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Long-Acting PreP Introduction

History of PreP Introduction
and Scale-up in Lesotho

PrEP Initations

¢ Oral PrEP guidelines were introduced 45,000

in 2016 40,000

35,000

¢ National guidelines include anyone who 30,000

needs and wants PrEP 25,000

. n 20,000

¢ Service provision has expanded to most 15.000

Ministry of Health districts 10,000

C 5,000
e Annual PrEP initiations reached o - -

143,335 as of the end of 2024 2018 2019 2020 2021 2022 2023 2024

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?3

» Long-acting Cabotegravir (CAB-LA) and dapivirine » Lenacapavir (LEN), has been approved as of
vaginal ring (DVR) were approved by the Lesotho November 2025 in line with SAPHRA.
Medicines Regulatory Authority (LMRA) in 2023, following e Access to PrEP in general is constrained by restrictive
approval by the South African Health Products policies on service delivery points, e.g. limited
Regulatory Authority (SAPHRA). pharmacy-based distribution and inadequate
¢ Pilot implementation of CAB-LA began in 2024 through provider training.
public-sector clinics and donor-supported programs, ¢ A generalised modelling conducted in Southern and
primarily in urban areas such as Maseru and Leribe. East Africa proposed that providing LEN to 5% of the
¢ Prioritized populations include AGYW, MSM, sex workers, adult populations prioritized by location and risk
transgender people, and PWUD/PWID in urban settings. behavior, could avert 25-35% of new infections
¢ Funding constraints and limited healthcare infrastructure offering significant potential impact.
in rural areas limit expansion.
¢ Projects like DREAMS and Global Fund-supported
initiatives were driving scale-up efforts, though recent
PEPFAR funding cuts threaten sustainability.
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Status of PrEP Product Registration and Introduction’

Drug Registration Status

APPROVED PENDING INTRODUCTION DETAILS

NOT
APPROVED

Introduction planned for early 2026 with support from PEPFAR

Lenacapavir (LEN) for PrEP — Gilead and the Global Fund

Limited rollout via select PEPFAR sites and implementation

Cabotegravir (CAB) for PrEP — ViiV N
studies

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

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

POLE

Additional Product Approvals Information for Lesotho

t This country uses an alternate pathway for regulatory approval for these products. This country relies on approval from the South
African Health Products Regulatory Authority (SAHPRA) and pre-qualification from the World Health Organization (WHO) to authorize an
Import License.

Country Demographics and Epidemiology*

iiiii 2.3 million people « Lower-middle-income country

¢ A population of 2.3 million, with 48% between the

x 3,200 new HIV infections ages of 15-49

2 le living with HIV
60000 people gwit « UNAIDS estimates an average of 15-20% new
Qp 250.000 | vina ART infections among KPs in southern Africa
’ people feceving » KPs are prioritised for access to high-impact HIV
prevention options, given inconsistent coverage of ART

o 21,600 people who are members * 97% PLHIV know their status / 97% of PLHIV on ART /
of a KP group 98% virally suppressed. The country has surpassed
their targets.

¢ 19.5% estimated overall HIV prevalence

UNAIDS Breakdown of KP Estimates®¢

Est. Population Size Est. Prevalence ARV Coverage (%)
Sex Workers 7,500 (2018) 71.9% (2014) n/a
MSM 6,100 (2018) 32.9%( 2014) n/a
Transgender n/a n/a n/a
PWID n/a n/a n/a

Source: UNAIDS Key Population Atlas, Lesotho. 2024. https://kpatias.unaids.org/dashboard
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Facilitators and Barriers to Ongoing Services and New PrEP Product Scale-up’
PRODUCT INTRODUCTION - LESOTHO

ENABLING ENVIRONMENT SERVICE DELIVERY
Policy, Regulatory, Planning, Budgeting

FACILITATORS BARRIERS FACILITATORS BARRIERS
- National HIV Prevention - PEPFAR funding cuts and . Robust NGO network for KP - Limited pharmacy-based
Technical Working Group donor dependency services PrEP access
supports PrEF expansion . Slow regulatory approval . Community health worker . Stigma in public clinics
© =y commur.nty . for new products programs - Insufficient provider training
CEREEMER I T » High cost of long-acting - Resistance to task-shifting
« Inclusive PrEP guidelines PrEP

- Lesotho National AIDS
Commission (NAC) aligns
policies effectively

- Limited domestic budget
for HIV prevention

DEMAND GENERATION MONITORING AND EVALUATION
FACILITATORS BARRIERS FACILITATORS BARRIERS
- Community-led campaigns - Low awareness of « Community led monitoring . Weak data systems for KPs
. National HIV awareness long-acting PrEP - PEPFAR-supported data L Lrires raelei e
strategies - Stigma affecting uptake systems monitoring
SUPPLY CHAIN
FACILITATORS BARRIERS
- Partnerships with the Global Fund for supply chain support - Stockouts in rural areas

- Established ART supply chain infrastructure

How GBGMC is Responding?

GBGMC and partners developed an HIV prevention, treatment, and community-led plans and recommendations for key populations.
The plans are based on consultations with communities, civil society, government, and experts, who identified priorities, assessed
gaps, and developed sustainable service approaches, with recommended budgets. The country plan for Lesotho, along with all other
country plans, can be found here: https://plans.gbgmc.org/#.

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

Lesotho’s policy environment on human rights and KP has progressive laws on same sex criminalisation, as evidenced by the policy
rack up from the HIV Policy Lab shown in the figue at the top of page 4. The main policy-related gaps are in the criminalisation of sex
work and drug use, which disproportionately affect vulnerable populations.
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Structural Policy Environment Status for Lesotho from Georgetown HIV Policy Lab®

Category / topic

©® Question

Adoption level ©

§1 | Same-sex sex non-criminalization

2-part)
Sex work non-criminalization
Drug use non-criminalization
2-port)

[s2
[s3
[E HIV exposure non-criminalization
| s5

Non-discrimination protections (7.par

| s6 | National human rights institutions
|‘ S7 | Constitutional right to health

| s8 | Girls education

59 | Gender based violence

[510; Civil society o

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

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

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

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

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

@ Is there an independent national human rights
institution to which violations can be reported?

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

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

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

@ 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?

Not Partially
adopted adopted Adopted

I v

<

data not available

Source Georgetown HIV Policy Lab, Lesotho profile. https.//wwwhivpolicylab.org/Is

Long-Acting PrEP Need Forecast For Lesotho

Projected Need for Person-years by Method by 2030%°

Method Scenerio 1 Scenerio 2 Scenerio 3 Key
Daily Oral 41 22 11 Scenario 1- Low innovation uptake (focus on oral PrEP)
i *
Injectable ! 22 32 Scenario 2 - Balance adoption of injectables with oral
Monthly Oral 03 11 11
Scenario 3 - Injectable dominant uptake and use
TOTAL 5.5 5.5 5.5

*Note - this number combines CAB LA and LEN estimates

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 on HIV programming in Lesotho including implementing partners and the most up to date, please refer to
resources on the following pages:

*  amMFAR: https://mer.amfar.org/location/Lesotho/prevention

¢ AVAC'’s prepwatch: https://www.prepwatch.org/countries/lesotho/

¢ UNAIDS Country Profile: https://www.unaids.org/en/regionscountries/countries/lesotho

KP Implementing Partners
Lesotho Network of AIDS Service Organisations (LENASA)
Please find listed here in the Lesotho Country plan pg 17: https://plans.gbgmc.org/#
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