ONCE DAILY DOSING OF LAMIVUDINE IN HIV-INFECTED CHILDREN
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Effects* in Noordwijkerhout, the Netherlands (April 2010) range. Simulated distribution represent 180 paediatric patients (N=500 replicate trials).
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Table 2: Demographic characteristics of the simulated paediatric population

Given that once daily lamivudine was approved for use in adults based
on good safety and efficacy and the positive tolerability and safety
Subjects 180 85 34 31 30 profile of once daily lamivudine was observed in small studies of
children (Bergshoeff, 2005; PENTA-15, In Press; Musiime, 2009), the

Overall <14 Kg 14-21 Kg 21-30 Kg > 30 Kg

Med. Age 35 0.91 4.5 8 10.5 . - . . i e ;
predicted increase in Cmax after once daily administration is unlikely to
Med. weight 149 973 172 249 35.9 result in a higher risk of adverse events.
Conclusions

The use of 3TC according to a once daily dosing regimen provides appropriate exposure to children aged from 3 months to 12 years. Our findings
suggest that the reduction in the dosing frequency to once daily does not lead to under dosing in this paediatric population. Furthermore, these
results illustrate how modelling and simulation can be used to integrated existing data and address relevant clinical questions in paediatric drug
development.
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