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This draft guidance is intended to assist those sponsors of new drug applications (NDAs), 17
biologics license applications (BLAs) for therapeutic biologics, and supplements to such 18
applications who are planning to conduct clinical studies in pediatric populations.19 Effectiveness,
safety, or dose-finding studies in pediatric patients i nvolve gathering clinical 20 pharmacology
information, such as information regarding a product?s p harmacokinetics and 21
pharmacodynamics pertaining to dose selection and individualization. Th is guidance addresses 22
general clinical pharmacology considerations for conducting studies so that the dosing and safety 23
information for drugs and biologic products in pediatric populations can be sufficiently 24
characterized, leading to well-designed trials to evaluate effectiveness.
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Periactin 10mg @ 2019 See Guidance for Industry: Providing Clinical Evidence of Effectiveness for
Human Drug and Biological Products, May 1998, available at
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm07
8749.pdf.
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