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My marching orders

� Outline the ethical, logistical, and scientific 
questions that the HIV prevention field will 
face as data become available in the near 
future

� Develop illustrative scenarios

�



The Stakeholders

• Researchers
• Normative Bodies
• Implementers

– Governmental

– Non-governmental

• Communities





Timeline for Ongoing and Planned PrEP Trials
(Current as of February 2009)



Investigators

• Results back from another trial-What does 
that mean for mine?
– Do we stop?
– If we continue

• with or without modifications?

• Some decision factors
– Strength of the result from the other trial

• Magnitude of effect seen and statistical significance

– Transmission route
– Availability of results from other trials



Who has input into decision?

• DSMB
• IRB/Ethics Committees
• Governments
• Investigators
• Participants
• Community



If we stop, what do we do next?

• Within the trial
– Communicate implications of results to 

participants and communities
– Provision of study drug

• How
• To whom (e.g. participants only, study 

communities?)

• Next generation or bridging studies



Normative Agencies

• Guidelines for use
– Strength of the data

• Implementation plans
• Communication



Implementers

• Use Guidelines 
• System of drug procurement and distribution
• VCT- initial and ongoing
• Communications strategies
• Clinical monitoring for adverse effects
• Behavioral monitoring
• For seroconvertors:

– Availability of viral resistance testing and access to 2nd line therapy 
if needed



One Size Does NOT Fit All

• Each country will need to address the 
appropriate use of PrEP given 
the characteristics of their epidemic and 
their prevention and treatment 
infrastructure



Scenarios

• PrEP trial of TDF in IDU
– Efficacy of 50%
– DOT within trial

• PrEP trial of Truvada in MSM
– Efficacy of 70%

• Topical Microbicide Trial of non-ARV
– 30% efficacy 


