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The Global HIV Epidemic at a glance

• 39.9 million people living with HIV in 2023 (53% women and girls, 20.8 

million in Eastern and Southern Africa)

– 1 in 5 are in South Africa

• 30.7 million people on cART in 2023

• 630,000 deaths from AIDS-related illness in 2023
(2025 Target: < 250,000)

• 1.3 million new infectons (~640,000 in SSA in 2023)
(2025 Target: < 370,000)

– 65% in Sub-Saharan Africa

– 2 out of 3 infections are in AGYW

Source: UNAIDS 2024

2023

+ 3000 new 

infections/ 

week in AGYW 

in SSA



Ending AIDS as a Public Health Threat by 2030

• Globally good progress: 86-89-93

• 14 countries across 3 regions achieved 

the 73% target by 2020

• Uneven progress (2 regions <60%)
– North Africa & Middle East: 36% → 73%

– Eastern Europe & Central Asia: 50% → 73%

New drugs with 

better safety 

profiles

Tenofovir 

Alafenamide

Simplified 

Regimens using 

Dual-Therapy 

Dolutegravir–based 

dual therapy 

Long-acting monthly 

dual injectable 

Cabotegravir + 

Rilpivirine

(Cabenuva®)

Progress with 95-95-95 with recent developments in simplifying HIV treatment 

Source: UNAIDS 2024

86% 89% 93%

= 77% of 
all PLHIV

= 72% of 
all PLHIV



Great progress on increasing HIV treatment but 

we are lagging in prevention

Number of people receiving 

antiretroviral therapy: 2010–2023
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What are the available HIV prevention options?

Existing HIV prevention strategies – ABCC:

• Abstinence

• Behaviour (Be faithful)

• Condoms (Male & Female)

• Circumcision

• ART for partners living with HIV (U=U)



Current 

HIV Biomedical Prevention Options



Daily Oral PrEP (TDF/FTC, Truvada®)

• Since 2012 – almost 7.5 million initiated on oral PrEP globally

• Since 2016 – almost 1.3 million initiated on oral PrEP in South Africa

2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024

iPrEx 

results1

FDA 

approval

Partners PrEP2 

& TDF2 study 

results3

SAHPRA 

approval

Sex 

workers

MSM & 

universities

AGYW

TG & 

PWID

Scale-up to 

public facilities

Rollout of oral PrEP in South Africa5 year: Proof of concept to SA approval

Source: 1Grant et al., NEJM 2010; 2Baeten et al., NEJM 2012; 3Thigpen et al., NEJM 2012



Oral PrEP scale-up in South Africa

Source: 1https://www.spotlightnsp.co.za/2017/12/17/state-prep-access-sa/ ; 2https://www.businesslive.co.za/fm/fm-fox/2023-10-26-over-a-million-south-africans-have-used-the-hiv-prevention-pill/ 

2017
R300 - R5501

Current
± R602

Cost pp / month

https://www.spotlightnsp.co.za/2017/12/17/state-prep-access-sa/
https://www.businesslive.co.za/fm/fm-fox/2023-10-26-over-a-million-south-africans-have-used-the-hiv-prevention-pill/


Monthly vaginal ring

In 2016, two Phase III clinical trials showed that a monthly vaginal ring 

containing dapivirine reduced HIV-1 incidence by approximately 30% 

compared to placebo.

27% reduction 31% reduction

Moderate 

efficacy 

& shown 

to be safe

Source: 1Baeten et al., NEJM 2016; 2Nel et al., NEJM 2016

Exploratory analyses estimated 

75% to 91% HIV-1 risk reduction 

with perfect ring use when 

compared to placebo

1 2



Monthly vaginal ring: OLE studies

High acceptability – over 90% either chose the ring or 

reported wanting to use the ring when available

Confirmed safety

High uptake and persistent use shown

Source: 

Bunge et al., JAIDS 2024

Mhlanga et al., CROI 2024

Source: 

Owor et al., CROI 2023



Key findings in key populations

• REACH / DELIVER / B-PROTECTED – No 

safety concerns in AGYW, pregnant or 

breastfeeding women

• REACH – When given a choice, twice as 

many AGYW chose the ring over oral PrEP 

(67% vs 31%)

• High acceptability shown in all studies

SAHPRA approval of dapivirine 

vaginal ring (DapiRing®): Mar 2022



African countries: Ring implementation studies

13 studies recently completed or underway to introduce the ring:

South Africa

Kenya

Zimbabwe

Eswatini
Lesotho

Uganda



DapiRing® manufacturing and costs

• Approximately $12 – $15 per ring for manufacturing 

and distribution

– Manufacturing currently conducted by Sever Pharma 

Solutions (SPS), Sweden

• Dec 2023 – Memorandum of Understanding to 

implement licensing agreement between Population 

Council and Kiara Health (South Africa) was signed 

to manufacture ± 1 million dapivirine rings per year

– Cost is expected to drop significantly

– Plans to set up local manufacturing capabilities over next 

few years

Source: https://www.devex.com/news/new-licensing-agreement-set-to-double-hiv-vaginal-ring-supply-in-africa-106920  

https://www.devex.com/news/new-licensing-agreement-set-to-double-hiv-vaginal-ring-supply-in-africa-106920


HPTN 083 HPTN 084 PALISADE

Phase III → OLE Phase III → OLE OLE

2016 → 2022 → Ongoing 2017 → 2022 → Ongoing 2024 → Ongoing

Cis men, trans women, GBMSM
Cis women, pregnant & lactating 

populations
Participants from OLE HPTN 083 

& 084

Long-acting injectable (2 monthly)

Cabotegravir / CAB-LA (Apretude®) – Key clinical studies:

Source: 1Landovitz et al., NEJM 2021; 2Delany-Moretlwe et al., Lancet 2022

HPTN 084:

88% HIV-1 risk 

reduction2

HPTN 083:

66% HIV-1 risk 

reduction1

Interim analysis 

(2020)

1 year

Following the 

unblinded phase, 

all participants 

were offered 

open-label 

APRETUDE



Despite approval, CAB-LA is still not yet widely available outside of 

implementation studies. Some key studies in Sub-Saharan Africa are:

Cabotegravir (CAB-LA): Product timeline

*SA will receive a total of 231,000 doses of CAB-LA, donated by US government

LAPIS (2022-
2024)

n = 26,000
(SA only)

DO PrEP (2023-
2025)

n = 2,100
(SA only)

CATALYST 
(2023-2026)

n = 11,000
(SA & others)

FAST PREP / 
PrEPared to 

Choose (2023-2026)

n = 25,000
(SA only)

MOBILE MEN 
(2024-2027)

n = 400
(SA & Uganda)

SA receives 96,000 doses 

of CAB-LA from US*

Oct-Dec 2024

HPTN 083 → OLE

2016-Ongoing

HPTN 084 → OLE

2017-Ongoing

HPTN 083 & 084 interim 

results show efficacy

2020

FDA approval

Dec 2021

SAHPRA 

approval

Dec 2022

PALISADE 

(OLE)

2024-2027

Source: Integrated Study Dashboard for New PrEP Options, AVAC



Cabotegravir (Apretude®) manufacturing & costs

• 2022 – $22,000 per person, per year1

• 2022 – ViiV granted a voluntary license to the 

Medicines Patent Pool

– Limited manufacturers can develop, manufacture and 

supply generic versions of CAB-LA

– Currently these are still in development

– Cost could drop to $250 per person, per year2

Source: 1https://itpcglobal.org/2022/08/05/viivs-new-hiv-treatment-will-cost-an-outrageous-22000-per-year/; 2https://www.aidsmap.com/news/aug-

2023/two-modelling-studies-ask-will-injectable-prep-ever-be-cost-effective-achievable; 3Neilan et al., IAS 2023

• 2023 – modelling study showed CAB-LA should not cost 

more than twice the price of Truvada to be cost-effective in 

South Africa ($80 - $91 per person, per year)3

https://itpcglobal.org/2022/08/05/viivs-new-hiv-treatment-will-cost-an-outrageous-22000-per-year/
https://www.aidsmap.com/news/aug-2023/two-modelling-studies-ask-will-injectable-prep-ever-be-cost-effective-achievable
https://www.aidsmap.com/news/aug-2023/two-modelling-studies-ask-will-injectable-prep-ever-be-cost-effective-achievable


Future 

HIV Biomedical Prevention Options



Lenacapavir (LEN): PURPOSE 1 study design



Lenacapavir (LEN): PURPOSE 1 interim analysis

LEN S/C was 100% effective, with zero cases of HIV

This article was published on 24 July 2024, at NEJM.org. DOI: 10.1056/NEJMoa2407001



Lenacapavir (LEN): Key findings

• Zero HIV infections in cisgender women receiving twice-

yearly LEN for HIV prevention

– LEN HIV prevention efficacy was superior to both background HIV 

incidence and F/TDF

– Efficacious, safe, and discreet choice to improve PrEP use among 

cisgender women

• Adherence was poor for daily oral F/TAF (Descovy®)

– This dose response resulted in F/TAF HIV prevention efficacy being 

inferior to LEN

• All trial participants are now being offered open-label LEN

Lenacapavir (Sunlenca®) is licensed in US for treating 

people with multi-drug resistant HIV

PURPOSE 2
2nd Phase III Trial 

(cisgender men & 

gender-diverse 

people)

LEN reduced 

HIV infections 

by 96%1 (2 

incident cases)

Source: 1https://www.gilead.com/news-and-press/press-room/press-releases/2024/9/gileads-twiceyearly-lenacapavir-for-hiv-prevention-reduced-hiv-infections-by-96-and-

demonstrated-superiority-to-daily-truvada-in-second-pivotal-ph

https://www.gilead.com/news-and-press/press-room/press-releases/2024/9/gileads-twiceyearly-lenacapavir-for-hiv-prevention-reduced-hiv-infections-by-96-and-demonstrated-superiority-to-daily-truvada-in-second-pivotal-ph
https://www.gilead.com/news-and-press/press-room/press-releases/2024/9/gileads-twiceyearly-lenacapavir-for-hiv-prevention-reduced-hiv-infections-by-96-and-demonstrated-superiority-to-daily-truvada-in-second-pivotal-ph


Lenacapavir (LEN): Where to from here?

Gilead’s two-
part strategy

Establishing a robust voluntary licensing program to expedite access to 
versions of LEN in high-incidence, resource-limited countries

Planning to supply product at no profit to Gilead until generic 
manufacturers can fully support demand

• Non-exclusive, royalty-free voluntary licensing agreements signed with 

six pharmaceutical manufacturers in 120 countries on 02 Oct 20241

– LEN for PrEP 

– LEN for treatment of HIV-1 infection in heavily treatment-experienced (HTE) adults with 

multi-drug resistant HIV-1 infection

• Gilead will begin global regulatory filings by end of 2024
– Supported by data from PURPOSE 1 and PURPOSE 2

– Prioritising registration in 18 high-incidence countries including South Africa

$40 000 to $44 0002 $100 
(1 mil people)2

$40 
(10 mil people)2

Source: 2https://bhekisisa.org/health-news-south-africa/2024-07-31-lenacapavir-what-it-would-it-take-to-get-the-6-monthly-anti-hiv-jab-to-sa/ 

Current cost 
(year supply per person) Possible cost Possible cost

Source: 1https://www.gilead.com/news/news-details/2024/gilead-signs-royalty-free-voluntary-licensing-agreements-with-six-generic-manufacturers-to-increase-access-to-lenacapavir-for-hiv-prevention-in-high-incidence-resource-limited-countries 

https://bhekisisa.org/health-news-south-africa/2024-07-31-lenacapavir-what-it-would-it-take-to-get-the-6-monthly-anti-hiv-jab-to-sa/
https://www.gilead.com/news/news-details/2024/gilead-signs-royalty-free-voluntary-licensing-agreements-with-six-generic-manufacturers-to-increase-access-to-lenacapavir-for-hiv-prevention-in-high-incidence-resource-limited-countries


Other key future biomedical options for women

• Phase 0

• Dapivirine

• Phase I

• Tenofovir 

alafenamide & 

Elvitegravir

• Phase II

• Dapivirine

• Phase II

• MK-8527

30-day 
vaginal film

On-demand 
vaginal insert

3-monthly 
vaginal ring

Monthly oral 
pill



Key future multi-purpose prevention 

technologies for women

Long-acting 
injectable

30-day 
vaginal film

30-day 
vaginal ring

3-monthly 
vaginal ring

Dual 
prevention 
pill

• Pre-clinical

• Cabotegravir / 

Levonorgestrel

• Pre-clinical

• Dapivirine / 

Levonorgestrel

• Phase I

• Dapivirine / 

Levonorgestrel

• Bioequivalence*

• Truvada / 

Ethinylestradiol / 

Levonorgestrel

• Phase I

• Antiviral peptide  

/ soluble Adenylyl 

Cyclase (sAC) 

inhibitor

*The dual prevention pill does not follow the traditional R&D pathway. 

Currently undergoing bioequivalency trials.



Other future biomedical options

Critical need for options and choice for people 

at risk of acquiring HIV
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