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Study population

Characteristics 3BNC+ROMI ROMI alone
{n=11) (n=9)

Age, median y (range) 40 (33-51) 49.5 (38-62)

Sex, male (%) 9 (82%) 8 (89%)

Race, white (%) 10 (91%) 6 (67%)

Years since HIV dx, median (range) 6(2-11) 14 (6-21)

Years on cART, median (range) 5(2-11) 9.5 (5-21)

HIV subtype, B 9 (82%) 5 (56%)

Baseline CD4+ cell count, median (IQR) 766 (550—-1310) 650 (510-958)

Baseline CA US HIV-1 RNA, median ¢/10% CD4s (range) 9.2 (0.9-111) 11.0 (4.9-84.4)

Baseline total HIV-1 DNA, median c/10f CD4s (range) 604 (57-3281) 686 (75—2071)

*Episodes of a single plasma HIV RNA (pVL] 250 copies/mL per year did not exclude participation i the subsequent HIV puL
was <50 copies/mL without any change in cART.

. HIV+ 4 HIV-1 RNA <50 ¢/mL
. Age>1By CD4+ T count >500 cells/pL
. On cART for =1 year . No hep B/C co-infection

Major inclusion criteria:

.
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Safety

In total, 109 reactogenicity adverse events and 131 non-reactogenicity adverse

events were reported.
* AEs: 184 (78.5%) grade 1, 52 (22.2%) grade 2, and 1 (0.3%) grade 3.

* 64 (27.4%) at least possibly related to romidepsin or to 3BNC117.

Most common AEs: nausea (38, 84% of participants), headache (28, 37%),
fatigue (17, 32%), malaise (11, 42%), chills (11, 26%) and vomiting (11, 37%).

ECGs were obtained before romidepsin infusion, at 1hr during infusion, and at

the end of infusion.

* Two participants experienced QTc prolongation (> 450 ms) after romidepsin,
that resolved by 1 week after infusion. No other clinically significant changes

were observed.
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Effect on HIV-1 transcription
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Effect on plasma HIV-1 RNA
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1 individuzl from the Romidepsin arm stopped taking cART during romidepsin treatment and was excluded from the analysis.

+  B/19individuals had plasma HIV RNA »20 c/mL during romidepsin trestment [range 20-144 copies/mL)
+  14/19 individuals had plasma HIV RNA »20 c/ml or <20 c/ml “detectable” during romidepsin treatment
+ 1/ in the romidepsin group and 4/11 in the 3BNC117+romidepsin remained <20 c/ml “nat detectable” during both trestment cycles
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Effect on the size of HIV-1 reservoir
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Time to viral rebound during ATI
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Conclusions

The two groups were comparable in their baseline characteristics
Modest latency reversal despite multiple romidepsin infusions

No evidence of a decline in the size of the reservoir in either group
No clear delay in time to viral rebound

No induction of HIV specific immunity following 3BNC117 infusions
(in patients on cART)

No detrimental effect of romidepsin on HIV specific immunity

Latency reversal with currently available LRAs and boosting of
autologues HIV-specific immunity may not be very effective in long-

term suppressed patients
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ROADMAP study

Could broadly neutralizing antibodies prior to latency reversal
help eliminate latently infected cells (shock-kill)?

The primary objective was to evaluate the effects of romidepsin plus
3BNC117 or romidepsin alone on delaying or preventing viral rebound in HIV-
1-infected individuals during an analytical interruption of ART.

Primary endpoints:

* Days to viral rebound during ATl defined as plasma HIV-1 RNA = 200
copies/mL on 2 consecutive measurements or days to reinitiation of AR}
in participants who restart ART before viral rebound [ >. I _,I

Clinicaltrials gov: NCT02092116
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3BNC117

3BNC117 is a broadly neutralizing antibody targeting
the CD4 binding-site on HIV env

3BNC117 suppresses viremia in untreated individuals
and delays time to viral rebound in those that
interrupt cART

Data indicates that 3BNC117 facilitates the elimination
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