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 New opportunities for PEP
 New drugs and deliver/dosing modes = simpler implementation and program options

 Little human PEP efficacy/effectiveness data exists
 No regulatory indication for PEP
 Opportunities for better program and financial coverage

 Inform best implementation practice

 Opportunity for consensus development
 Role of pre-clinical and human PK/PD data

 Feasible/pragmatic clinical trial designs

PrEP                  PEP – in pocket   PEP - acute                Test/Treat  + pMTCT       

ARV implementation to end the epidemic 
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HIV Post-Exposure Prophylaxis Summit
May 11-12, 2026, Johannesburg, South Africa

Focus
 Evidence generation for LA- ARV-

based PEP
 Normative guidelines
 Regulatory approval
 Path should be product agnostic

• Guidelines and regulatory 
approval are not mutually 
exclusive

• Robust evidence needed for 
both purposes
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Context

 Highlighted the African Continent
 Collaboration w RHI

 Participants, especially regulatory 
authorities

 Specific /regional needs and 
implementation programs

 Included implementation models from Brazil 
and US

 Emphasized cross-regional learnings and 
collaboration 

 Populations
 Young women/adolescent girls

 Sexual assault survivors

 MSM

 Settings
 Sexual assault/emergency centers

 Community based dispensing

 Pharmacy based dispensing

 PEP-in pocket/vending machines
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Perspectives

 Communities and end-users
 Regulators
 Normative organizations (WHO)
 Clinical researchers
 Biostatisticians
 Implementers and dispensers
 Pharmaceutical industry
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PEP Summit Leadership & Working Group Members
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PEP Summit Leadership & Working Group Members
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Consensus
 Importance of evidence-based guidelines from normative bodies for 

new antiretrovirals with potential for PEP
 Importance of considering a regulatory indication for PEP to facilitate 

implementation, broad access, and coverage among those who 
need PEP

 Need for a simple/pragmatic protocol to generate evidence to 
support guidelines and a potential regulatory authority’s approval

 Agreement between key stakeholders to convene a joint meeting 
with EMA, AMA, SAHPRA
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