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Concept paperlZDULVT

Issues to be Resolved

1. Address and align terminology related to pediatric
extrapolation

2. Provide information on various approaches that can be
utilized to support the use of pediatric extrapolation

3. Discuss a systematic approach to use of pediatric
extrapolation

4. Discuss study designs, statistical analysis, M&S
analyses and respective methods

< Concept paper>
http://www.ich.org/fileadmin/Public Web Site/ICH Products/Guidelines/Efficacy/E11A/E11A ConceptPaper Final 2017 1017.pdf
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http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E11A/E11A_ConceptPaper_Final_2017_1017.pdf
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