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HPTN 084: Protocol History

Version 1.0 

2 March 2017

Double Blinded

Randomized to Product

Version 2.0 

6 November 2019

LARC required

Version 3.0 

12 August 2021

OLE 1

Product Choice

Version 4.0 

2 November 2022

OLE 2

Extended CAB LA access
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Edits of Significance
• Added two injections to Step 

• Updated CAB LA risk language

HPTN 084: Protocol Version 5

Other Noteworthy Edits

• Clarified pregnancy activities 
during all steps

• Simplified consent form

• Included lab section and HIV 
testing algorithm
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Protocol v5: Two More Injections

Table Footnote:

#
 At Week 96, site staff must determine 

whether the PPT can access CAB LA locally, 

outside of the trial.  If the PPT has access to 

CAB LA, Week 96 will be the final visit.  If 

local access to CAB LA is delayed for any 

reason, offer the PPT up to two additional 

injections on the study (Weeks 104 and 112). 



- Allergic Reaction

- Suicide

Protocol v5: CAB LA Risk 
Language Update
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Protocol v5: Pregnant PPT Data Collection

The protocol now includes text 
explaining the data to be collected for all 
PPTs:

- Ultrasound at 12 weeks
- At birth
- At 48 weeks post delivery
- All SAEs
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Protocol v5: Remaining Updates

• Simplified consent form

• Included lab section and HIV testing 
algorithm
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Protocol v5: NIH Review Timeline

10 working day reviewRegulatory Review1

10 working day reviewMedical Officer Review2

5 working daysRegulatory Chief Sign-off3
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