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Summary
ARTEMIS: Summary of Week 96 analysis

• This 96-week analysis of the ARTEMIS (TMC114-C211;
AntiRetroviral Therapy with TMC114 Examined In Naïve
Subjects) trial demonstrates that darunavir with low-dose
ritonavir (DRV/r) 800/100mg is an effective treatment option
for antiretroviral (ARV)-naïve patients.

• Once-daily DRV/r showed significantly greater virologic
response rates than lopinavir with low-dose ritonavir (LPV/r)
at 96 weeks
– 79% of DRV/r patients had HIV-1 RNA <50 copies/mL vs

71% of LPV/r patients (difference = 8.3%, 95%
confidence interval [CI]: 1.8–14.7; intent-to-treat/time-to-
loss of virologic response [ITT-TLOVR], p=0.012).

• Once-daily DRV/r 800/100mg was generally safe and well
tolerated, with few treatment discontinuations
– grade 2–4 diarrhea at least possibly related to treatment

occurred less frequently with DRV/r than LPV/r (4% vs
11%; p<0.001)

– DRV/r compared with LPV/r was associated with smaller
median percent increase in triglycerides (12 vs 50%;
p<0.001) and total cholesterol (15 vs 23%; p<0.001) and
levels remained below National Cholesterol Education
Program (NCEP) cut-offs

– based on NCEP criteria, fewer DRV/r than LPV/r patients
had abnormally high total cholesterol (37% vs 47%;
p=0.0058) and triglycerides (41% vs 56%; p<0.0001).

• DRV/r superiority was driven by better virologic response and
fewer discontinuations due to adverse events (AEs)
compared with LPV/r.

• Once-daily DRV/r offers a new, effective, well tolerated once-
daily first-line treatment option for treatment-naïve patients.
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