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AGENDA

The subcommittee will discuss considerations related to dosage optimization of new drug and biological products
for pediatric patients with cancer. Dosage optimization is an integral aspect of oncology drug development and is

important to maximizing the safety, efficacy, and tolerability of new drugs for pediatric cancers. Unique
considerations associated with dosage selection and optimization in pediatric oncology include variability in
pharmacokinetic and pharmacodynamic parameters by age and size, the need for age-appropriate formulations,

potential for toxicities associated with long-term use, and the rarity of pediatric cancers. Representatives from the

European Medicines Agency, the pediatric oncology investigator community, and the pharmaceutical industry
have also been invited to present.
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