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 Study Summary

 Recruitment 

 Product Use Challenges

 Behavioral and Adherence Issues

 Lessons Learned



Date of activation: 9/27/13

First enrollment: 10/24/13 

Last enrollment: 11/10/14

45 Ppts Screened

33 Ppts

Enrolled (19 

TS)

4 

Withdrawals

0 Lost to 

follow-up

12 ineligible (5 Rectal GC/CT; 4 Rectal 
abnormality; 3 Other)

 4 (screen): 3 (enrolled) ratio
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 Community Outreach



 Past Participants

 Word Of Mouth

 Craigslist/ Social Media



 Tenofovir Gel and Applicator

◦ Few issues reported

◦ Reports of gel leakage and applicator 
discomfort usually resolved with counseling, 
i.e. take your time and ensure you are 
inserting deeply enough

◦ “Easy” discharge of gel was resolved by 
counseling to leave cap on until just before 
insertion

=+ ?



 Truvada tablet
◦ Widely accepted 

◦ Few reports of nausea and bloated feeling



 Better adherence with daily regimens

 In general, very good adherence and positive 
PKs, making motivational interviewing a 
challenge

 Daily texts very often cited as the main 
reminder to use product, but some 
participants had frequent issues with the 
system (certain networks)



 Product Use vs Procedure Counseling 
◦ Rectal biopsies while on gel

 Follow-Up Contact 
◦ Telephone vs email or text

 Doin’ It for the Cause
◦ Participants who had PrEP knowledge and interest in 

Truvada had a more difficult time accepting the gel 



 Awesome Participants!

 MTN Protocol and Behavioral Team, 
FHI360, SCHARP

 Lab and Pharmacy Staff

 Site Staff – Coordinators and Data




