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Long-Acting PreP Introduction

PrEP Initiations

History of PrEP Introduction e
and Scale-up in South Africa onome
200:000

» National guidelines now include anyone 100,000 - [ I

who needs and wants PrEP 2016 2017 2018 2019 2020 2021 2022 2023 2024
« Service provision has expanded to most 2015 2022

Ministry of Health districts e e Ol e and

by FSW only

¢ Largest PrEP implementation in the

world o () { o
» Annual PrEP initiations reached 2020 2025

Guidelines expanded to LEN for PrEP
11342,"54 as of the end of 2024' include anyone who pending approval

needs PrEP

NB: Due to a lack of availability of Q4 2024 PreP initiation data, overall 2024 figures are estimated based on historical trends

What’s Happening with New PreP Products? 25

» Long-acting Cabotegravir (CAB-LA) and the Dapivirine ¢ South Africa is among the nine early adopter Global
Vaginal Ring (DVR) were approved by SAHPRA in 2022, Fund/CIFF-funded countries for LEN, aiming to inform
with pilot implementation in both public sector and scale-up strategies and implementation.

donor-supported platforms; rollout has been
urban-focused, requiring informed consent, and further
expansion has stalled due to halted funding.

¢ Expansion and access is contingent on funding
continuity, regulatory developments, policy
adaptations, and implementation capacity in both
¢ Prioritized populations include AGYW, MSM, sex urban and targeted populations.
workers, transgender individuals, and PWUD/PWID in

¢ Ongoing limitations on service delivery (e.g.,
urban settings.

pharmacy model and task shifting) restrict access.

« UNITAID and Gates-funded projects (Project PrEp,
FASTPrEP, Let’s Talk/LAPIS) continue to inform scale-up;
USAID-funded projects were terminated without notice.

¢ Modelling indicates that providing LEN to ~-5% of the
adult population (about 1.8 million people) could
avert 25-35% of new HIV infections in the

¢ Gilead filed a regulatory package for six-monthly generalised epidemic.
lenacapavir (LEN) with SAPHRA in early 2025, with
rollout anticipated in early 2026.
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Status of PrEP Product Registration and Introduction’

Drug Registration Status

APPROVED PENDING INTRODUCTION DETAILS

NOT
APPROVED

Regulatory approval in October 2025; introduction planned

Lenacapavir (LEN) for PrEP — Gilead for early 2026 with support from the Global Fund

Rollout has only advanced in urban setting through
implementation studies requiring informed consent and
further expansion has stalled due to halted funding

Cabotegravir (CAB) for PrEP — ViiV

Dapivirine Vaginal Ring (DVR) — Pop Council Pilot implementation only

Oral PrEP TDF/FTC — Gilead (Truvada) Widely available

ROL L

Country Demographics and Epidemiology ¢

Ceq9? * Upper middle-income country

{1',’ 32 million people + Just over half of the entire population is between the
ages between 15-49

¢ 18% estimated overall HIV prevalence
¢ KPs make up about 1.8% of the national population

x 170,000 new HIV infections
7.8 million people living with HIV

« UNAIDS estimates average of 25% new infections

among KPs in southern Africa
Qp 6 million people receiving ART « KPs are prioritied for access to high impact HIV
prevention options given inconsistent coverage of ART
¢ South Africa 95s - 95% PLHIV know their status/81% of
E 600,000 people who are PLHIV on ART/74% virally suppressed
y members of a KP group ¢ Largest share of new infections likely to come from

PLHIV who are unable to stay in care

UNAIDS Breakdown of KP Estimates®’

Est. Population Size Est. Prevalence ARV Coverage (%)
Sex Workers 140 400 516 80
MSM 381900 Not available 441
Transgender 102 300 0.3 Not available
PWID 82 500 Not available 617

Source: UNAIDS Country Fact Sheet, South Africa. 2024. https://aidsinfo.unaids.org/
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Facilitators and Barriers to Ongoing Services and New PrEP Product Scale-up*2
PRODUCT INTRODUCTION - SOUTH AFRICA

ENABLING ENVIRONMENT SERVICE DELIVERY
Policy, Regulatory, Planning, Budgeting

FACILITATORS BARRIERS FACILITATORS BARRIERS

« National coordinated TWG « PEPFAR funding cuts, and - Strong NGO service delivery » KP-led NGOs unable to operate
on HIV prevention strongly an over reliance on donor for KPs due to funding cuts
supportive of PrEP expansion funding for KP services « Task-shifting to pharmacists o Misioitcal fessane e

e The NSP Features PrEP « Delays in pricing information now officially enabled task-shifting
prominently for new products .

« Early engagement of « High cost of new products + Overcrowded facilities - long
policymakers, regulators, & wait times, negative provider
communities in clinical trials attitudes

» SAPHRA approval for all new « Inadequate provider training

products including LEN

. igma an mentation of KP
« Inclusive guidelines that allow Stigma and segmentation o

services

for broad access
« SANAC, a national platform » Limitations to services like

supports effective policy needle-syringe programs and

alignment opioid agonist maintenance
« Ability to influence global therapy (OAMT)

pricing
« Positive Supreme Court ruling

on pharmacist direct delivery

of ARVs (PIMART)

DEMAND GENERATION MONITORING AND EVALUATION
FACILITATORS BARRIERS FACILITATORS BARRIERS

« Strong community networks ¢ Limited widespread « Community monitoring . Difficult to alter

and engagement awareness, especially through Ritshidze Tier.net/DHIS
» Central NDoH website for outside of urban areas » Strong national data

providers and clients on PrEP + Need renewed, updated, collection and database
« National support for and tailored demand for HIV data (Tier.net)

communications creation efforts

SUPPLY CHAIN
FACILITATORS BARRIERS

« Streamlined central management of supply chain » Ongoing management issues exacerbated by halt in

through NDoH PEPFAR funding

How GBGMC is Responding °

GBGMC and partners developed HIV prevention, treatment, and community-led plan and recommendations for South Africa’s key
populations. The plan is based on consultations with communities, civil society, government, and experts, that identified priorities,
assessed gaps, and developed sustainable service approaches, with recommended budgets. For experts and coverage targets, see:
South Africa Key Population Strategic Priorities.

What is the Current Policy Environment and How is it Affecting PrEP Access and Use?

South Africa has a relatively progressive policy environment with regard to human rights and KP as evidenced by the policy rack up
from the HIV Policy Lab shown in the figure at the top of page 4. The main policy related gaps are in criminalization of sex work and
drug use, which disproportionately affect vulneration populations.

SOUTH AFRICA COUNTRY FACT SHEET | LONG-ACTING PREP INTRODUCTION 3


https://plans.gbgmc.org/#

Structural Policy Environment Status for Lesotho from Georgetown HIV Policy Labre

Category / topic © Question Adoption level ®
Not Partially

adopted adopted Adopted

@ Does national law/policy refrain from criminalizing
and prosecuting people for consensual same-sex
sexual acts?

@ Same-sex sex non-criminalization

2-part

<

@ Does national law avoid criminalizing sex work
(buying, selling, and organizing of sex work)?

S2 ] Sex work non-criminalization

@ Does national law refrain from criminalizing
personal drug use/possession?

S3 | Drug use non-criminalization

@® Does national law refrain from criminalizing and
prosecuting people for HIV exposure/ transmission?

S4

HIV exposure non-criminalization

@ Do national laws/policies include protections from
discrimination on the basis of sexual orientation,
gender identity, and HIV status?

S5

Non-discrimination protections (s par:

@ Is there an independent national human rights

National human rights institutions
institution to which violations can be reported?

@ Is there an enforceable right to health in the national
constitution?

n
N

Constitutional right to health

@ |Is there a national policy in place to encourage
secondary school retention among girls?

Girls education

@ Does the law explicitly address domestic violence
with enforceable penalties?

Gender based violence

© Are NGOs/CSOs able to register, seek funding and
operate freely under national law and is there a
social contracting policy for financing NGOs/CSO-
provided services?

Civil society 2 pary

Source Georgetown HIV Policy Lab, South Africa profile. https.//wwwhivpolicylab.org/za.

Long-Acting PrEP Need Forecast For South Africa

Projected Need for Person-years by Method by 2030

Method Scenerio 1 Scenerio 2 Scenerio 3 Key
Daily Oral 108 576 288 Scenario 1- Low innovation uptake (focus on oral PrEP)
i *
Injectable 288 576 864 Scenario 2 - Balance adoption of injectables with oral
Monthly Oral 72 28.8 288
Scenario 3 - Injectable dominant uptake and use
TOTAL 144 144 144

Source: https./7/gbgmec.org/the-global-need-for-longacting-prep-among-key-populations-forecasts-of-global-demand-2025-2030/

This forecast estimated the need for PrEP products to support advocacy and inform scale-up. Additional details of the analysis can
be found here. The table above articulates person-years of PrEP by the year 2030 in order to meet the epidemiological needs of
people at risk of acquiring HIV based on UNAIDS estimates. Person-years refers to the amount of time estimated to make an impact
using the various PrEP products.

For additional Information and resources on HIV programming in South Africa, including implementing partners and the most up to
date, please refer to resources on the following pages:
* amFAR: https://www.google.com/url?g=https://mer.amfar.org/location/South%2520Africa/preventiongsa=D&source=docs
&ust=1758046660076129&5usg=A0vVawOsIESThnACWNzIxCOoUZn-Y
¢ AVAC’s prepwatch: https://www.prepwatch.org/countries/south-africa/
« UNAIDS Country Profile: https://www.unaids.org/en/regionscountries/countries/southafrica

KP Implementing Partners

TB HIV Care, Shout-It-Now, Anova Health Institute, Right-to-Care, Wits RHI, Networking HIV and AIDS Community of Southern Africa
(NACOSA), FHI360, Maternal, Adolescent and Child Health Institute (MatCH), Kheth'Impilo, OUT Clinic, Centre for Community Impact
(CCl), Aurum Health Institute
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