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Abstract
Globally, there are estimated 2.1 million perinatally HIV-infected children, of which 20,000 children are in
Thailand. Antiretroviral therapy restores immunity, which lead to significant reduction in morbidity and mortality.

However, the treatment is a life long treatment that has consequence on long term toxicity. Therefore, the data on
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longterm outcome of HIV-infected children received antiretroviral therapy is urgently needed to guide the clinical
practice.

The objective of the study is to assess the long term outcome at year 4-5 of HIV-infected children who
participate in the PREDICT study. The PREDICT study is the randomized clinical trial to compare the 144 week
AIDS-free survival among HIV-infected children in Thailand and Cambodia between immediate treatment when
CD4 between 15-24% and deferred treatment when CD4 < 15%. The result of the PREDICT study showed no
statistically significant difference in AIDS-free survival between immediate arm (97.9%) and deferred arm
(98.7%), p=0.6. There are also no different in neurocognitive fuction at week 144 between children in immediate
arm and deferred arm. However height gain from baseline is significantly higher among children in the immediate
arm ( p=0.04)

In the long term cohort (year 4-5) included data of 170 HIV-infected Thai children with median age of 10
years, 83 children in the immediate arm and 87 children ( 45 children received antiretroviral therapy and 42
children not start antiretroviral therapy due to high CD4%). The immunologic CD4 restoration, is similar between
group, however the children in the deferred arm take longer time to reach target CD4. For antiretroviral response,
there are 8 children in immediate arm (9.6%) who developed HIV drug resistance comparing to 5 children in the
deferred arm (5.7%), p = 0.40. In the immediate arm the rate of change to second-line regimen is 2.65 per 100
person year (95% CI 1.32-5.29) comparing to the rate of 1.53(95% CI 0.63-3.66) in the deferred arm (log rank test
p=0.37). For dyslipedemia, there are a trend of higher total cholesterol and higher HDL-cholesterol after treatment
with antiretroviral drug, of which the effect to cardiovascular risk is unknown.

Overall, the long term safety and efficacy of antiretroviral drug is good. There is no significant different in
morbidity, mortality and immune recovery among children in the immediate and deferred group, however, there is a
trend of higher rate of drug resistance development and also more height gain in immediate group.
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