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Multiple approaches are being pursued in the clinic

Courtesy of Steven Deeks



ART-Free HIV-1 Remission in Very Early Treated Children: 
Results From IMPAACT P1115

















Conclusions



Immunomodulatory agents

HIV Latency Reversal Agents Interleukins



VACCINATION

We argue that RENEW trials in people
living with HIV would most usefully
advance vaccine development if
conducted in parallel with, rather than
after, ongoing trials of candidate
immunogens in unprimed non-human
primates and classic phase 1 and 2 and
emerging experimental medicine
vaccine trials in HIV-naive
populations.37 A vaccine failing to
trigger responses in well primed people
living with HIV would bring into
question the utility of testing such an
immunogen in large phase 3 trials with
HIV-naive participants

Trkola A, Moore PL, Lancet ID 2024 



Therapeutic vaccines: HIV-CORE 007 _ Study Scheme

Phase I  : Randomized, placebo-controlled, single-blind vaccination study with 
ChAdOx1.HIVconsv1 - MVA.HIVconsv3 and 4.
Phase II : Open-label study with an ARV treatment interruption (ATI).

C1-M3M4 ATI

Placebo_Placebo ATI

Phase I – PoC Vaccination
Safety and Immunogenicity
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Phase II – PoC ATI
Effect of vaccination on viral rebound

ATI duration based on plasma HIV load and CD4 T-
cell count to comply with ART resumption criteria.

IM administration at day 0 and week 4

Screening and 
enrollment of study population

HIV-1-infected early 
ARV-treated individuals 
with: 1) stably 
suppressed plasma HIV 
RNA load <50 copies/mL 
for at least 2 years, and
2) CD4+ T cell count 
≥350/mm3 at screening. 
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Phase Ib Study With Budigalimab in PLWH



Study design and baseline characteristics









A First-in-Human Study of the Trispecific HIV-1 Broadly Neutralizing Antibody





Baseline characteristics



Treatment-induced ADA



Conclusions



Key questions to mitigate potential harms related to HIV cure-related 
research with analytical treatment interruptions 

Dubé K et al. Lancet HIV. 2024 March ; 11(3): e137–e139 



Thank you 

Tutte le persone 
che partecipano 

ai trials clinici


