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The opinions and views expressed in this presentation are those of the
presenter and do not represent the official position of Daiichi Sankyo.
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Nonfuture dependence model using pattern mixture approach under missing not at random mechanism
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Subject Disposition

JothEE =08\ &F 7\
N=150 N=150 N=300
5 T ERE 2R 136 (90.7) 133 (88.7) 269 (89.7)
R E A 14 (9.3) 17 (11.3) 31 (10.3)
1 FIEROAER
BEESR 4 (2.7) 6 (4.0) 10 (3.3)
SET- 0 1(0.7) 1 (0.3)
SHER+45> 1 (0.7) 0 1 (0.3)
1B ANEE 0 0 0
SAEREHEEHEE NS DRAY 1 (0.7) 0 1 (0.3)
bR 0 0 0
AERIKGEE (CL B BRI 0 0 0
Bl=t5(E 8 (5.3) 10 (6.7) 18 (6.0)
oEEE 4 (2.7) 8 (5.3) 12 (4.0)
SHER+4> 1 (0.7) 0 1 (0.3)
Zofth 3 (2.0) 2 (1.3) 5 (1.7)
ZOAt 0 0 0

KRPDIBEFHEREZN (%), CTD %&2.7.3.3.1-1
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Modified ITTEEATXISREM]

151480 I T REDE: -0.71, 95%EHHEXRE (-1.08, -0.34), P=0.0001

EIRA QT
&—e—& Placeno
=~ & £ Mrogabalin
g il Least Square Mean = SE
@
43
T i St S
T e e T S gt S U S SR S S
§§ 5 ‘I\‘"“I——-..
F--§--q--F-F--F--Fowp__p--§--q

Baseline ‘Weekt Week2 Weesk 3 Weekd Week3  Weeké Week7  Weekd  Weesk® Week 10 Weeki1l Week 12 Week13d Week 14

CTD X¥2.7.3.3.2-1

ADPSORANE(E, missing not at randomXhZXLDARED T, KBING—>TECERZS TN SGA-4%{F5T Bpattern
mixture modelzZBRAUEZERNECEDIESETUR. STMGA-45E, EHIHER (BEEXR, SIEART3, €0f) T
(1.0, 1.0, 0.5) £3BELRE.
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Modified ITTEZAT I SREM Daiichi-Sarkyo

¥ 514BIRCHEITBADPSE(LE (R/IN_FF1IH)

JothEE S04\ EE % 95%{=FAX ]
ES 2 -0.52 -1.23 -0.71 (-1.08, -0.34)
BED
AL AR ERRATOO0CEETE -0.53 -1.24 -0.71 (-1.07, -0.34)
BACARERRATOMSICE/E -0.50 -1.21 -0.71 (-1.08, -0.34)
BACARERRATOSECRE -0.48 -1.19 -0.71 (-1.08, -0.34)
e N
TIERSERNE NFENFIBERNFIELRV DRI R TEEE AN, BOCFEBRL
MMRM CEBIREREBLUUERENESNZ (BOCFTIEHAERZEN
LOCF##5¢ INEHOTZ)
BOCF##i5e
155 14BBRCHTEVAR ZAEIE (%)
JotAREE  SOHNUEE AwZ L, 95%{=FEX
30% I @A 18.8 30.7 1.91 (1.11, 3.27)
50% L i 6.0 14.0 2.52(1.11, 5.71)

CID%2.7.3.7.1-1, £2.7.3.7.1-2, %2.7.3.7.1-3, %2.7.3.7.1-4, %&2.7.3.3.2-1
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v' Implementation of ICH E9(R1) Estimand Framework in PFS and OS
» 20F=-I7> 10— MEBX
v' ICH-M11 (Step2) Z=&Z%(C estimand DzE&=zEA (A>I0>-)
» HEttesr— ’RUO M—Z2)
v EYRRETEREG: PRSBEROEHEEZOEERY, 5, BEDRE (A>30>-)
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» SEOEDEH
v BHARRAREER(CHITDestimand
v" PRO estimand

PRO: Patient Reported Outcome
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Thank you for your attention
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