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HIV RNA <200 copies/mL at Week 48, TLOVR, S=F
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n the MONET trial, 256 patients with
HIV RNA <50 copies/ml on current
HAART (57% with PI, 43% with NNRT]I),
and no history of virological failure, were

MONET: Outcome of discontinuations in
DRV/r mono arm (9 patients)

MONET: Study Design and Objectives

* Primary objective: to show non-inferior efficacy for DRV/r

MONET trial: sensitivity analyses
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DRV/r + 2NRTI better

efficacy endpoint was HIV RNA <50
copies/mL at Week 48 for the Per
Protocol population, using the TLOVR
algorithm, with re-intensification of
treatment classified as failure. Several

* All patients were followed up to Week 48

MONET: Effects of Hepatitis C co-infection on response

MONET: Statistical issues MONET: Patient outcomes in mono and triple Rx
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. . *31/34 Hep C antibody positive patients were also IV drug users
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MONET: Baseline Characteristics (ITT) MONET: Drug resistance
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to +3.1%).

All the sensitivity analysis showed non-

MONET: Primary Efficacy Analysis

HIV RNA <50 copies/mL at Week 48, TLOVR, S =F

MONET: Outcome of “double blips” in HIV RNA
DRV/r mono arm (11 patients)

Conclusions

Per Protocol analysis (PP) Intent to Treat analysis (ITT)
1 1 1 Pri lysi Patient HIV RNA at ) o ]
|nfer|0r|ty for DRVI/r mOn()therapy vVersus e AR o number Highest HIV RNA Change in ARVs Week 48 = |n the MONET trial, darunavir/ritonavir monotherapy showed
triole th 100 -1.6%; lower limit 95%Cl: -10.1% ~ -1%; lower limit 95%Cl: -9.9% - consistently non-inferior efficacy versus triple antiretroviral drug
FI p e erapy 90 1 87.8% 86.2% — 84306 1 140 and 133 No change (sinusitis) <50 treatment at Week 48.
2 59 and 214 ZDV/3TC/INVP <50
80 ~
HIV RNA
<50by 707 2 132 and 139 LPVIr mono =0 = Most elevations in HIV RNA were low level (50-200 copies/mL), and
. ge)ek 48 60 - 4 539 and 862 TDF/FTC/EFV <50 patients were re-suppressed <50 copies/mL at last visit, either on the
Concl US|OnS - . el el ST . original randomised treatment or with intensified treatment.
40 - 6 40500 and 628 No change (stopped drug) <50
: : 30 - = The efficacy results were sustained in several sensitivity analyses:
7 51 and 80 No change (Hep C) <50 _ : _ _ - _ .
In the MON ET trlal Of daruna\”r/r % - o Py—— TR 0 looking only at virological endpoints, stratified by baseline Hepatitis
-1 ' I C co-infection, looking at HIV RNA elevations above 400 copies/mL.
monotherapy, non-inferior efficacy was o] ; o S — o
shown across a wide range of efficacy 0 w 10 779 and 267 ABCISTC/DRV <50
DRV/r I\Lzll\lzlgﬂ (PP)  DRV/r I<In=()1n203(PP) DRVIr + Islr;lleTé (ITT) DRVI/\::rrlnggo (ITT) i o areTs DRV/ (stopped drug) !

analyses.

12th European Aids Conference/ EACS, Cologne, Germany, November 2009
This presentation is available on-line at www.tibotec.com


mailto:diego.ripamonti@hotmail.com

