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Conclusions
• In the pooled DUET-1 and -2 analysis, three out of five patients receiving

TMC125 achieved <50 copies/mL undetectable viral load
– 59% with TMC125 plus BR vs 41% with placebo plus BR achieved

<50 copies/mL (p<0.0001).

• Most AEs were mild-to-moderate and infrequently led to discontinuation
– some patients experienced mild-to-moderate rash
– TMC125 was not associated with neuropsychiatric, hepatic or lipid

toxicity.

• There was a consistent trend for fewer clinical endpoints (any new
AIDS-defining illnesses and/or deaths) in the TMC125 group
– this trend reached statistical significance in patients not using/re-using

ENF.

• Additionally, there were statistically significantly fewer hospitalisations in
patients receiving TMC125.

• In addition to beneficial effects on surrogate markers (viral load and CD4
cell count), TMC125 was associated with a lower rate of clinical endpoints
in the DUET trials.
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Abstract
Objectives: To evaluate, at 24 weeks, differences in clinical outcome
(i.e. AIDS-defining illnesses and deaths) between TMC125 (etravirine; ETR) plus
background regimen (BR; darunavir/ritonavir, NRTI[s] and optional enfuvirtide
[ENF]) and placebo plus BR in a pooled analysis of DUET-1 and DUET-2. These
are two identical, ongoing, randomised, double-blind, placebo-controlled,
Phase III trials, aiming to show superiority of TMC125 over placebo in
HIV-1-infected, treatment-experienced patients. Efficacy and safety results from
DUET have been reported recently.

Methods: In the DUET trials, AIDS-defining illnesses were identified using the
adverse event (AE) preferred terms that appear as Category C illnesses in the
1993 revised classification system for HIV infection issued by the USA Centers
for Disease Control (CDC). Deaths from any cause were counted. Data
presented are part of the primary analysis. All patients were treated for at least
24 weeks or discontinued.

Results: 1,203 patients were analysed: 599 vs 604 in the TMC125 versus
placebo groups. Baseline characteristics were comparable between arms.
Overall results were 6.8% vs 3.7% for placebo plus BR vs TMC125 plus BR,
respectively.

Table: Clinical endpoints (AIDS-defining illness or death)

TMC125, n (%) Placebo, n (%)
(n=599) (n=604)

Overall population
Any AIDS-defining illness or death 22 (3.7)* 41 (6.8)
CDC class A 2 (0.3) 4 (0.7)
CDC class B 0 5 (0.8)
CDC class C 20 (3.3) 32 (5.3)
Any AIDS-defining illness 18 (3.0) 35 (5.8)
Death 8 (1.3) 15 (2.5)

ENF de novo
Any AIDS-defining illness or death 5 (3.3)** 4 (2.5)
CDC class B 0 1 (0.6)
CDC class C 5 (3.3) 3 (1.9)
Any AIDS-defining illness 4 (2.6) 3 (1.9)
Death 2 (1.3) 2 (1.3)

ENF not using/re-using de novo
Any AIDS-defining illness or death 17 (3.8)*** 37 (8.3)
CDC class A 2 (0.4) 4 (0.9)
CDC class B 0 4 (0.9)
CDC class C 15 (3.4) 29 (6.5)
Any AIDS-defining illness 14 (3.1) 32 (7.2)
Death 6 (1.3) 13 (2.9)

There was a statistically significant reduction in these events for patients receiving TMC125 over placebo
in the subgroup that did not use ENF de novo in the BR (p=0.0051)
*p=0.4419; **p=0.6892; ***p=0.0051

Conclusions: At Week 24, TMC125 plus BR provided a reduction in
AIDS-defining illnesses and/or deaths versus placebo plus BR (statistically
significant for patients not using ENF de novo). DUET trials are planned to
continue until 96 weeks.
Please note that these data have been updated following submission of this abstract.
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