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Background: No prospective, randomized, clinical trial to date has compared standard
doses of efavirenz- and nevirapine-based antiretroviral therapy (ART) among
HIV/tuberculosis (TB) patients receiving rifampicin.

Methods: HIV/TB patients receiving rifampicin were randomized to receive either
efavirenz 600 mg/day-based or nevirapine 400 mg/day-based ART. Efavirenz and
nevirapine concentrations at 12 hours after dosing (C,) were monitored at week 6 and
12. CD4 and HIV-1 RNA were assessed every 12 weeks.

Results: 142 patients were equally randomized. Mean body weight was 53 kilograms,
mean CD4 was 65 ceIIs/mm3, and median HIV-1 RNA was 5.8 log copies/mL. At 6 and
12 weeks, meanzSD of C,, efavirenz was 4.27+4.49 mg/L and 3.54+£3.78 mg/L; and C,,
nevirapine was 5.591+3.48 mg/L and 5.6+2.65 mg/L, respectively. The efavirenz group’s
inter-patient variability was 2.3 fold greater than the nevirapine group’s (CV 107% vs.
47%). At 12 weeks, 3.1% in efavirenz group and 21.3% in nevirapine group had C;,
below the recommended minimal concentrations (C,,;,) (P=0.002, OR=8.396,
95%CI=1.808-38.993). By intention-to-treat analysis, 73.2% and 71.8% achieved HIV-1
RNA <50 copies/mL at week 48 with mean CD4 of 274 and 252 cells/mm3 in the
corresponding groups (P>0.05). By multivariate analysis, patients with low C,, and
those with body weight <55 kilograms were 3.6 and 2.4 times more likely to develop all-
cause treatment failure, respectively (P<0.05).

Conclusions: A 600-mg/day efavirenz-based ART is less compromised by concomitant
use of rifampicin in HIV/TB patients than a 400-mg/day nevirapine-based ART. Low

drug exposure and low body weight are important predictive factors for treatment failure.
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