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Abstract
Eligibility criteria were (1) having previously failed first-line nonnucleoside reverse transcriptase inhibitor–based regimens and (2)
having achieved virologic suppression >6 months while receiving a protease inhibitor (PI)-based regimen as second-line treatment.
Eligible participants were randomized to receive either (1) ritonavir-boosted lopinavir (LPV/r) monotherapy (n¼ 29) or (2) LPV/r
with optimized background regimens (OBRs; n¼ 31). Median duration of viral suppression before randomization was 45 months.
At week 48, viral suppression during LPV/r monotherapy was 86.2% and did not differ from the suppression achieved with LPV/r
with OBRs (87.1%, P ¼ 1.000). However, persistent viremia during LPV/r monotherapy tended to be higher than during LPV/r
with OBRs (10.3% versus 3.2%, P ¼ .346). History of viral blip during virologic suppression with second-line PI-based regimen
is a predictor of achieving viral suppression at all visits (adjusted relative risk 0.255 [95% confidence interval 0.080-0.821], P ¼
.022). Use of LPV/r monotherapy as maintenance regimen in this study produced persistent viremia that tended to be higher than
LPV/r monotherapy with OBRs.
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Introduction

Nonnucleoside analog reverse transcriptase inhibitor (NNRTI)-

based regimens, a current recommended first-line regimen,1-3

produce treatment failure rates of approximately 20% to

40%.4-6 Guidelines recommend that HIV-infected patients who

fail a first-line NNRTI-based regimen use a new antiretroviral

(ARV) regimen that includes a ritonavir-boosted protease inhibi-

tor (PI/r) and active nucleoside analog reverse transcriptase

inhibitors (NRTIs).3,7 However, as choices of active NRTIs may

be limited by resistance or toxicity, a new ARV drug from other

classes (such as etravirine [ETR], integrase strand transfer

inhibitor [INSTI], or CCR5 antagonist) is an alternative option.

There are several problems associated with the use of PI/r

with optimized background regimens (OBRs) in this setting:

(1) the new ARV drugs (such as ETR, INSTI, and CCR5

antagonists) are generally not affordable in a resource-limited

setting and (2) toxicities from NRTIs (eg, mitochondrial toxi-

city, bone marrow suppression, and pancreatitis) appear in

approximately 8% of patients.8

Previous studies evaluated the role of ritonavir-boosted lopi-

navir (LPV/r) monotherapy in HIV-infected patients who failed

first-line NNRTI-based regimens and subsequently received

LPV/r monotherapy as either (1) a second-line regimen

after failing NNRTI-based regimens9,10 or (2) an induction-

maintenance strategy (such as, giving a standard LPV/r regi-

men11 or LPV/r with raltegravir [RAL]12 for a period of time and

switching to LPV/r monotherapy later). The proportion of unde-

tectable plasma HIV-1 RNA levels in these studies was signifi-

cantly lower in patients receiving LPV/r monotherapy than in

patients receiving LPV/r with 2 NRTIs.9,11,12
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