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Long-Acting PreP Introduction

History of PreP Introduction
and Scale-up in Malawi

PrEP Initiations

¢ National guidelines now include anyone 120,000
who needs and wants PrEP 100,000
¢ Service provision is largely in Lilongwe 80,000
and Blantyre 60,000
* Annual PrEP initiations reached 40 tiod
183,653 as of the end of 2024 -
20,000
0 . I

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?

» Long-acting Cabotegravir (CAB-LA) and the dapivirine ¢ Malawi is among the nine early adopter Global
vaginal ring (DVR) were approved in Malawi in 2023, with Fund/CIFF-funded countries for LEN, aiming to inform
pilot implementation in Blantyre, and Lilongwe. scale-up strategies and implementation.

¢ Access to prevention options such as CAB-LA injectable * Expansion and access is contingent on funding
PrEP has been greatly curtailed by funding cuts and the continuity, regulatory developments, policy
restriction of scale-up of injectable PrEP to people adaptations, and implementation capacity in both
continuing PrEP and pregnant and lactating women. urban and targeted populations.

* Prioritized populations include people who are at risk of
contracting HIV and are offered after clinical assessment
including AGYW, MSM, sex workers, transgender
individuals, and PWUD/PWID.
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Status of PrEP Product Registration and Introduction’

Drug Registration Status
INTRODUCTION DETAILS
APPROVED PENDING NOT
APPROVED
. q Regulatory approval in November 2025; introduction
L LEN) for PrEP — Gilead
enacapavir ( ) for Pr flea planned for early 2026 with support from PEPFAR
Cabotegravir (CAB) for PrEP — ViiV Rollout in Blantyre and Lilongwe under the Blantyre
Prevention strategy
Dapivirine Vaginal Ring (DVR) — Pop Council Pilot implementation only
Oral PrEP TDF/FTC — Gilead (Truvada) Widely available

Country Demographics and Epidemiology?

¢ Low income country

Seqr? -
I{ﬂ) 22 million people « Approximately 52% of the entire population are between the
ages between 15-49
x 11,757 new HIV infections « 7.3% estimated HIV positive prevalence among people aged 15+
990,000 people living with HIV « KPs make up about 0.46% of the national population

¢ UNAIDS estimates average of 25% new infections among KPs in
southern Africa

% 938,000 people receiving ART

« KPs are prioritised for access to high impact HIV prevention
options given inconsistent coverage of ART

6: 102,300 people who are « Malawi 95s - 95% PLHIV know their status/ 95% of PLHIV on
members of a KP group ART/ 95% virally suppressed

UNAIDS Breakdown of KP Estimates3

Est. Population Size Est. Prevalence ARV Coverage (%)
Sex Workers 39,000 49.9% 90%
MSM 50,000 12.9% 92.5%
Transgender 4,900 n/a 915%
PWID 8,400 n/a n/a

Source: UNAIDS Key Population Atlas, Malawi. 2024. https.//kpatlas.unaids.org/dashboard
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Facilitators and Barriers to Ongoing Services and New PrEP Product Scale-up*
PRODUCT INTRODUCTION - MALAWI

ENABLING ENVIRONMENT
Policy, Regulatory, Planning, Budgeting

FACILITATORS

Ministry of Health is
strongly supportive of PrEP
expansion

The national strategic plan
features PrEP prominently
Early engagement of
policymakers, regulators,
and communities in PrEP
implementation

Inclusive guidelines that
allow for broad access

BARRIERS

PEPFAR funding cuts, and
an over reliance on donor
funding for KP services
Low PrEP awareness
Criminalising laws, a lack
of privacy and KP
friendliness

DEMAND GENERATION

FACILITATORS

Community engagement
Multi-sectoral HIV
Prevention Technical
Working Group (TWG),
to assess the prevention
approach

BARRIERS

Limited number of key
populations-led
organisations
implementing HIV
prevention interventions
under the current Global

SERVICE DELIVERY

FACILITATORS

Access to capacitated
NGO service delivery

for KPs

National commitment to
improving prevention
programming through
systems strengthening as
part of the Blantyre
Prevention Strategy
Project

BARRIERS

Insufficient human
resources to screen and
follow up PrEP clients
KP-led NGOs unable to
operate due to funding cuts
Access to PrEP largely in
urban areas

Stigma and segmentation
of KP services

MONITORING AND EVALUATION

BARRIERS

Limited decentralisation
and capacity building
efforts on the data
collection systems

FACILITATORS

. Monitoring through

community organisations

Fund and PEPFAR grants.

» Limited access to PrEP in
some regions in the
country

SUPPLY CHAIN
FACILITATORS BARRIERS

- Training efforts to improve facility-level capacity in commodity .
management

Ongoing management issues exacerbated by halt in
PEPFAR funding.

« Supply chain, commodity and lab infrastructure
constraints

How GBGMC is Responding®

GBGMC and 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, that identified priorities, assessed
gaps, and developed sustainable service approaches, with recommended budgets. The country plan for Malawi, 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?

Malawi has a human-rights framed HIV strategy and PrEP guideline that explicitly mentions accessibility, availability, acceptability
and quality and inclusive service delivery for key populations. However, key populations are criminalised which disproportionately
affects their access to services. The figure below illustrates the current structural policy environment in Malawi affecting KPs from
the Georgetown HIV Policy Lab.
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Structural Policy Environment Status for Malawi from Georgetown HIV Policy Lab®

Category / topic

st

Same-sex sex non-criminalization

© Question

@ Does national law/policy refrain from criminalizing

Adoption level ©

Not Partially
adopted adopted Adopted

2o and prosecuting people for consensual same-sex [ | v
sexual acts?
s2 ] Sex work non-criminalization @ Does national law avoid criminalizing sex work o
(buying, selling, and organizing of sex work)?
[ s3 ] Drug use non-criminalization @ Does national law refrain from criminalizing _
personal drug use/possession?
[ S4 ] HIV exposure non-criminalization @ Does national law refrain from criminalizing and v
>-por prosecuting people for HIV exposure/ transmission?
S5 | Non-discrimination protections o © Do national laws/policies include protections from
discrimination on the basis of sexual orientation, s v
gender identity, and HIV status?
[ S6 ] National human rights institutions @ Is there an independent national human rights I
institution to which violations can be reported?
S§7 | Constitutional right to health @ Is there an enforceable right to health in the national
constitution? 1
S8 | Girls education @ s there a national policy in place to encourage -
secondary school retention amang girls?
[ S9 | Gender based violence @ Does the law explicitly address domestic violence —
. with enforceable penalties?
[510] Civil society 2o © Are NGOs/CSOs able to register, seek funding and
operate freely under national law and is there a s v

social contracting policy for financing NGOs/CSO-
provided services?

Source Georgetown HIV Policy Lab, Malawi profile. https.//wwwhivpolicylab.org/mw

Long-Acting PrEP Need Forecast For Malawi

Projected Need for Person-years by Method by 20307

Method Scenerio 1 Scenerio 2 Scenerio 3 Key
Daily Oral 375 20 10 Scenario 1- Low innovation uptake (focus on oral PrEP)
i %
Injectable ! 20 30 Scenario 2 - Balance adoption of injectables with oral
Monthly Oral 25 10 10
Scenario 3 - Injectable dominant uptake and use
TOTAL 50.1 50.1 50.1

Source: https./7/gbgmc.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 on HIV programming in Malawi, including implementing partners and the most up to date, please refer to
resources on the following pages:

e amFAR: https://mer.amfar.org/location/Malawi/prevention

¢ AVAC'’s prepwatch: https://mer.amfar.org/location/Malawi/prevention

«  UNAIDS Country Profile: https://www.undaids.org/en/regionscountries/countries/malawi

KP Implementing Partners
Please find listed here in the Malawi Country plan pg 20: https://plans.gbgmc.org/#.

References

AVAC. Country Updates. PrEPWatch https.//www.prepwatch.org/countries/malawi/ 2UNAIDS - Key Populations Atlas https.//kpatlas.unaids.org/dashboard 2Frontlineaids Malawi Shadow Report
https://frontlineaids.org/wp-content/uploads/2023/Tl/Malawi-Shadow-Report DIGITALMASTER pdf?utm “GBGMC country Plans https://plans.gbgmc.org/# $Georgetown University. HIV Policy Lab.
https//wwwhivpolicylab.org/mw $GBGMC Global Need for Long acting PreP https.//gbgmc.org/the-global-need-for-longacting-prep-among-key-populations-forecasts-of-global-demand-2025-2030/

MALAWI| COUNTRY FACT SHEET | LONG-ACTING PREP INTRODUCTION


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

