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J Pediatr Gastroenterol Nutr. 2014 Jun;58(6):679-683, 684-688

OriGinaL ARTICLE: GASTROENTEROLOGY

Steps Toward Harmonization for Clinical Development of
Medicines in Pediatric Ulcerative Colitis—A Global
Scientific Discussion Part 1: Efficacy Endpoints and

Disease Outcome Assessments

‘Haihao Sun, 'Richard Vesely, "Jan Taminiau, ' Peter Szitanyi, *Elektra J. Papadopoulos, "Maria Isaac,
*Agnes Klein, *Shinobu Uzu, *Donna Griebel and *Andrew E. Mulberg,
on behalf of the International Inflammatory Bowel Disease (i-IBD) Working Gr'rmp]

ORIGINAL ARTICLE: (JASTROENTEROLOGY

Steps Toward Harmonization for Clinical Development of
Medicines in Pediatric Ulcerative Colitis—Global
Scientific Discussion, Part 2: Data Extrapolation,

Trial Design, and Pharmacokinetics

*Haihao Sun, 'Richard Vesely, *Robert M. Nelson, 'Jan Taminiau, 'Peter Szitanyi, 'Maria Isaac,

} . S 7. - ~ .
*Agnes Klein, *Shinobu Uzu, *Donna Griebel, and *Andrew E. Mulberg,
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on behalf of the International Inflammatory Bowel Disease (i-IBD) Working Group M
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® Extrapolation

® Clinical Trial Design including timing of Pediatric Studies
® PK and Dose Finding

® Outcome Measures

® Noninvasive Biomarkers
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