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Abstract. This observational cohort study was conducted among HIV-infected,
antiretroviral therapy (ART) naive children in Phnom Penh, Cambodia, to evalu-
ate the feasibility and efficacy of highly active antiretroviral therapy (HAART)
delivered using a modified directly observed therapy (MDOT) protocol. From
August 2004 to March 2006, 26 children were enrolled and started on a first-line
HAART regimen, which was continued for 18 months. The study included a di-
rectly observed therapy phase (months 1-3) and a medication self-administration
phase (months 4-18). CD4 percentage (CD4%) and HIV-1 RNA plasma viral load
(PVL) were measured at baseline and at months 6, 12, and 18. At baseline, the
median age was 5.5 years (range: 13 months-12 years), the median CD4% was 4,
and the median PVL was 7.5x105 copies/ml. At 18 months, 23 (88%) children were
alive and participating in the study. Of these children, 20 (87%) had a PVL <400
copies/ml and 12 (52%) had PVL <50 copies/ml. The median CD4% increased to
23, while the median change in height-for-weight z-score was 0.64. Genotypic re-
sistance typing in 2 children with PVL >400 copies/ml at 18 months demonstrated
mutations associated with resistance to lamivudine (M184V) and non-nucleoside
reverse transcriptase inhibitors (Y181C and G190A). The virologic and immuno-
logic outcomes achieved in this study compare favorably with those reported by
other pediatric HIV treatment programs worldwide. The study results suggest
that MDOT may be effective for HAART administration in limited-resource set-
tings like Cambodia.
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