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Final Concept Paper&kl
Commonality of Content
Age Classification and Pediatric Subsets Including
Neonates
Ethical Considerations in Pediatric Studies
Types of Studies and Methodology of Clinical Trials
Formulation Challenges in Pediatric Drug Development
Extrapolation for Data
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ICH: Oct 13, 2016 - Apr 13, 2016
EC: Oct 13, 2016 - Apr 13, 2016
Health Canada: Nov 4, 2016 - 4 Feb, 2017
FDA: Nov 21, 2016 — Feb 21, 2017
Japan: Nov 10, 2016 - Dec 9, 2016
Swiss medic: referring input to the EC consultation
ANVISA asked the stakeholders for comments in 2017
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1.1 Scope and Objectives of the Addendum
2. Ethical Considerations
3. Commonality of Scientific Approach For Pediatric Drug Development Programs *
4. Age Classification and Pediatric Subgroups, Including Neonates
5. Approaches to Optimize Pediatric Drug Development *
5.1 The Use of Existing Knowledge in Pediatric Drug Development
5.1.1 The Use of Extrapolation in Pediatric Drug Development
5.1.2 The Use of Modeling & Simulation (M&S) in Pediatric Drug Development
6. Practicalities in the Design and Execution of Pediatric Clinical Trials *
6.1 Feasibility
6.2 Outcome Assessments
6.3 Long-term Clinical Aspects, Including Safety
7. Pediatric Formulations
7.1 Dosage and Administration
7.2 Excipients
7.3 Palatability and Acceptability

7.4 Neonates
8. Glossary * *:Newin E11(R1)
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