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compared to adults, have a similar {1} disease

i Is it reasonable to assume that children, when
i progression and (2) response to intervention?

__ Notoelther ___|  Yesto both

-

i Is It reasonable fo assume a similar }

ER in children when compared
to aduits?

rﬂa Yesl

Is there a PD | { Conduct {1) PK studies in children

measurement that can be used to | | aimed at achieving drug levels similar

predict efficacy in children? to those for adults then (2) safety

trials at the proper dose.
Conduct PK Y [ Conduct (1) PK/PD studies to establish an ER in

studies to establish dosing, and then § | children for the PD measurement, {2) PK studies to

safety and efficacy trials in children. | | achieve target concentrations based on ER, then {3) |
y safety tials at the proper dose.
Option A Option B
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R AR R A SE

(F#®EEm. TREBE
HDNITRILEDERTI
PESERE] ITDWTI,
=Y A OD § 120
pg. [E18E 240 pg DAHER%E
BT 2.)

LREBEHDWEIRHEDKT
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H 1 HREMCFAES L&
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2L | ums 0.08mg/ke % | H | WA TIEMT 5. - | R —
15 M 11.25m GRET W ¥ | IBhHERE BE5EREEFNTN 002mgke, | 68E | Izl iy 6-23 1% 3 PK/PD 7 i B
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ETIcEfETS, LML, BHICH
&S T 57-01213 3 BEO
EIEEE TS 2 ENEE LN,
< > BE, RACRT <A ik ENC)
FodIA 2 REEO | HELUT1LH3Img (i) ke % 3 (1~7 #
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