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The study protocol was reviewed and approved by independent ethics committees
and appropriate health authorities, and was conducted in accordance with Good
Clinical Practice guidelines and the Declaration of Helsinki. All parents or legally

increased aspartate aminotransferase (AST), pustular rash and prolonged
electrocardiogram QT (value uncorrected); each occurred in one patient.

Two (7.4%) patients experienced a grade 2 AE considered at least possibly related
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Figure 4. Proportion of patients achieving virologic response at Week 24.

The mean increase in CD4 cell count from baseline to Week 24 was
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Figure 2. Most commonly reported AEs (occurring in =2 patients,
regardless of severity or causality, excluding laboratory abnormalities
reported as AEs).
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to treatment (increased AST and increased blood cholesterol, each in one patient) 109 cells/mm®.

— no grade 3 or 4 AEs or SAEs were considered to be treatment related.

appointed representatives gave written informed consent and children were

informed about the trial. Over 24 weeks, mean CD4 cell count percentage increased by 3.8% (Figure 5).
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