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MATRIX studies at a glance

MATRIX-001 MATRIX-002
- Phase 1 study of safety, drug - Placebo study of 2 prototype * Placebo study of 2 prototype
distribution and acceptability of monthly vaginal films for rings for safety and acceptability.
TAF/EVG fast-dissolving insert  acceptability, usability and safety - To inform ring design for Phase 1
« First Phase 1 in African women » To inform film design for first-in- trials related to non-ARV /
_ human trial of monthly dapivirine nonhormonal contraceptive
» 3 sites: Kenya, South Africa, US film monthly dual-purpose vaginal
- Enroliment of 60 participants near ~ * 5 sites: Kenya, South Africa (2), ring
complete US, Zimbabwe - 5 sites: South Africa (3), US,
+ Results expected 2025 » Enrollment of 100 participants near Zimbabwe
complete » To enroll 100 participants
MATRIX-004  Results eXPECted Q4 2024/Q1 2025 . Results expected 2025
« Phase 1 trial in development MATRIX-006 MATRIX-005

To be developed  Beginning to develop



MATRIX-007 (CARE-PrEP) study

 Will enroll up to 800 participants in the CATALYST implementation study
who become pregnant and opt to continue use of ARV-based prevention,
as well as their infants

« Aims to contribute quality data on the safety of CAB-LA, dapivirine
ring and oral PrEP during pregnancy — data on the use of CAB-LA is
especially important

« To be conducted at sites in Kenya, Lesotho and Zimbabwe.

« Pending ethics and regulatory approvals, expect to begin screening and
enrollment Oct 2024

 Study is expected to be completed 2026

MATRIX is collaborating with the USAID-funded MOSAIC collaborative, drawing on the experience and
expertise in this specialized area of research of team members from both programs, most notably as
part of the NIH-funded Microbicide Trials Network

MATRIX




Years Ahead in HIV Prevention Research

Time to Market

Prevention Product

Multiple implementation science projects

Selected Global Fund procurement and programs

Multiple regulatory
. oo |
Vaginal Dapivirine L Ll

Ring monthly

WHO
guidelines

Cabotegravir g";gf,ﬂglfg“'am’y Multiple implementation science projects

One int lar injecti submission to regulators by 2027
(3an |I)ne\r,aer:]yuzs Crﬁganrtlhnsjec i * 4-monthly formulation is currently in development, but the

. WHO regulatory timeline is unclear
Long-Acting guidelines Sl e LR AR E e e S e el e ek sl e Opportunity to build market and platforms for injectables

Injectables

* Demonstrated high efficacy

® Unclear demand & limited initial suppl

* |nitial LMIC price ~$240/yr; in 2024 ~¥170!yr

* March 2023: MPP & ViiV licensed to 3 generics with likely

Possible Possible product introduction

' Initial results released in June 2024 for the PURPOSE 1}
regulatory

~ trial demonstrated no infections in the LEN arm.

Lenacapavir
Two subcutaneous injections

(1.5ml each) every 6 months b Phase 2: PURPOSE 3, 4, 5 : approvals

FITAF Phase 3: part of PURPOSE 1 §o .
@ daily : approvals

Oral PrEP

5 ' PossiblePhase3
S et Sl _ Possible Go/No-Go Decision for Phase 3 in Q12025 _

Co-formulated e : : i R ——————— ;
EE Dual TRIE/F-:-C E;ndd- ’ Pilot bioequivalence (BE) study Pivotal BE 5%%?\}3@, Possmieproductmtroductmn
- ethinyl estradio
xi+@y Prevention

Pill levonorgestrel oral
contraceptive pill Acceptability Study: HPTN 104

daily

AVAC

August 2024

www.avac.org



HIV Epidemiological Trends from 2010-2022

New HIV Infections and All Deaths Over Time in Kenya
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STRATEGY 5: Institute Mechanisms for Rapid Introduction of
New HIV Prevention Technologies and Program innovations

Priority Actions Include:

AW e « Conduct annual consultative forums involving all
stakeholders to review research evidence and rally support
National Multisectoral for introduction of new technologies and approaches.
HIV Prevention Acceleration Plan
2023-2030 « Develop policy and guidance and seek regulatory approvals
to introduce new and approved prevention technology,
y -

including supply and distribution

« Conduct assessment with priority populations to
understand their needs and preferred delivery modalities
for new prevention technology.

MATRIX
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