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Stalled decline in new HIV infections signals a Prevention
Crisis

Percentage change in number of new HIV infections between 2010 and 2024
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Persistent Barriers + Unequal Access = HIV Prevention
Failure

Median coverage of HIV prevention programmes among key populations
survey data, Asia and the Pacific, 2020-2024
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Note: Regional median calculated based on 11 reporting countries for sex workers, 7 for gay men and other men who have sex with men, 5 for transgender people and 6 for people who inject drugs.

Sources: Prepared by www.aidsdatahub.org based on Global AIDS Monitoring 2025

DUNAIDS


http://www.aidsdatahub.org/

People receiving PrEP o
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Fewer than 370 000
new HIV infections per year by 2025

Prevention pillars

95% of people at risk of HIV have equitable access to and use appropriate,
prioritized, person-centred and effective combination prevention options
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Combination
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harm reduction
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with
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* Gay men and
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have sex with
men
People who
inject drugs
Transgender
people
Prisoner:
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ADOLESCENT
GIRLS AND

YOUNG WOMEN

Combination
prevention
packages in
settings with high
HIV incidence

(based on
differentiated
layered packages)
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ADOLESCENT
BOYS AND MEN

Combination
prevention package
in settings with high
HIV incidence

(including voluntary
medical male
circumcision and
promoting access to
testing and
treatment)

ACCESS THROUGH

4

CONDOM
PROGRAMMING

Promotion and
distribution of male
and female
condoms as well as
lubricants

5

ARV -BASED
PREVENTION

Pre-exposure
prophylaxis,
post-
exposure
prophylaxis,
treatment as
prevention,
including for
elimination of
vertical
transmission

Community-based and community-led outreach, health facilities including sexual and reproductive
health services, schools, private sector, virtual platforms and other innovations

FOUNDATIONS

SOCIETAL AND SERVICE ENABLERS AND ADDRESSING UNDERLYING INEQUALITIES

Sexual and reproductive health and rights * Gender equality * Ending stigma and discrimination

Source: HIV Prevention Roadmap, 2025, Global HIV Prevention Coalition

Conducive policies and environment * Multisectoral, integrated & differentiated approach ¢ Sustainable investment in HIV prevention
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Equity and options

Equality

Credit - Image source: https://millennialcities.com/



PrEP options

Tenofovir-based (FTC + TDF or TAF) Dapivirine (DVR) Cabotegravir (CAB) Lenacapavir (LEN)

One pill every day for all One ring every month  First injection followed First injection along with

populations (with possibility of by a second one month two oral tablets, followed

event-driven dosing of 2-1-1 for later, then every 2 by two more tablets on day

some) months 2 and then injections every

6 months
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Lenacapavir - game changing prevention option if
access and affordability are ensured

Evidence based

efficacy
Y &
" 96-100% Mﬁm
EFFICACY

PURPOSE | trial: 100% compared
to oral PrEP and background HIV
incidence

PURPOSE Il trial: 96% compared
to background HIV incidence

89% effective compared to oral PrEP

Twice yearly injection

Long-acting protection
Discreet
Adress adherence challenges

Public health impact

® ; O
G y

| oo |
2M person-years on LEN —
~50,000 infections averted
6M person-years on LEN —
~100,000 infections averted
5% coverage — 20-35%
reduction

20% coverage on LEN — up
to 50% reduction
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PrEP price comparison for LMIC - per person per

yedar
Early 2025 October 2025

USD PER YEAR 200
$ 156 2024 USD PER YEAR
Originator price not public,

USD PER YEAR but assumed to be:

200

USD PER YEAR

150

150

100
100

~$40

USD PER YEAR

!?.} // ongoing use -
40
Oral TDF/FTC Dapivirine Injectable Injectable L] $

0 e .
Vaginal Ring Cabotegravir Lenacapavir Oral TDF/FTC Dapivirine Injectable Injectable
Vaginal Ring Cabotegravir Lenacapavir

*The actual price per vial is quoted in UK Pounds but converted to US Dollars for comparison purposes. o6 sstial e e v B s D Peines Bt U Dl or
The price is down from $180 in 2024 to $1 60in 2025. comparison purposes. The price is down from $180 in 2024 to $160 in 2025.

50
50

Source: AVAC;
https://avac.org/resource/infographic/prep-price-comparison/
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Tracking Lenacapavir's milestones and the road
ahead

Production of generic
lenacapavir
D b T O Gates Foundation will
2022 October 2024 ecemoer June 2025 July 2025 August 2025 GPIEMBET October 2025 partner with Indian
2024 2025 manufacturer — Hetero
Labs (Hetero)
Q Unitaid, Clinton Health
Access Initiative
(CHAI), and Wits RHI
will partner with Dr.
Reddy’s Laboratories
Ltd. (DRL) from India
PEPFAR announced their 0 PEPFAR recommitted to partnership with
coordinated effort with the Gilead in coordination with the Global Fund to
Approved for treating Global Fund to provide deliver LEN for PrEP to 2 million people over 3
multi-drug resistant HIV affordable lenacapavir to 2 years
patients in the US million people over 3 O Gates Foundation and Unitaid announced
Rl investments in generic LEN to provide the

injectable at $40 per person per year in LMICs
starting in 2027, plus $15 -$17 for oral loading
dose
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Lenacapavir Regulatory Approval
3 regulatory approvals, 9 pending approvals as of October 2025

— European Medicines Agency (EMA)*

* The European Commission has granted LEN marketing
authorization following a positive recommendation by
the EMA. In addition, EMA simultaneously reviewed LEN
under the ‘EU-Medicines for all' (EU-M4all) program,
aimed to make products of major public health interest
available in low- and middle-income countries faster,
while avoiding duplication of efforts from regulators.
Regulators in LMICs can now use the M4all
recommendation to expedite national approvals.

United States

Vietnam
Thailand * "_ Philippines
Ethiopia ‘\ / ,"

Nigeria A—'

Uganda

Kenya
Rwanda ————
Tanzania
) Malawi
Brazil Zam.bl.a Mozambique
Narhibia Zimbabwe
Botswana Eswatini* Australia

Lesotho*

South Africa

+Eswatini and Lesotho use an alternate
pathway for regulatory approval -
approval from the South African Health g
Products Regulatory Authority (SAHPRA) 4
- and pre-qualification from the World

M Approved M Pending  MEU-M4all | |Health Organization (WHO) to authorize
an Import License.

Source: AVAC;

https://avac.org/resource/i

nfographic/lenacapavir-

requlatory-approval/
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Equitable Access
to PrEP Options
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Equity and options

Equality

Credit - Image source: https://millennialcities.com/



Speed, scale and equity

Affordable price ( 6 Generic manufactures, Policy/ Guidelines (options and choice,
120 LMIC countries) normalize PrEP)
Need multiple generic manufactures, access Target setting, investment thinking

to generic prices regardless of World Bank
income classification

Expedite regulatory approval pathway for
generic, rapid data Sharing, ensure techno|ogy Learn from oral PrEP roll-out, implementation
transfer provisions (FDA, EMA, WHO PQ) science (enablers and barriers of access)
Community — demand generation; co-lead
and co-design the implementation

Service delivery — capacity, task-shifting,
integrated services

Supply chain and procurement

Funding discussion with sustainability lens

@UNAIDS
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