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Process

- February, 1998 (Washington)
Steering Committee

- August, 1998 (Tokyo)
First Meeting ; Concept Paper

- January, 1999 (London)
Pre-Meeting ; Draft 1 > 1a

- March, 1999 (Brussels)
EWG ; Draft 1a > 2

- October, 1999 (Washington, DC)
EWG — Step 2 sign-up
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Expert Working Group (EWG)
PhRMA: Stephen Spielberg (Rapporteur)

MHW: Yoshinobu Hirayama, Kazuhiko Mori, Masanobu
Yamada, Gozoh Tsujimoto

JPMA: Masaaki Kuwahara, Toshinobu Iwasaki

FDA: Dianne Murphy, Rosemary Roberts, Karen Weiss
EU: Julia Dunne (MCA)

EFPIA: Olivier Amedee-Manesme, C. Cordaro

Observers: Siddika Mithani (CND), Hans Stotter (EFTA),
Andereas Franken (WSMI)
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2.4 Types of studies

Same indication, similar disease process
PK, safety studies
extrapolation from adult efficacy data

Disease course, outcome is less certain
PK/PD relationships
obviate the need for Phase 3

Different disease course and out come
clinical efficacy trials would be
required
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2.5 NREBEZEDEHRS

BEER (pre-term newborn infants)
- IEEAFR4 R (term newborn infants)
(0Mr5278H)
FLIR (infants and toddlers)
(28EI7.')\'5237H)
- %12 - 28 (children) (2EH5118)
- BE (adolescents)
(12 516X 318k {thiskIc L 5})
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2.6.3 Consent

parents/guardians
- fully informed consent

patients

- fully informed, they are able to
understand

- asked for formal written assent

% handicapped or institutionalized
pediatric populations should be limited

Rk
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