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Presentation Outline

PrEP Gap - PrEP Advantages - Existing LAl for Prevention

LEN MOA, Selecting Appropriate Patients for LEN, Dosing

PURPOSE 1 & 2 Studies

Obijectives, populations, efficacy, safety, adherence, HIV incidence & resistance.

Steps for LENACAPAVIR PrEP Roll out

Dosing, Testing, Self-testing roll-out, Yearly LEN, & Summary
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The PrEP Coverage Reality in
Latin America & Caribbean (PAHO Data)

iifie
~2.3 million

people who
could benefit

]
~160,000

people currently
using PrEP

PAHO Data

Regional Urgency

HIV Incidence Comparison
(New infections per 1,000 uninfected population)

Belize 0.47

Latin America r
|

& Caribbean ‘_ "

0.20-0.30

d

@

1igher

Belize remains ~3x

¥
S ks

Epidemic ™

higher than the global Burden remains heavy  Global incidence dropped
incidence. among MSM and ~40% since 2010, yet
transgender women. regional spikes require
targeted LAl intervention.
@) sovrces e b i A N Zssiors-62_ Acsad Moy 52025 N e s K oy e sy
2. UNAIDS. UNAIDS Data 2024 (2024 epidemiological estimates). Geneva: UNAIDS; 2024, @ NotebookLM




Available Long Acting Injectables for PrEP (LAl)

Cabotegravir (CAB) Lenacapavir (LEN)
Class: INSTI Class: Capsid Inhibitor
Formulation: Oral tablet, Formulation: Oral tablet,
IM Injection < } SC injection &e /’
Indication: Prevention (alone) Indication: Prevention (alone)
Treatment (W/RPV) Treatment (w/OBR)
Population: PrEP: HIV neg 2.2 Population: PrEP: HIV neg #lw
Tx: Experienced - Tx: Highly Tx-Experlenced

. PrEP: Q8W ==
D - /. |D : Q26W M
osing it 6?_ osing: Q26W or Q6
Half-life:  Oral: 41h &. |Half-life: ~ Oral: 10-12d Vel
IM: 5.6-11.5W v SC: 8-12W -

Sherman EM, et al.Pharmacotherapy.2023 DOI:10.1002/phar.2922

A\ NotebookLM



BENEFITS FOR PATIENTS & PROVIDERS

PrEP (Pre-Exposure Prophylaxis) is a safe, effective, and proven way to prevent HIV before exposure.

FOR PATIENTS
(Population Impact)

UP TO ~99% EFFECTIVE ﬁ.
in preventing HIV when taken as prescribed.’ G@m
CHOICE OF OPTIONS /
Daily oral pill or long-acting injectable (LAI) lll

every 1-2 months.2

IMPROVED ADHERENCE
with less frequent dosing (monthly or
every 2—-6 months with LAI).3-S

GREATER PRIVACY & AUTONOMY
in prevention decisions and care.®

k;;rEP

Protect today.
Empower
tomorrow.

REDUCED STIGMA
compared to HIV treatment-associated care.”

DECREASED ANXIETY
around HIV exposure risk.”

EMPOWERS INDIVIDUALS
to take control of their sexual health
and HIV prevention.®

KEY TAKEAWAY: PrEP transforms HIV prevention—delivering highly effective,

.

FOR PROVIDERS

(Clinical & System Benefits)

SHIFTS CARE TO PREVENTION-FIRST,
not just treatment.?

REDUCES HIV INCIDENCE
and supports epidemic control goals,
including the 95-95-95 targets.8-°

IMPROVES ENGAGEMENT
with high-risk and underserved populations.6°

SIMPLIFIED REGIMENS
(especially LAl PrEP) enhance adherence
and persistence.?-5

STRENGTHENS PATIENT RELATIONSHIPS
through proactive, prevention-focused care.51°

INTEGRATES ACROSS CARE SETTINGS
including primary care, ID, sexual health,
and community-based services.®°

SUPPORTS PUBLIC HEALTH TARGETS
and contributes to long-term cost savings
by preventing new HIV infections.8-°

d@% PREVENT

flexible, and patient-centered protection while enabling providers to lead with prevention.
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2. WHO. Consolidated guidelines on HIV prevention, testing.
treatment, service delivery and menitoring: recommendations
for a public health approach. 2021.
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aias  LENACAPAVIR (LEN) MOA o
Multi-Stage Capsid Disruption

Nucleus

Cytosol

Capsid Inhibitor

Nuclear Transport:

High potency: Blocks transport of —

EC50 =105 pM/L ~—— the pre-integration Capsid Disassembly:
complex into the Alters the stability of
nucleus. the capsid.

Long half-life

(8-12 weeks SC) due
to binding directly
between capsid
protein subunits.

Virus Assembly:
Interferes with
Gag/Gag-Pol
precursors during
late-stage virus
assembly and release.

Nuclear Transport:

Blocks transport of &=~  Nuclear
the pre-integration = pore
complex into the

nucleus.

Host chromosomes

N=1325; p<0.001; 95% CI [0.78, 0.92] vs. standard of care =

DNA: Deoxyribonucleic acid; ECg,: Effective concentration of half maximal response; Gag: Group-specific antigen; HIV: Human immunodeficiency virus;
LEN: Lenacapavir; MOA: Mechanism of action; PK: Pharmacokinetics; Pol: Polymerase; RNA: Ribonucleic acid; SC: Subcutaneous.
1. YEZTUGO Prescribing Information. Gilead Sciences, Inc. 2025. 2. Dvory-Sobol H, et al. Curr Opin HIV AIDS. 2022;17:15-21.



RIAS  Importance of Selecting Appropriate Bt

GoJoven Alumpi ASsociation
................................

Individuals for LEN for PrEP

% Selection and Adherence E

Choose individuals who agree to HIV-1 E LEN for PrEP can remain in the body 212 months after the last injection (PK
testmg and 6-month injection tail).!
schedule.’

PK Tail and Resistance Risk

I
B

o & After 6 months, levels drop below target concentration.’
Adherence is critical to reduce HIV-1

acquisition and resistance.’ - ) ) _
HIV acquisition during PK tail may lead to drug resistance; assess

individual's ongoing HIV risk. '

q Provide counseling and reminders for

dosing and testing.’
Transition to other HIV prevention options, within 28 weeks of the last LEN

for PrEP injection, if stopping LEN for PrEP for those with HIV-1 negative
status and at continuing risk of HIV-1 acquisition.!

Individuals should understand the need for adherence and the risk of resistance if HIV-1 is acquired
during the PK tail after stopping LEN for PrEP.".2

HIV-1: Human immunodeficiency vinus type 1; LEN for PrEP: Lenacapavir for pre-exposure prophylasis; PR: Pharmacokinetics.
1. YEITUGD Prescribing Information. Gilead Sciences, Inc. 2025, 2. Patel RR, Hoover KW, Lale A, Cabrales J, Byrd KM, Kourtis AP. Clinical Recommendation for the Use of Injectable Lenacapavir as HIV Preexposure Prophylaxis — United States,
202%, MMWE Mo Mortal Wikly Rep, 1025;74:541-549, dal: hitp://de. g0l org/ 1 0, 15585 mmwr. mm 74 3581



RIAS Dosing & Administration of Ge
Twice-Yearly LEN

2 x 1.5mL SC + 2 x 300mg oral

GoJoven Alumpi ASsociation

Clinical Rationale

Day 1 Day 2
(Initiation) (Loading
Complete)

Month 6 Month 12

(Continuation)

SC administration into the abdomen by

Why the oral loading dose?

Simulations show that
without the Day 1 & Day 2
oral dose, SC LEN alone
does not reach the Inhibitory
Quotient target (IQ4 of 15.5
ng/mL) fast enough.

The oral loading guarantees
target concentrations within
the first day.

an HCP. If the abdomen is not a viable
injection site, the thigh can be used as an
alternate site

LEN should not be administered intradermally
due to risk of serious ISRs.

Yeztugo prescribing information Gilead Science Inc 2025

A\ NotebookLM



RIAS

Dosing Schedule for Missed Twice-yearly
LEN Dose BELXZE

—

| |
i Anticipated Delay

(26-28 weeks since  §i
[\ last injection)

¥

Switch to bridging oral
weekly dosage.

300 mg taken once every

7 days (up to 6 months).

I Resume SC within 7 days
after last oral dose.

Missed Oral
‘ Initiation Dose
” (Day 2) }

¥

Unplanned Miss
(>28 weeks since
last injection)

Re-test for HIV-1. Take the 600mg as

soon as possible.

If negative, restart the
full initiation protocol
(Day 1 SC + Oral,
Day 2 Oral).

Do not take Day 1 and
Day 2 oral doses on
the same day.

A NotebookLM

Yeztugo prescribing information Gilead Science Inc 2025



RIAS

PURPOSE Trials

= Study
=% Design

qj@ﬁ Populations

@{E Comparators

@ Safety
Context

PURPOSE 1 PURPOSE 2

Phase 3, double-blind, active-controlled, multicenter randomized study

CGM, TGW, TGM, and GNB individuals
having sex with partners assigned
male at birth, 216 years.

Cisgender women (CGW),
16-25 years

Twice-yearly SC LEN vs. bHIV
incidence and daily oral F/TDF
(and F/TAF in P1).

Twice-yearly SC LEN vs. bHIV
incidence and daily oral F/TDF.

Most common AEs were ISRs, headache, and nausea

A NotebookLM




Twice-Yearly LEN Efficacy Primary
Analysis Data

RIAS

PURPOSE 1 PURPOSE 2

2.41 2.37

2.02
1.69

2

0.93

2 cases /
1,938 PY

0.10
e =}

bHIV | LEN | F/TAF  F/TDF bHIV LEN F/TDF

0

0 cases /
1,939 PY

HIV Incidence (per 100 PY)
HIV Incidence (per 100 PY)

LEN reduced HIV incidence by LEN reduced HIV incidence by 96%

compared to bHIV incidence.

100% compared to F/TDF.

A NotebookLM

bHIV: Background HIV; Cl: Confidence interval; F/TAF: Emtricitabine/tenofovir alafenamide; F/TDF: Emtricitabine/tenofovir disoproxil fumarate; HIV: Human immunodeficiency virus; ITT: Intent-to-treat; LEN: Lenacapavir; PrEP: Pre-exposure prophylaxis; PY: Person-years.
1. Bekker L-G, et al. N Engl J Med. 2024;391(13):1179-1192. doi: 10.1056/NEJM0a2407001. 2. Kelley CF, et al. ID Week 2024, Invited talk 81b. 3. Kelley C, et al. N Engl J Med. 2025;392(13):1261-1276. doi: 10.1056/NEJMoa2411858.



Adherence Data - PURPOSE 1&2
RIAS B
PURPOSE 1 Ve i=WA Injection Adherence: 91% at Wk 26 — 92% at Wk 52

Most HIV acquisitions on F/TAF and F/TDF occurred in those with low adherence.
LEN provides consistent, systemic protection independent of daily user behavior.

70%

70% 60%

60%

20%
Daily Oral F/ITAF (Weeks 8-52)

|12 [

Daily Oral F/TDF (Weeks 8-52)
Adherence Levels: mHigh (24 doses/week) Medium (2-3 doses/week) ®Low (<2 doses/week)

*Adherence definitions of high (24 doses/week), « Medium (2-3 doses/week), and non-protection, zkvatied aetizinference (216).
*N-values with consiamous ansistsener protection, N=TRB m=12,175, n=3,090.

A NotebookLM

* In PURPOSE 1 and 2 adherence to LEN was defined as on-time injection (within 28 weeks from the last injection) and participants who presented later than 28 weeks after their previous injection were required negative HIV testing to reinitiate study product, which included reloading with oral LEN or placebo. In
PURPOSE 2, preselected 10% sample of participants assessed for TFV-DP concentrations in DBS (F/TDF: low <350, medium =350 to <700, high =700 fmol/punch). t 2 participants in each group had missing data. $ Cases were defined as participants who had acquired HIV; up to 5 controls were selected, matched on

basis of trial site and VOICE risk score for HIV acquisition. Each of 37 case participants contributed 1 sample. A trial participant could serve as a control for more than 1 case participant; 159 participants contributed 176 samples to be used as matched controls. TFV-DP levels in DBS were measured from the HIV
diagnosis visit (for case participants) or time-matched visit (for controls). Randomly preselected 10% sample of participants assessed for TFV-DP concentrations (F/TAF, n=200; F/TDF, n=106).

DBS: Dried blood spaot; F/TAF: Emtricitabine/tenofovir alafenamide; F/TDF: Emtricitabine/tenofovir disoproxil fumarate; HIV: Human immunodeficiency virus; LEN: Lenacapavir; PrEP: Pre-exposure prophylaxis; TFV-DP: Tenofovir diphosphate.
1. Bekker L-G, et al. N Engl J Med. 2024;391(13):1179-1192. doi: 10.1056/NEJM0a2407001. 2. Kelley C, et al. N Engl J Med. 2025;392(13):1261-1276. doi: 10.1056/NEJMoa2411858.



2IAS Injection Site Reactions, Drug Depot, & Nodule gﬂaz
Formation with LEN for PrEP in PURPOSE

Trials

& The most common adverse drug reactions (all grades)
reported in at least 5% of participants were ISRs,
headache, and nausea.’

. Nodules were the most commonly reported ISR.
/ Additional ISRs reported include pain, induration,
swelling, pruritis, erythema, bruising, and warmth.1-3

—~

Slow Diffusion into

Dermis 4 Systemic Circulation

(6-Month Period) Upon injection, a drug depot forms in the SC tissue.
/ Lenacapavir is slowly released into the systemic
Subcutaneous | Drug Depot > circulation over time. This allows for a twice-yearly
r— continuation injection schedule.’

\r

& The drug depot can lead to a possible reaction.’

In PURPOSE 1 and PURPOSE 2, nodule frequency decreased with subsequent injections.'3*t

* PURPOSE 1 15 a phase 3, double-blind, active-controlied, multicenter, randomized study of twice-yearly SC LEN for PrEP, daily oral emtricitabine/ tenofovir alafenamide (F/TAF) or emtricitabine/ tenofovir disoproxil fumarate (F 'f‘iFl";r HIV
prevention in cisgender women in South Africa and Uganda. The HIV incidence in adolescont g | and y omen not recelving PrEP in these countries was at least 3.5/100 person-years in recent trials e PURPOSE 2 stu a phase 3, double
blind, active-controlled, multicenter, randomized trial designed to evaluate safety and efficacy of twice-yearly subcutaneous LEN for PrEP for HIV prevention in cisgender gay, bsexual, and other men, tramgender worne L.x"“.g:-r'cu nen, and
gender non-binary Individuals who have condomless receptive anal sex with ‘),-:- ey assigned male at birtk

SR: Injection site reaction; LEN for PrEP: Lenacapavir for pre-exposure prophylaxis; SC: Subcutaneous

1. YEZTUGO Prescribing Information. Gilead Sclences, Inc. 2025, 2. Bekker L-G, et l N Engl J Med. 2024 3911311179119, dol: 10.105%/NEJMoa 01, 3. Kelley C, et al. N Engl J Med. 2025;392(13):1261-1276. dot: 10.1056/NEMOa2411858



Injection Site Reactions with LEN for G

PrEP in PURPOSE 1 and PURPOSE 2:  °%
Nodules

The Nodule Profile Tolerability Reality

RIAS

ISR Frequency Shrinking

Over Time
Higher ISR
- 3 0 cm Frequency
Frequency
Frequency
Injection 1 Subsequent Injections
Discontinuations due to ISRs are
* Median maximum diameter is exceptionally low.
~3.0 cm (roughly the size of a
U.S. quarter).  Only 4 (0.2%) participants in P1 and 26 (1.2%) in P2
* Median duration: 350 days (P1) giseentinuecidusitoliShs: '
and 297 days (P2). * Other common non-ISR AEs: Headache, Nausea,

UTI/Chlamydia (similar rates observed in control groups).
S J

*PURPOSE 1 (N=2,140), PURPOSE 2 (N=2,183); 1. YEZTUGO Prescribing Information. Gilead Sciences, Inc. 2025. 2. Bekker L-G, et al. N Engl J Med. 2024;391(13):1179-1192.

doi: 10.1056/NEJM0a2407001. 3. Kelley C, et al. N Engl J Med. 2025;392(13):1261-1276. doi: 10.1056/NEJMoa2411858. | For External Use and Distribution. A NotebookLM



QIAS Key Recommendations for Successful G

Successful Roll-out
| Pre-Roll Out s “| Access & Outreach | | Linkage to Care
(Patient Finding) (Retention)
[ =
=1 Develop SOPs and 21| Data mining for = User-friendly tools
Multi-Disciplinary underserved/key (apps/portals) for
Teams populations tracking Q6M
appointments
=4 Integrate EMR prompts -] Deploying Self-Testing « Psychosocial support
for dosing windows education (whole-body wellness)
|
S =2 Staff hgn.ds-gn training e R Normalizipg Be. S ) Clear p_rotocols for =
for SC injection conversations around managing late doses
preparation and STls and risky and reassuring patients
administration behaviors regarding ISRs

A NotebookLM
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RAAS

SoJoven Alumii Association

Evolution of Science for Prevention
Beyond 2026+
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RlA PURPOSE 365: PopPK modeling

G
E

Population Pharmacokinetic Modeling of Once-Yearly ===
IM LEN to Inform Phase 3 Dose Selection and Design

00 A 3-compartment PopPK model developed using
d data from four Phase 1 studies, providing 3378
N=151 LEN concentration measurements®

Dose selection was based on exposure matching,

targeting a dose where the Week 52 C,,,,,, was projected
to be equivalent to or greater than the observed Week 26
Ciougn in the PURPOSE 1 and 2 trials

Model-Informed Drug Development Efficacy Extrapolation

PK Once-yearly LEN

comparison

PK for LEN
{Cvn}.gh) - Pmm

Once-yearly LEN
for once-yearly LEN is similar to or
higher than for twice-yearly LEN, efficacy can be
extrapolated v

If predicted

Outcome

Simulation of various oral loading frequencies and potential IM LEN doses to identify a regimen
projected to maintain protective drug concentrations for 252 weeks in people who need or want PrEP

Simulated Concentration of LEN
for 3000 mg Once-Yearly IM Administration

Over 7 Years®
1000
E
g% o /\[\/\/ R R R R
£
85
cc
s {
;g 10- |5?‘;2]ml
&
-l
1 -

T

0 1 2 3 4 5 6 7

Time, Years

» PopPK simulations predicted a LEN IM

dose of 3000 mg would result in a
Week 52 C,,, ., exceeding the
observed Week 26 C,,, in
PURPOSE 1 and 2

LEN 3000 mg IM was projected to
maintain median LEN
concentrations >4 times the in vitro
1Q4 (15.5 ng/mL) for 252 weeks

Simulations indicated that oral
loading (600 mg on Days 1 and 2) is
required to achieve target
concentrations rapidly by Day 2

A LEN dose of 3000 mg IM was predicted by PopPK modeling to be suitable for once-yearly dosing;
the safety and efficacy of this dose will be investigated in the Phase 3 PURPOSE 365 study

"Oral data included doses from 300 to 1800 mg, and IM data included a single dose of 5000 mg. "Central solid line is the median concentration over time ard the shaded region is the 90% PI

1Q4, inhibitory quotient 4; Pl, prediction interval; PopPK, population pharmacokinetic; Q12M, every 12 months

Hughes E, et al. CROI 2026, Poster 996

External Use and Distribution

34 L(J

SLD-NON-NA-US-00467 6-Mar-2026



QIAS Starting LEN for PrEP in Individuals Who
Completed nPEP

Guidance from the CDC

ALl individuals prescribed nPEP should be screened for ongoing HIV risk and transition to PrEP as appropriate.’
=

j%- Screening and Testing ED Transitioning to PrEP

nPEP guidelines recommend an immediate Maintain satisfactory ARV drug levels for PrEP
transition from nPEP to PrEP.’ & (if nPEP adherence has been good).!

Complete baseline labs, including confirmation €7 Maximize continuous prevention measures
of HIV-negative status through repeat testing.’ YI@ through continuity of care.’

m O

a
J

Provide adherence and risk reduction
counseling.’

Schedule follow-up visits for HIV, 5T1, and other
lab tests consistent with PrEP follow-up.’

[} <€

Please refer to the full guidelines for complete recommendations.

ARN: Antretrowviral; (OC: Centers for Disease Controd and Prevention; HIV: Human immunodeficlency virus; LEN lor PrEP:. Lenacapavir lor pre-exposure propinilaxis; niPEPF. Non-occupational post-exposune prophviaxis; 5T1: Sexually transmitted infectson.
1. Tanner MR, et al. Antiretroviral Postexposure Frophylaxis After Sexual, Injection Drug Use, or Other HonoCoupational Exposure to HIV — CDC Recommendations, United Staves, 1005 MMWE Recomm Rep. 2025 74(Ma. ER-1):1-56. doi:
hitp: £/ dx.dolorg /10, 13585/ memer.rri401a1



QIAS  Switching to LEN for PrEP from Another  git
PrEP Option

Testing Prior to
Initiation

Clinical Considerations

f “_'} Switching from other LAl PrEP

E Mo clinical trial data available in HIV-negative individuals switching from Q2M IM CAB to LEN for PrEP.2:3
E : No clinically significant DDIs expected. Injectable PrEP options have different mechanisms of action and metabolic pathways.Z?

ifg There is no contraindication for switching to LEN for PrEP immediately in appropriate individuals.?

Test to
confirm HIV- ﬂ “_', Switching from oral PrEP

negative
Stagtus 1 E= In the OLE phase of PURPOSE 1 and PURPOSE 2, there were no reported DDIs in participants on F/TDF and F/TAF who switched
: -

directly to LEN for PrER.#

‘_-' In appropriate individuals, a switch from daily oral PrEP would be immediate.?

Discontinuation of agents with activity against HBV (such as F/TDF or F/TAF) can cause severe hepatitis B exacerbation in
individuals living with HBV.&7

gr Monitor liver function closely and consider HBY therapy if needed for these individuals.®”

CAB: Cabotegravir: DDI: Drug-drug interaction: F/TAF: Emtricitabine tenofovir alafenamide: FrTDF: Emtricitabine /tenofovir disoprowil fumarate: HEY: Hepatitis B virus: HIV-1: Human immunadeficiency vins type 1: I8 Intramascular: LAl Long-acting

injectable; LEM for PrEP: Lenacapayir for pre-exposure prophylaxis; OLE: Open-label extension; Q2ZM: Every 2 months

1. Clinical Guidanoe for PrEP, HIV Hexus: CDC Resources for Clinicians, February 10, 2023, Available at: hitps://www. cdc,gov/hiviexus/hepd/prep/index. html, Accessed February 14, 2025, 2. YEZTUGD Prescribing information. Gilead Sciences, Inc. 2023,

3. APRETLDE Prescribi g iormation. Vil healthcare: 2025, 4, Data on fike. Gilead Sciences, In T025. 5. Patel RR, Hoower KW, Lale &, Cabrales J, Byrd KM, Kourtis AP, Clinical Recommendation for the Use of njeck ible Lenacapavir as HIV I-'Il'l'l|>| e

& oyl s Lindted States, 2025, MMWR Marh Mortal 'H'l-.'_, |-|.I'J DOTS:T4:541-549, diod: htep: / Fde, ol g 10 15585 mmwr, mim7 43557, &, TRUVADA Prescribing Information, Gilead Sciences, g, 2024, 7, DESCOVY P escribing Informatson. Gilsad S0 enies L(J
Inc. 2025,



SELF-TESTING FOR HIV (HIVST):
GLOBAL PITFALLS, ADVANTAGES AND LINK TO PrEP

(@ ADVANTAGES c GLOBAL PITFALLS / CHALLENGES (@ WHAT’S NEEDED FOR SUCCESS

Increased access and reach

Enabl e T Linkage to care Strong linkage systems

nables people to test in the privac

h of their cf)wn Zpace raaches R ¥ Q Risk of loss to follow-up for reactive results 6 Clear, confidential, and accessible pathways
without effective referral systems. to confirmatory testing and treatment.

underserved and key populations.

Incorrect use and result interpretation User-friendly tools & instructions

Privacy and confidentiality -~

a Reduces fear of stigma and v Improper testing or misunderstanding results |.l| Simple instructions, multilingual support,
discrimination associated with N may lead to false reassurance or anxiety. and helplines.
facility-based testing.
Convenience and autonomy Psychological impact ®© Psychosocial support
2liowe lndividuaie totest o thelr g Reactive results can cause distress, anxiety, ‘.‘ Access to counseling, peer support,
own time and terms. or depression without immediate support. and crisis services.
Early detection ® Inequity and digital divide Digital and community solutions
Encourages more frequent testing ®/_\® Limited access to information, digital tools, mHealth, hotlines, and community networks
and earlier diagnosis. or support in low-resource settings. to support users.
Supports epidemic control Regulation and quality assurance Quality assurance & regulation
A critical tool to reach the 95-95-95 @ Variability in test quality, counterfeit products, Q Ensure availability of WHO-prequalified
targets and reduce new infections. and weak regulatory oversight. tests and regulate supply chains.
Cost-effective at scale D Data and surveillance gaps Data integration
Can reduce costs related to facility Harder to capture data for monitoring and .II Innovative approaches to capture and use
infrastructure and staffing. public health response. data for better decision-making.

THE LINK TO PrEP: FROM KNOWLEDGE OF STATUS TO HIV PREVENTION HIVST + PrEP =
ey 2. HIV NEGATIVE + 3. ACCESS PrEP 4. PREVENT HIV A rSANEI UL FREVERTION
HIV self-testing = AT RISK sy Linkage to PrEP = PrEP, combined with COMBINATION
empowers individuals Individuals who test services provides condoms and other Know your status.
to know their status. negative and are at effective, safe, and prevention options, Protect your future.

' substantial risk of HIV highly protective helps stop new ® ©
can benefit from PrEP. HIV prevention. i i
p infections. .m‘

N J

www.who.int/hiv
www.prepwatch.org

accurate use, supportive services, and seamless linkage to treatment and prevention—including PrEP.

KEY TAKEAWAY: HIV self-testing is a game-changer for expanding access, but impact depends on strong systems that ensure @ Learn more:



RIAS

S umma ry oI

Available LAI’s

Prevention impact in potential decrease in HIV cases if leveled up
Capsid Inhibitor-new MOA for HIV Treatment & Prevention (PrEP)
Purpose 1 & 2- Landmark Studies —Guideline changes for Prevention.

LEN Roll-Out Recommendations

Prior to Rollout-Health care staff must be educated on PrEP (Science & Implementation)
Increased Access and outreach to key population — data mining — trials
Patient Education - linkage to care/injection adherence/available resources

Evolution of Science for Prevention Beyond 2026+

Lenacapavir once-yearly IM (Purpose 365)
PrEP Switch

Self-Testing for HIV (STHIV) — Global Pitfalls Advantages - Link to PrEP

B/ +/ 1}
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RIAS PURPOSE 1/2:Phase 3, double-blind, active-controlled randomized trials - prespecified analysis G&

Resistance Analyses of the PURPOSE Studies =EE
Through the End of Randomized Blinded Phase

e (5358w pr. | Twiceyeary SCLEN S - _ _
and gender-diverse . RAMs, including LEN RAMs, in participants who acquired HIV-1 through the end of the RBP in
N=8603 feople (n=3265) in P2* IREIVIE IS PURPOSE 1/2

Summary of LEN Resistance in PURPOSE 1 and PURPOSE 2

RAMs were detected in RAMs were detected in
Study Presented RAMs Participant = Randomized blinded phase 5 participants in PURPOSE 1: 4 participants in PURPOSE 2:
~ Missed study visitst
Previously ® Switched to open-label F/TDF LEN: 1 | F/TDF: 1| F/TAF: 3 LEN: 3| F/TDF: 1
= described 1 i > w13 ® Negative HIV test result | | |
Previous! TN Segonen 2 participants wh ived all LEN injecti ti ired
reviously LEN SC injection participants who received a injections on time, acqui
B described /4D B > V26 ; HIV and had LEN RAMs:
[ This B, » Participant C tested positive for HIV at Week 52 and had an N47D
= presentation N740 c peee ¢ o <NEH substitution
» Participant E tested positive for HIV at Week 52 and had a Q67H
This and K70R substitution
- poce o &8 w - ton
P1 presentation k) \\\\\\\\\\\\\' - Participant D acquired HIV at Week 95 after switching to F/TDF
P2 entation k7o € (NN 52
% presentation  K70R YV, + (Of the 5 HIV facquisitions on LEN in the PURPOSE studies, 3 had
the N74D resistance mutation
0 20 40 60 80 100 » All baseline acquisitions were wild type prior to receiving LEN
Study Week injections; N74D emerged in 4 of 8 cases

Acquisition of HIV while receiving LEN was rare, and resistance emergence was likely due to LEN monotherapy, consistent
with other PrEP agents. These findings may support LEN's potential as a durable and effective long-acting PrEP option

‘Included in the full analysis sel for primary efficacy analyses (addibonal participants are included in the safety analysis). *Missed LEN injections
indicates no resistance mutation was detected; CGW, cisgender women; IQ4, inhibitory quotient 4; P1, PURPOSE 1; P2, PURPOSE 2; RBP, randomized blinded phase; W, Week |(J
Cox S, et al. CROI 2026, Oral 130 32 ¢
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