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Nonclinical Safety Testing in
Support of Development of
Pediatric Medicines
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Guidance for Industry; Nonclinical Safety Evaluation of
Pediatric Drug Products (FDA, CDER)

Guideline on the need for non-clinical testing in juvenile
animals of pharmaceuticals for paediatric indication
(EMA/CHMP/SWP/169215/2005)
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1.1 Objectives of the Guideline

3.1 General Considerations/ Study Objectives

1.2 Background Core Elements of a Juvenile Animal Study
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CONSIDERATIONS FOR DETERMINING THE NEED FOR
NONCLINICAL JUVENILE ANIMAL STUDIES

2.1 Existing Clinical Data and Intended Clinical Use 3.2.7 Route of Administration
2.2 Pharmacologic Properties and Pharmacodynamics 3.2.8 Dose Selection
2.3 Comparative organ system ontogeny 3.2.9 Assessment Endpoints
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2.5 Existing Nonclinical Safety Data 4. CONSIDERATIONS FOR PEDIATRIC-FIRST DEVELOPMENT
2.5.1 Repeated-Dose Toxicity Studies 5 OTHER CONSIDERATIONS
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