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Presentation Outline
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PrEP Gap – PrEP Advantages -  Existing LAI for Prevention 

PURPOSE 1 & 2 Studies

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

Steps for LENACAPAVIR PrEP Roll out 

Dosing, Testing, Self-testing roll-out, Yearly LEN, & Summary 

Key Recommendations  

LEN MOA, Selecting Appropriate Patients for LEN, Dosing  





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



LAI Advantages 



LENACAPAVIR (LEN) MOA



Importance of Selecting Appropriate 
Individuals for LEN for PrEP



Dosing & Administration of 
Twice-Yearly LEN

Yeztugo prescribing information Gilead Science Inc 2025 



Yeztugo prescribing information Gilead Science Inc 2025 

Dosing Schedule for Missed Twice-yearly 
LEN Dose 





Twice-Yearly LEN Efficacy Primary 
Analysis Data 



Adherence Data - PURPOSE 1&2



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

Trials 



Injection Site Reactions with LEN for 
PrEP in PURPOSE 1 and PURPOSE 2: 

Nodules 



Key Recommendations for Successful 
LEN roll out



Evolution of Science for Prevention 
Beyond 2026+



PURPOSE 365: PopPK modeling 

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



Starting LEN for PrEP in Individuals Who 
Completed nPEP     



Switching to LEN for PrEP from Another 
PrEP Option 





Summary
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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.

 
• 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 

LEN Roll-Out Recommendations



THANK YOU 



PURPOSE 1/2:Phase 3, double-blind, active-controlled randomized trials - prespecified analysis 

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