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Can you list all inclusion  
criteria for this study? 
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Inclusion Criteria  
1. Able and willing to perform the study 

procedures  
2. Able and willing to provide informed 

consent in one of the MTN-003D study 
languages  

3. Participated in VOICE and received at 
least three consecutive months of study 
product at any time during VOICE trial 
participation  
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Can you list all exclusion 
criteria for this study? 
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Exclusion Criteria 

1. Has any condition that, in the opinion of 
the Investigator of Record (IoR)/designee, 
would preclude informed consent, make 
study participation unsafe, complicate 
interpretation of study outcome data, or 
otherwise interfere with achieving the 
study objectives.  
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Eligibility Assessment Steps 
 Review Permission to be Contacted (PTC) 
 Contact only pre-selected participants who 

have given PTC  
 Obtain informed consent 
 All pre-selected participants have met the 

criteria of receiving study product at least 
three consecutive months of study product at 
any time during VOICE trial participation  
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What are your questions 
about eligibility 
determination? 
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