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 EU Jan Willem van der Laan, David Jones, Jacqueline

Carleer (part-time, by telephone)
 EFPIA Bjorn Dahl (AstraZeneca), Georg Schmitt (Roche),
Luc De Schaepdrivjer (Janssen)
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« JPMA MATE (RH), fiKEE (RAFEETY), £5E (T—Y1)
 FDA Karen Davis-Bruno, Paul Brown
* PhARMA  Douglas Keller (Sanofi), Britta Mattson (Merck),
Susan Laffan (GlaxoSmithKline)
» Others Claudine Faller (Swissmedic), Wendy Halpern (BIO)
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Scope of the Guideline (Draft)

This guideline is intended to recommend a basic framework for the nonclinical

safety evaluation of pediatric pharmaceuticals including the need for, and
design of nonclinical safety studies to support pediatric clinical trials. This
document applies to the situations usually encountered during the
development of pediatric pharmaceuticals and should be viewed as general
guidance for nonclinical pediatric pharmaceutical development. This can

include products with prior adult use, as well as products being considered for

Initial human use in pediatrics.
For development of anticancer pharmaceuticals in patients with advanced

cancer whose disease is refractory or resistant to available therapy the ICHS9

guideline should be consulted for decisions on whether to conduct juvenile
animal studies. The present guideline should be consulted for study design i
cases where a study is warranted.

Tissue engineered products, gene and cellular therapies, and vaccines are
excluded from the scope of this guideline.
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