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f('C.H.,;, . EWG members in Fukuoka

EU Daniel Brasseur, Dirk Mentzer, Cecile Ollivier,
Ine Skottheim Rusten

EFPIA Solange Rohou, Sabine Furst-Recktenwald

MHLW (PMDA) Masakazu Hirata**, Michiyo Sakiyama

JPMA Masahiro Ozaki, Nobuko Kawali, Katsuaki Sato

FDA Lynne Yao, Barbara Buch, Dianne Murphy

PhRMA Joanne Palmisano*, Sam Maldonado,

Christina Bucci-Rechtweg

Health Canada

Ariel E. Arias

Swissmedic Frank van den Ouweland
DRA of Brazil Miriam Motizuki Onishi
(Observer)

*. Rapporteur, **: Regulatory Chair, DRA: Drug Regulatory Agency
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Commonality of Scientific Approach
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YCIH...... Extrapolation of Data
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YCICH . Modelling & Simulation/MID3
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o
) [ L Request to the Steering Committee

=In Lisbon, ICH SC agreement to encourage
consideration of the need for pediatric
specific information In relevant new or
revised ICH guidance development

sln Fukuoka, E11 EWG took action

= F2F joint meeting

«E11 EWG will make a proposal to ensure a
mechanism for early consideration
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4Q 2016 ]

Dec 2015

Before Dec 2015

m Implementation

m Adoption of an ICH Harmonised
Tripartite Guideline
m Regulatory consulation and Discussion

\/ m Adoption of draft guideline by Regulator Parties

m Confirmation of ICH party consensus on Technical Document

m Consensus Building - Technical Document
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