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Question to the Committee

Special characteristics of pediatric oncology necessitated a more general drug development plan to qualify for the FDAMA pediatric exclusivity incentive.  These characteristics are rarity of the diseases, life threatening natural history of the diseases, biological differences between adult and pediatric tumors, the existence of established cooperative groups, and research protocols as the standard of care.  Are there other areas of pediatrics that have similar characteristics that may benefit from a similar approach?

