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Abstract

Background In sub-Saharan Africa, HIV care is dependent on informal caregiving, typically by female family mem-
bers. Informal caregiving has been associated with numerous negative effects on caregivers (i.e,, depression, intimate
partner violence (IPV), financial insecurity). These factors impact caregivers' ability to provide care and their own well-
being. South Africa is home to approximately 17% of the world’s children and adolescents living with HIV (CALHIV),
making the development of initiatives that mitigate the negative effects of caregiving critical. This protocol details
the design of a cluster randomized trial seeking to assess the feasibility, preliminary effectiveness, cost-effectiveness,
and acceptability of a cash transfer plus gender transformative economic empowerment intervention for improving
psychological wellbeing, depressive symptoms, gender equality, and economic outcomes of caregivers of CALHIV.

Methods Caregivers of CALHIV will be recruited from public sector HIV clinics within the eThekwini Municipal-

ity, KwaZulu-Natal, South Africa. Clusters will be randomly assigned to intervention or control groups. Participants

in the intervention arm (n=120) will receive cash transfers (ZAR350, USD $18.79) and enroll in a program (10 work-
shop sessions) over a 6-month period. Participants in the control arm (n=120) will receive a monthly cash transfer
(ZAR350, USD $18.79) for a 6-month period and a once-off standard mobile message, encouraging linkage to health-
care services. Participants will be interviewed at baseline and endline, at the 7-month mark, to collect socio-demo-
graphic, health and wellbeing status, IPV, costs and earnings, and food security data. The primary outcomes include
consent rate, overall retention rate, workshops retention rate, cash transfer protocol adherence, staff perceptions

on implementation, psychological wellbeing, depressive symptoms, and IPV. A qualitative study and economic evalu-
ation will be conducted alongside the main trial to probe participant perceptions of the intervention and assess cost
and cost-effectiveness.
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and social crises.

Africa

Discussion This trial has the potential to inform a larger confirmatory trial which will be valuable for informing post-
pandemic recovery efforts for caregivers of CALHIV and others disproportionally burdened by compounding health

Trial registration PACTR202311618532061. Registry name: Pan African Clinical Trial Registry (PACTR), retrospectively
registered on November 21, 2023; The first participant was enrolled on August 24, 2023.

Keywords Caregivers, Wellbeing, HIV/AIDS, Economic empowerment, Gender transformative intervention, South

Background
South Africa has the largest HIV epidemic globally, with
approximately 17% of the estimated 2.58 million chil-
dren and adolescents living with HIV (CALHIV) living
there and thus a similar number of caregivers [1]. Sup-
portive caregivers are critical to the health and wellbeing
of CALHIV [2]. HIV care for CALHIV in resource-poor
settings is highly dependent on informal caregiving, usu-
ally delivered by a mother or female family member [3].
However, informal caregiving has been linked to numer-
ous negative effects on the caregivers themselves. Unpaid
caregiving is associated with depression and intimate
partner violence (IPV) and can result in long-term nega-
tive economic consequences [4, 5]. Moreover, as informal
caregiving is highly gendered and often occurs in lower
income households, these negative impacts are amplified
by social inequities such as gender and income inequality
[6]. These factors impact both caregivers’ own wellbeing
and their ability to provide quality care to CALHIV [2].

The COVID- 19 pandemic magnified gender and
income inequalities and is predicted to have a long-term
health and socio-economic impacts [7, 8]. To mitigate the
economic impacts of the COVID- 19 pandemic restric-
tions on the most vulnerable, the South African gov-
ernment implemented the COVID- 19 Social Relief of
Distress (SRD) grant [9]. Introduced in May 2020 and
set to continue as a basic income grant in the future,
this social grant comprises a monthly ZAR 350 payment
(USD $18.79) delivered over a 6-month period [9]. Mod-
eling studies have noted the benefits grants such as the
SRD grant could have on the wellbeing of the most mar-
ginalized, including unpaid workers, during pandemic
recovery and if made permanent [10-12]. However, while
the United Nations Development Programme’s strategy
for pandemic recovery has incorporated enhancing social
protection into the next phases of its COVID- 19 crisis
response, there is a notable lack of empirical research
on pandemic recovery strategies and social protection
in South Africa [12]. There is a need to enhance national
efforts surrounding pandemic recovery strategies and
ensure approaches empower the most vulnerable.

The wellbeing of women caregivers of CALHIV in
South Africa can be improved through strategies that

strengthen their economic livelihoods by enabling
women to generate income, improve self-esteem, achieve
valued social status, and increase autonomy and control
over their lives through access to resources [13-15]. In
2021, our team piloted a randomized controlled trial of
an economic incentive package intended to improve the
wellbeing of caregivers of adolescents living with HIV
in KwaZulu-Natal, South Africa, during COVID- 19 by
addressing key barriers (CWeL trial) [16]. The economic
incentive package comprised a monthly ZAR350 (USD
$18.79) cash transfer paired with motivational text mes-
sages that promoted caregiver wellbeing and were deliv-
ered over a 3-month period [16]. The CWeL trial was
associated with increases in psychological wellbeing and
decreases in depressive symptoms and had a significant
effect on reducing caregiver-related distress [16]. Fur-
thermore, caregivers expressed the need for group-based
psychosocial and economic empowerment support
to enhance the intervention [16]. Group-based eco-
nomic empowerment training interventions are another
approach to strengthening livelihoods [17]. When eco-
nomic empowerment interventions are combined with
components seeking to transform gender roles to ones
that are more equitable, termed gender transforma-
tive approaches, group-based economic empowerment
training interventions can reduce women’s experiences
of IPV and gender inequalities by addressing the power
dynamics, social norms, attitudes, and social systems
that underlie them [17-20]. Stepping stones and creating
futures (SSCF) is a group-based gender transformative
+economic livelihoods intervention that aims to address
multiple drivers of IPV amongst youth in KwaZulu-
Natal, South Africa, by transforming gender attitudes
and strengthening livelihoods [17]. In a large randomized
controlled trial led by the team, SSCF was associated with
significant improvements in women’s livelihoods, and for
those who attended more sessions, reductions in depres-
sive symptoms [17]. Following on from and building off
the CWeL trial and SSCF trial, the Caregiver Wellbeing
Plus (CWeL +) project aims to co-develop a cash transfer
plus (+) gender transformative economic empowerment
intervention for improving the psychological wellbeing
(positive mental health), gender equality, and economic
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outcomes of caregivers of CALHIV in KwaZulu-Natal,
South Africa. As per the SSCF intervention, the eco-
nomic empowerment program of the CWEL +inter-
vention will be delivered to groups of caregivers from
sampled clinics. Hence, a cluster-randomized trial (CRT)
would be an appropriate evaluation design to assess the
effects of the CWEL +intervention. However, full-scale
CRTs are expensive for resource constrained settings
and careful planning is needed. Thus, we will conduct a
pilot CRT to understand the feasibility of implementing
a larger trial of this nature, the applicability of the inter-
vention to caregivers, and to obtain preliminary clinical
outcome data to inform the design and sample size of a
future full-scale trial [21].

Objectives

+ To co-develop a gender transformative economic
empowerment intervention and a cash transfer to
women caregivers of CALHIV.

+ To assess the feasibility of this intervention in terms
of key trial processes in the intervention and control
arms.

+ To describe participants’ views on the acceptability of
delivery, content, safety, and utilization of the inter-
vention versus control activities.

+ To understand the mechanisms through which the
intervention works to improve psychological well-
being, economic empowerment, and experiences of
gender inequity.

+ To estimate the potential effect size of this interven-
tion on key indicators to inform future trial design
(improvements to psychological wellbeing, posi-
tive gender attitudes and earnings, and decreases in
depressive symptoms and IPV) amongst caregivers of
CALHIV.

+ To measure the cost and cost-effectiveness of this
intervention.

Methodology

Reporting and methodology for the proposed study fol-
low the Standard Protocol Items Recommendations
for Interventional Trials (SPIRIT) [22] (see Fig. 1) and
the Consolidated Standards of Reporting Trials (CON-
SORT)—extension to randomized pilot and feasibility
trials [23] (see Additional file 1).

Design

This will be a two-arm CRT comprising a quantitative
survey, an economic evaluation, and a qualitative sub-
study. Clusters (public-sector HIV clinics) will be rand-
omized into an intervention arm (N= 10 cluster) and a
control arm (N = 10 clusters).
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Setting and cluster eligibility

This study will be conducted in the largely peri-urban
eThekwini Metropolitan Health District, in KwaZulu-
Natal, South Africa. The eThekwini municipality includes
a sampling frame of 35 government (public sector)
HIV clinics within primary healthcare clinics, commu-
nity healthcare centers, and outpatient hospital-based
facilities. Approximately N= 20 HIV clinics (clusters)
will be sampled. Clusters within a 25-km radius of the
field office, providing antiretroviral therapy to n> 1000
patients, and previously involved in the CWeL or SSCF
trials will be eligible to participate in this trial. Clus-
ters who are already enrolled in an existing CRT mental
health or gender-based violence (GBV) intervention will
be ineligible for participation. Two clinics from nearby
wards (geopolitical sub-divisions) will be selected and
randomly assigned to the intervention or control arm.

Participant eligibility criteria

Participants will be recruited from the N= 20 clusters
(approximately 12 participants per clinic resulting in 120
participants per arm). Eligible participants for this trial
will be adult (18 +) women primary caregivers of CAL-
HIV (aged 5-19 years) who are eligible for South Africa’s
COVID- 19 SRD grant but are not currently receiving
it, have access to a mobile phone, and provide informed
consent. See Additional file 2 for SRD grant eligibility
criteria.

Participant recruitment

Caregivers of CALHIV who are not receiving a COVID-
19 SRD grant will be identified by clinic staff on the day
of their routine HIV care appointment. Clinic staff will
then refer potential participants to trial fieldworkers,
who will conduct a face-to-face preliminary screen, dur-
ing or after their clinic appointment to ensure eligibility
criteria are met. Potentially eligible participants will be
invited to the trial’s field office whereby fieldworkers will
explain the study in participants’ preferred language and
verify their understanding of the study using a compre-
hension checklist, detailing challenges, randomization,
and consent procedures. Should caregivers have a good
understanding of the study and provide written consent,
they will be enrolled in the trial.

Baseline and endline assessment

After the screening, female field staff will administer a
baseline questionnaire to participants in their preferred
language (English or isiZulu) (see Additional file 3).
Seven months post-intervention, an endline assessment
will be conducted. The questionnaires will ask about
participant demographics, health-related quality of life,
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Fig. 1 Standard protocol items: recommendation for intervention trials (SPIRIT) flow diagram

psychological wellbeing, depressive symptoms, IPV,
gender attitudes, gender equality, economic empow-
erment, costs and earnings, food security, stigma and
discrimination, and social support. The endline ques-
tionnaire will repeat all measures and also feature a
module to probe participant’s perceptions and experi-
ences of the trial. Data from these questionnaires will
be captured on REDCap (v11.0.3) using electronic tab-
lets [24, 25].

Cluster randomization

Approximately 20 clusters will be recruited, with 12
participants per cluster and 10 clusters per arm result-
ing in 120 participants per arm. For each selected

ward/s, the statistician will use a random number gen-
erator to assign one cluster to the intervention arm and
one cluster to the control arm.

Blinding

The statisticians and senior investigators will be blinded
to the arm allocation. Field staff involved in intervention
or control delivery and assessments will not be blinded.
Participants will not be blinded to study arm allocation.

Intervention co-development

Before commencing the pilot CRT phase, a co-develop-
ment phase was conducted. Three participatory work-
shops were conducted with a group of women caregivers
of CALHIV from an existing caregiver advisory board
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(CAB). Led by Project Empower, a local feminist com-
munity-based NGO, these workshops facilitated the
adaptation of the SSCF curriculum and training manuals
to center the needs and preferences of the caregivers in
the curriculum, training, implementation, and evaluation
of the manuals and questionnaires. The gender analy-
sis matrix [26], a participatory approach to intervention
development that supports women in challenging gender
assumptions constructively, was applied to ensure wom-
en’s needs were met and incorporated into the adapta-
tion of SSCF. Investigators met regularly over a 2-month
period to revise session manuals. Thereafter, a brief pre-
test of the adapted workshop and data collection instru-
ments, including the baseline and endline questionnaires,
was conducted with a sample of caregivers. From this
pre-test, the adapted workshop and data instruments
were future refined and finalized.

Intervention

Participants randomized to the intervention arm will
receive a monthly ZAR350 (USD $18.79) cash transfer in
addition to 10, 3-h face-to-face adapted SSCF workshop
sessions over a 6-month period to assess the additional
benefit of a short SSCF intervention irrespective of a
monthly cash transfer. The workshops will be facilitated
at the trial office by experienced facilitators from Pro-
ject Empower. Topics featured in the workshops include
maintaining positive mental health and wellbeing, par-
enting, caregiving for CALHIV, managing HIV-related
stigma and HIV disclosure, and potential ways to effec-
tively utilize the cash transfer to meet monthly financial
goals that are locally appropriate. In addition, economic
empowerment themes, such as seeking employment,
budgeting, savings, and economic coercion, will be
included to ameliorate participants’ economic livelihoods
by incorporating activities that will help improve partici-
pants’ financial circumstances, decision-making power,
and self-esteem. Cash will be transferred unconditionally
once a month over the 6-month period via the SAMRC
(South African Medical Research Council) ABSA Cash-
Send system, a local electronic banking service used in
the CWeL trial. Participants will receive one text message
from the study team containing a PIN and one text mes-
sage from ABSA bank containing a 10-digit withdrawal
code; both the PIN and the code will be needed to with-
draw the incentive payment from an ABSA ATM.

Proposed theory of change

This intervention is hypothesized to increase psycho-
logical wellbeing and reduce depressive symptoms and
IPV through four potential mechanisms: (1) increased
sense of belonging and improved management of stress
through the ability to fulfill caregiving responsibilities
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and improvement positive mental health coping strat-
egies; (2) increased self-worth and agency through
increased financial efficacy, engagement in income
generation or saving activities, and increased decision-
making power in relationships; (3) improved awareness
of gender inequities and harmful gender norms; and (4)
improved communication skills within relationships. See
Additional file 4 for detailed theories of change from the
CWeL and SSCF trials that have informed this trial [27].

Control

Participants in the control arm will receive a monthly
ZAR350 (USD $18.79) cash transfer for a 6-month period
along with a once-off SMS at the beginning of the trial,
encouraging them to access routine public sector health-
care services at their nearest government clinic. Cash will
be transferred to control arm participants in the same
manner as intervention arm participants.

Qualitative study

Ten caregivers from each arm will be purposively sam-
pled to complete semi-structured in-depth interviews
(IDIs) at the start and end of the trial to better under-
stand the lived experiences of caregivers pre- versus post-
COVID- 19, perceptions of the intervention and control,
and how the intervention may have shaped caregiver
wellbeing [28]. Interviews will be guided by an inter-
sectional framework to identify differing experiences
of caregivers based on varying positionalities including
household socio-economic status, age, ability, and HIV
status, and how prior adverse events that may reoc-
cur intersect to impact wellbeing and possible methods
through which the intervention works to shape wellbe-
ing. IDIs will be conducted by an experienced qualitative
research assistant from the CWeL pilot trial, at base-
line and endline, in participant’s preferred language. All
interviews will be audio-recorded and based on a semi-
structured interview guide that will feature open- and
close-ended questions. Key themes from the qualitative
data will be routinely shared with investigators for reflec-
tion and suggestions on further areas to probe. Refer to
Fig. 1 for a visual representation of the study design.

Economic evaluation

An economic evaluation will be conducted alongside
the trial using a micro-costing approach to assess the
financial and economic costs of the project from a soci-
etal perspective [29]. Cost estimates of staff time, design,
training, supervision, workshop sessions, and cash trans-
fers will be conducted in detail. Costs will be treated as
either fixed or variable costs. Fixed costs will mainly con-
sist of all study startup costs for vehicles, furniture, and
equipment. Variable costs will include (1) consultation
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costs for developing and finalizing the training manual,
(2) operational staffing for running workshops and cash
transfers (3), utilities (e.g., rent, water, and electricity),
and (4) supplies used in the workshops. Participants’
indirect costs for attending the workshops will also be
estimated. These will include transport costs and carer
costs. All other inputs will be considered as overheads
and calculated using a step-down approach. Cost esti-
mates will be obtained from the project’s financial docu-
ments and a time-and-motion study will be conducted
to accurately value staffing time spent delivering the
workshops.

Primary outcomes
Feasibility measures
This study trial has five feasibility measures:

« DPilot CRT consent rate: The proportion of eligible
caregivers approached who consent to participate in
the trial. For this trial, a successful consent rate will
be defined as one greater than 80%.

+ DPilot CRT overall retention rate: The proportion of
participants that successfully complete both baseline
and endline interviews in the intervention versus the
control arm. For this trial, a successful retention rate
will be defined as one greater than 85%.

+ Intervention arm workshops retention rate: The
proportion of participants that successfully attend
all workshops in the intervention clusters. For this
trial, a successful retention rate will be defined as one
greater than 80% compliant.

« Cash transfer protocol adherence: The proportion of
participants that successfully receive their cash trans-
fer via the ABSA cash send system in the interven-
tion versus control arm. Successful protocol adher-
ence will be defined as greater than 90% compliance.

» Staff perceptions on project implementation: Per-
ceived barriers and facilitators to study activities
from the perspectives of field staff and facilitators
(including recruitment, baseline and endline ques-
tionnaire administration, intervention and control
arm delivery, retention) and strategies for improve-
ment.

Potential clinical outcomes for a future trial

In addition to the feasibility measures, this study has
three potential primary clinical outcomes: psychological
wellbeing, depressive symptoms, and IPV. Depending on
the nature of a future grant call and our pilot trial results,
including our finalized theory of change model, we will
select the most relevant outcome for the future larger
trial.
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+ DPsychological wellbeing: assessed based on the
percentage change in caregiver wellbeing scores
between baseline and endline in the intervention
versus control arms. This will be measured using
the Mental Health Continuum Short Form [30],
a l4-item scale probing subjective, psychologi-
cal, and social wellbeing (e.g., “In the past month,
how often did you feel that you belonged to a com-
munity like a social group or your neighborhood”)
[31], and the CarerQol- 7D scale, a two-part assess-
ment of the negative and positive effects of caregiv-
ing, it includes items such as “I have no/some/a lot
of fulfillment from carrying out my care tasks” [32].

+ Depressive symptoms: Assessed based on the per-
centage change in depressive symptom scores
between baseline and endline in the intervention
versus control arms. Depressive symptoms will be
identified using the CES-D- 10 scale, which con-
sists of 10 items (e.g., “During the past week, I was
bothered by things that usually don’t bother me”)
that assess an individual during the past week [33].
A cut-off score of 12 or higher is deemed optimal
to correctly classify individuals as having probable
depression for a South African sample [34].

o IPV: Assessed based on the difference in mean
scores at endline between the intervention and con-
trol arms. Emotional, physical, and sexual IPV will
be measured using the WHO’s Violence Against
Women scale, which has been extensively used in
South Africa [35]. The scale will be summed to cre-
ate a score of severity of IPV.

Secondary outcomes
The secondary outcomes of this trial include: gender
attitudes, examined using the 10-item Gender Role’s
Belief scale to measure individual perceptions of gen-
der roles [36]; Gender Equality Index which examines
self-perceived gender equality in intimate relationships
[37]; earnings in the past month, using the mean log
of income generated from paid work at baseline com-
pared to endline in the intervention versus control arm;
economic empowerment scales that address financial
self-efficacy, savings, control over assets, and economic
coercion [35]; acceptability of the intervention pack-
age and delivery in the intervention versus control arm;
total provider cost of intervention delivery; total direct
and indirect costs associated with caregiving; and the
average cost per participant with an increase in wellbe-
ing score in each arm.

See Additional file 5: Table S1 for a detailed summary
of primary clinical outcomes and secondary outcomes.
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Sample size justification

The chosen sample size of 240 participants was informed
by findings from a related economic incentive trial with
caregivers of CALHIV [16]. This sample size will enable
us to estimate retention of 85% (with n= 36 participants
or less declining participation or lost to follow-up) to
within a 5% margin of error with 95% confidence [16]. In
our previous pilot trial, we recruited caregivers (regard-
less of COVID- 19 SRD grant status) over a 2-month
period with a retention rate of 85% at follow-up [16]. This
suggests that a sample size of #= 240 potentially eligible
caregivers for this trial could be recruited and retained
within timeframe. Moreover, 10 clusters per arm are
within the trial budget.

Data management

Data will be managed at the SAMRC project office
according to the trial’s detailed data collection and qual-
ity assurance standard operating procedure. Survey
data exports, audio files, and transcripts as well as cost-
ing workbooks will be stored in a password-protected
project folder on the SAMRC electronic storage drive.
The final electronic datasets, codebooks, Stata do files,
and questionnaires will be stored on the SAMRC online
microdata repository. Upon completion of the project, all
data and devices will remain stored in a locked cupboard
at the SAMRC-Durban main office, with hard copies of
the study forms stored for up to 15 years.

Statistical analysis
All statistical analysis will be performed using Stata
V18.0 [38]. Baseline participant characteristics will be
presented using descriptive statistics, including means,
medians, and interquartile ranges. Feasibility outcomes
will be analyzed using simple descriptive statistics (pro-
portions) and results compared by arm. Linear mixed-
effects models will be used for endline scores, adjusting
for baseline scores and clustering. To account for the
small number of clusters, the Satterthwaite correction
will be applied to adjust the degrees of freedom in the lin-
ear mixed-effects models [39]. For all binary outcomes,
depending on the prevalence of the outcome, we will
use mixed effects logistic regression for prevalence less
than or equal to 10% and log-binomial or robust Poisson
regression when the outcome is common. The number of
participants who completed baseline and endline inter-
views and attendance will be ascertained at each work-
shop to determine the retention rate.

For the economic evaluation, a breakdown of the total
financial and economic costs for key cost categories will
be presented to assess the feasibility of the trial, stratified
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by arm. The average cost per participant will be presented
by the outcome. Costs will be presented in 2023 ZAR and
USD and adjusted for inflation.

For the qualitative study, electronic audio files will
be transcribed and verified by a study team member.
A codebook will be developed and transcripts will be
coded, with codes grouped into categories and, in turn,
themes [40]. An intersectional analysis of the experiences
of caregivers will be conducted by heeding stories of the
ways intersecting identities shaped experiences during
the pandemic [41]. Qualitative data will be used to illu-
minate preliminary patterns identified in the quantitative
data and probe feasibility measures for the trial.

The team of investigators will be consulted to assess
whether the hypothesized theory of change [27] was sup-
ported by the quantitative and qualitative data and to
determine staff perceptions on project implementation;
this will allow for the theory of change to be refined and
strengthened and to assess the feasibility of the trial (see
Table 1 for the study timeline).

Discussion

Several negative outcomes have been associated with
informal caregiving of CALHIV, including depression,
IPV, and financial insecurity. These negative outcomes
compound with social inequities to impact both car-
egivers’ own wellbeing and their ability to provide care.
Consequently, the aim of this study is to co-develop, test
the feasibility, and assess the preliminary effectiveness
and cost-effectiveness of a combined unconditional cash
transfer and gender transformative economic empower-
ment intervention on the psychological wellbeing, gender
equality, and economic outcomes of caregivers of CAL-
HIV in KwaZulu-Natal, South Africa. The limited access
to psycho-social support services and high unemploy-
ment during COVID- 19 have intensified the pressures
placed on already burdened caregivers of CALHIV [42,
43]. Previous studies have identified the positive synergis-
tic effect of supportive interventions on the relationship
between informal caregivers and patients, improving the
emotional and mental health of both parties [44]. Further,
gender transformative interventions that support women
have been found to reduce experiences of IPV and gen-
der inequities by transforming underlying social sys-
tems and creating lasting change [19]. Consequently, by
incorporating a gender-transformative component, this
intervention may improve caregiver wellbeing by help-
ing dismantle the social norms and systems that underlie
the gender inequalities caregivers frequently experience.
Additionally, economic livelihood strategies that eco-
nomically empower individuals through improved access
to resources have been found to improve livelihoods by
increasing independence and social status and enabling
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Table 1 Study timeline
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Months 1-3 Months 4-6 Months 7-9 Months 10-12 Months 13-15 Months 16-18 Months 19-21

Months 22-24

Intervention co-development
Workshop plan- X
ning
Workshops (x 3) X

Pre-test of inter- X
vention

Pilot CRT

Recruitment, X X
baseline inter-
view, follow-up
interview (stag-
gered approach
by cluster)

Intervention Delivery
Control Delivery X X
Qualitative study

Baseline X X
and endline IDIs

Economic evaluation

Costinter- X X
views at baseline
and endline

Dissemination
Workshops (x 2)

Conference
presentations

X X X
X X X
X X X
X X X

women to exercise choice [15]. As such, this interven-
tion has the capacity to provide caregivers with financial
assistance that can contribute towards addressing their
personal, caregiver, and household financial needs and
concerns.

Strengths

This study builds on previously conducted trials by incor-
porating themes such as gender equality and IPV, with
the goal of evaluating the feasibility, effectiveness, cost-
effectiveness, and acceptability of interventions aim-
ing to improve the wellbeing and address the challenges
of caregivers of CALHIV post-COVID- 19. In addition,
this study employs a human-centered research design
that centers the knowledge, experiences, and needs of
community members through the co-development of
intervention materials with an existing CAB, allowing
power differentials inherent to the research-participant
relationship to be addressed [45]. Further, the economic
evaluation fills a notable knowledge gap regarding the
cost-effectiveness of wellbeing-related interventions
in South Africa. Finally, through the intervention co-
development phase and incorporation of a CAB, this
study acknowledges power dynamics inherent in the
researcher-participant relationship to strengthen this

participatory approach and facilitate the creation of a
quality intervention that is sustainable, empowering, and
builds capacity [46].

Ethical considerations

Voluntary written informed consent will be obtained
from participants prior to participation in the partici-
pant’s preferred language. Ethics approval for this trial
has been granted from the SAMRC Human Research
Ethics Committee (EC006 -2/2023), the KwaZulu-Natal
Department of Health (KZN DoH) (KZ_202304_010),
and Simon Fraser University (30,001,806), a key collabo-
rating institution. All participants will be reimbursed at
least R150 for each physical interaction with the study
team (i.e., baseline and follow-up surveys, workshops,
and qualitative interviews). This amount will be for their
time (i.e., R50), transportation (R50), lunch (R50), and
carer costs (If applicable, will be treated on a case-by-
case basis).

The trial is subject to the following ethical consid-
erations. Notably, given the sensitive nature of certain
questions or modules, there is the potential risk of par-
ticipant discomfort or distress. To minimize this risk,
female fieldworkers with a background in GBV research
and HIV counseling have been hired. Additionally,
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fieldworkers have been trained to identify early signs of
discomfort or distress, and counsel and link participants
to appropriate care accordingly. Further, there is the
potential to identify victims and perpetrators of abuse
throughout the screening and workshop procedures. The
study team will adhere to reporting requirements of the
Children’s Act of 2005—Sect. 110 in the case of reported
or suspected child abuse [47]. Additionally, a referral sys-
tem will be implemented to ensure vulnerable groups or
participants who have disclosed experiences of GBV or
abuse are linked to local health care and social services
that can adequately respond. Informed consent forms
will highlight the procedures, with fieldworkers assuring
participants that their confidentiality will be respected
but managing expectations.

Limitations

The trial is subject to the following limitations: (1) the
sample is restricted to female caregivers accessing HIV
clinics who are eligible for the COVID- 19 SRD grant,
potentially limiting the generalizability of our findings.
(2) There is the potential for social desirability bias to be
present due to the sensitivity of the topics proved dur-
ing the questionnaires and workshops. However, the trial
attempts to minimize this bias by building rapport with
participants throughout the process and prioritizing the
creation of a safe space for participants to share their sto-
ries. (3) Participants have full autonomy on how they use
the cash transfer each month meaning there is no guar-
antee that participants will utilize their cash transfer to
improve their economic livelihoods through savings or
other income-generating activities. (4) The sample size
power calculation does not consider IPV despite it being
a primary outcome. However, previous IPV studies have
demonstrated that adequate time and sample are needed
to be powered to make an impact on IPV [35, 48-50]. As
such, findings from this trial will inform future studies
that could address this limitation by implementing this
intervention on a larger scale.

Anticipated use of results

Ultimately, the results from this trial will contribute
to our knowledge of the association between psycho-
logical wellbeing and gender inequities of caregivers in
South Africa and potential strategies to enhance wellbe-
ing and gender inequities. Further, this trial will improve
our understanding of the challenges of implementing a
long-term economic incentive to mitigate the negative
impacts of caregiving in this context and potential factors
that may impact the effectiveness of an intervention of
this nature. Finally, this preliminary trial has the poten-
tial to inform a larger confirmatory trial which could be
useful to policy makers when considering strategies to
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sustain the COVID- 19 SRD grant, post-pandemic recov-
ery efforts, and social assistance programs for caregivers
of CALHIV and others disproportionately burdened by
compounding health and social crises.

Trial status

Enrollment of clusters complete. Seven clusters have
completed the intervention economic empowerment
workshops, and three clusters are in progress. Baseline
quantitative complete (intervention: n= 149, control: n=
124) and qualitative interviews (intervention: n= 10, con-
trol: n= 10 complete. Cash transfers are still ongoing, all
clusters have received at least 1 payment.
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