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Long-Acting PreP Introduction

History of PreP Introduction
and Scale-up in Mozambique
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What’s Happening with New PreP Products?4°

* Long-acting Cabotegravir (CAB-LA): Approved by the ¢ Mozambique is participating in the Global Fund/CIFF
National Directorate of Pharmacy (DNF) in 2024 early adopter program for LEN.

¢ Pilot implementation of (CAB-LA) began in 2023 at « Expansion and access are contingent on funding
selected public sector facilities and PEPFAR-supported continuity, regulatory developments, policy
sites, primarily in urban areas: Beira, and Nampula. adaptations, and implementation capacity in both

¢ Prioritised populations include AGYW, MSM, sex workers, urban and targeted populations.
transgender individuals, other LGBTQ+ individuals, and ¢ A generalised modelling conducted in Southern and
PWUD/PWID. East Africa proposed that providing LEN to 5% of the

« Dapivirine Vaginal Ring (DVR): Approved in 2023. adult populations prioritized by location and risk
Implementation is underway through PEPFAR-supported behavior, could avert 25-35% of new infections
DREAMS initiatives targeting AGYW in high-burden offering significant potential impact.
provinces.

¢ Lenacapavir (LEN): A six-monthly injectable under
review by the DNF, with approval expected in mid-2026.
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Status of PrEP Product Registration and Introduction’

Drug Registration Status

APPROVED

Lenacapavir (LEN) for PrEP — Gilead

Cabotegravir (CAB) for PrEP — ViiV

Dapivirine Vaginal Ring (DVR) — Pop Council

Oral PrEP TDF/FTC — Gilead (Truvada)

PENDING

NOT
APPROVED

INTRODUCTION DETAILS

Yet to be approved but Mozambique is in the 9 early
adopter countries for LEN rollout. Rollout is expected in
January 2026

Pilot implementation only

Pilot implementation only

Widely available

Country Demographics and Epidemiology

.' . .
t{iﬂ 35 million people - Low-income country
. . « Approximately 47% of Mozambique’s total population is
x 92,000 new HIV infections between the ages of 15 and 49
2.5 million people living with HIV + 11.9% estimated overall HIV prevalence among the

total population

2 million people receiving ART « KPs make up about 0.42% of the national population,
excluding TGs

148,000 people who are » KPs are prioritized for access to high-impact HIV
members of a KP group prevention options

UNAIDS Breakdown of KP Estimates®

Est. Population Size Est. Prevalence ARV Coverage (%)
Sex Workers 93,323 (2020) 23% (2020) 99%
MSM 41163(2020) 7% (2020) 191%
Transgender n/a n/a n/a
PWID 13,514 38% 18%

Source: https://www,prepwatch.org/wp-content/uploads/2024/06/Mozambique-Strategic-Direction-Summary-2023 pdlf, Key population estimates from Estimativa do Tamanho de Populacdo chave, 2020

MOZAMBIQUE COUNTRY FACT SHEET | LONG-ACTING PREP INTRODUCTION

N



Facilitators and Barriers to Ongoing Services and New PrEP Product Scale-up’
PRODUCT INTRODUCTION - MOZAMBIQUE

ENABLING ENVIRONMENT SERVICE DELIVERY
Policy, Regulatory, Planning, Budgeting

FACILITATORS BARRIERS FACILITATORS BARRIERS
- National HIV Strategic Plan « PEPFAR funding cuts, and « Strong NGO/CSO . Limited task-shifting to
« Technical Working Group on an over reliance on donor network nurses
PrEP funding for KP services . DREAMS program for - Stigma in public facilities
«  WHO pre-qualification « Slow regulatory process AGYW - Few differentiated
fast-track - Delays in pricing information . Community health models for KPs
«  Community advisory boards for new products agents (APEs) - Limited integration into
« High cost of new products primary care
DEMAND GENERATION MONITORING AND EVALUATION
FACILITATORS BARRIERS FACILITATORS BARRIERS
» National BCC campaigns - Low awareness of new - Community-led - Incomplete KP size
- Peer educator programs methods monitoring (CLM) estimates
+ Social media outreach . Myths about injectables - Paper-based systems in
- Stigma in communities rural areas

« Low pharmacy-based
distribution hinders scale-up.

SUPPLY CHAIN
FACILITATORS BARRIERS
. Central Medical Stores (CMAM) system . Frequent stockouts in provinces
. Global Fund procurement « Port clearance delays

« PEPFAR logistics support

How GBGMC is Responding?

GBGMC and other partners developed 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. There is not currently a country plan
for Mozambique specifically, but plans for other countries can be found here as examples: https://plans.gbgmc.org/#.

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

In Mozambique, constitutional reforms have moved toward a human rights framework. Under this approach, transgender individuals
and men who have sex with men (MSM) are not criminalized. Female sex workers (FSWs) face partial criminalization and drug use
remains criminalized, as illustrated in the figure below. Despite advances in policy, many individuals continue to experience indirect
criminalization, legal barriers, and systemic discrimination. These factors constrain access to HIV services, including PreP.
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Structural Policy Environment Status for Mozambique from Georgetown HIV Policy Lab-

Category / topic

S1  Same-sex sex non-criminalization
[ 52 | sexwork non-criminalization
3 J Drug use non-criminalization

: S4 J HIV exposure non-criminalization

(2-part

[ 85 | Non-discrimination protections (2 pory

1 sS6 } National human rights institutions
E Constitutional right to health
TSJ Girls education

i} Gender based violence

| S10 | Civil society (2 por

©® Question

@ 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?

Adoption level ©

Not Partially
adopted adopted

Adopted

Source Georgetown HIV Policy Lab, Mozambique profile. https.//www.hivpolicylab.org/mz

Long-Acting PreEP Need Forecast For Mozambique

Projected Need for Person-years by Method by 2030w

Method Scenerio 1 Scenerio 2 Scenerio 3 Key
Daily Oral 56.6 302 151 Scenario 1- Low innovation uptake (focus on oral PrEP)
i %
Injectable 152 302 454 Scenario 2 - Balance adoption of injectables with oral
Monthly Oral 38 151 151
Scenario 3 - Injectable dominant uptake and use
TOTAL 75.5 75.5 75.5

*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 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 Mozambique, including implementing partners and the most up-to-date, please
refer to resources on the following pages:

¢ amFAR: https://mer.amfar.org/location/Mozambique/prevention

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

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

KP Implementing Partners

PKNI (National KP network)
LAMBDA (LGBTIQ+)

Tiyane Vavassate (sex workers)
HOPEM (men and young MSM)
Associac¢do Hixikanwe (trans-led)
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