however, that it is preferable that line figures (e.g. graphs and charts) are supplied in black and
white so that they are legible if printed by a reader in black and white. If an author would prefer to
have figures printed in colour in hard copies of the journal, a fee will be charged by the Publisher.

Additional Files

Appendices
Appendices will be published after the references. For submission they should be supplied as
separate files but referred to in the text. This will be published as supporting information.

Supporting Information

Supporting information is information that is not essential to the article, but provides greater
depth and background. It is hosted online and appears without editing or typesetting. It may
include tables, figures, videos, datasets, etc.

Click here for Wiley’s FAQs on supporting information.

Note: if data, scripts, or other artefacts used to generate the analyses presented in the paper are
available via a publicly available data repository, authors should include a reference to the
location of the material within their paper.

General Style Points
The following points provide general advice on formatting and style.

e Abbreviations: In general, terms should not be abbreviated unless they are used
repeatedly, and the abbreviation is helpful to the reader. Initially, use the word in full,
followed by the abbreviation in parentheses. Thereafter use the abbreviation only.

e Units of measurement: Measurements should be given in Sl or Sl-derived units. Visit
the Bureau International des Poids et Mesures (BIPM) website

e Numbers: numbers under 10 are spelt out, except for: measurements with a unit
(8mmol/l); age (6 weeks old), or lists with other numbers (11 dogs, 9 cats, 4 gerbils).

¢ Trade Names: Chemical substances should be referred to by the generic name only.
Trade names should not be used. Drugs should be referred to by their generic names. If
proprietary drugs have been used in the study, refer to these by their generic name,
mentioning the proprietary name and the name and location of the manufacturer in
parentheses.

Wiley Author Resources

Manuscript Preparation Tips: Wiley has a range of resources for authors preparing
manuscripts for submission available here. In particular, we encourage authors to consult Wiley’s
best practice tips on Writing for Search Engine Optimization.

Article Preparation Support

Wiley Editing Services offers expert help with English Language Editing, as well as translation,
manuscript formatting, figure illustration, figure formatting, and graphical abstract design — so you
can submit your manuscript with confidence.

Also, check out our resources for Preparing Your Article for general guidance about writing and
preparing your manuscript.

5. EDITORIAL POLICIES AND ETHICAL CONSIDERATIONS
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Peer Review and Acceptance

The acceptance criteria for all papers are the quality and originality of the research and its
significance to our readership. Papers will only be sent to review if the Editors-in-Chief determine
that the paper meets the appropriate quality and relevance requirements.

Wiley's policy on confidentiality of the review process is available here.

Data Sharing and Data Accessibility

The journal encourages authors to share the data and other artefacts supporting the results in
the paper by archiving it in an appropriate public repository. Authors should include a data
accessibility statement, including a link to the repository they have used, in order that this
statement can be published alongside their paper.

Human Studies and Subjects

For manuscripts reporting medical studies that involve human participants, a statement
identifying the ethics committee that approved the study and confirmation that the study
conforms to recognized standards is required, for example: Declaration of Helsinki; US Federal
Policy for the Protection of Human Subjects; or European Medicines Agency Guidelines
for Good Clinical Practice. It should also state clearly in the text that all persons gave their
informed consent prior to their inclusion in the study.

Patient anonymity should be preserved. When detailed descriptions, photographs, or videos of
faces or identifiable body parts are used that may allow identification, authors should obtain the
individual's free prior informed consent. Authors do not need to provide a copy of the consent
form to the publisher; however, in signing the author license to publish, authors are required to
confirm that consent has been obtained. Wiley has a standard patient consent form available
for use. Where photographs are used they need to be cropped sufficiently to prevent human
subjects being recognized; black eye bars should not be used as they do not sufficiently protect
an individual’s identity).

Clinical Trial Registration

We require that clinical trials are prospectively registered in a publicly accessible database and
clinical trial registration numbers should be included in all papers that report their results. Please
include the name of the trial register and your clinical trial registration number at the end of your
abstract. If your trial is not registered, or was registered retrospectively, please explain the
reasons for this.

Research Reporting Guidelines

Accurate and complete reporting enables readers to fully appraise research, replicate it, and use
it. Authors are encouraged to adhere to recognised research reporting standards. The
EQUATOR Network collects more than 370 reporting guidelines for many study types, including
for:

Randomised trials: CONSORT
Observational studies: STROBE
Systematic reviews: PRISMA

Case reports: CARE

Qualitative research: SROR
Diagnostic / prognostic studies: STARD
Quality improvement studies: SQUIRE
Economic evaluations: CHEERS
Animal pre-clinical studies: ARRIVE
Study protocols: SPIRIT

Clinical practice quidelines: AGREE

We also encourage authors to refer to and follow guidelines from:

Future of Research Communications and e-Scholarship (FORCE11)

National Research Council's Institute for Laboratory Animal Research quidelines

The Gold Standard Publication Checklist from Hooijmans and colleagues

Minimum Information Guidelines from Diverse Bioscience Communities (MIBBI) website
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Species Names

Upon its first use in the title, abstract, and text, the common name of a species should be
followed by the scientific name (genus, species, and authority) in parentheses. For well-known
species, however, scientific names may be omitted from article titles. If no common name exists
in English, only the scientific name should be used.

Genetic Nomenclature

Sequence variants should be described in the text and tables using both DNA and protein
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