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(LB ERABORAYIS NI, VDB BRREEANRELT . 4 Y —REERSRUL FI—R+
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B EIMEER (CA209067:15%) (BHT—9)

FEER
ATI—R+v— B[ A7 T —A B
(314%1) (3166 (3156)
T PRIE. 5% 61 60 62
. % 18~88 25~90 18~89
<65 BlAT 185(58.9%) 198(62.7%) 182(57.8%)
=657 Bl 129(41.1%) 118(37.3%) 133(42.2%)
IR i 206(65.6%) 202(63.9%) 202(64.1%)
it 108(34.4%) 114(36.1%) 113(35.9%)
M. B3 BA 310(98.7%) 308(97.5%) 303(96.2%)
2N/ FIUNFHKEN 0 0 0
FITN 2(0.6%) 2(0.6%) 6(1.9%)
AN/ T SANFER 0 1(0.3%) 0
NDAFER/ATEESR 0 1(0.3%) 0
Z0ft 2(0.6%) 4(1.3%) 5(1.6%)
HEBL 0 0 1(0.3%)
PD-L1 SR, Bl | &%) 144(45.9%) 143(45.3%) 144(45.7%)
73U/ REE 170(54.1%) 173(54.7%) 171(54.3%)
MSEBIE | Mic 185(58.9%) 185(58.5%) 189(60.0%)
MO/M1a/M1b 129(41.1%) 131(41.5%) 126(40.0%)
AJCCHREA. B2 | IHA 17(5.4%) 25(7.9%) 22(7.0%)
VE 297(94.6%) 291(92.1%) 293(93.0%)
BRAFBIEFER |5/ 102(32.5%) 98(31.0%) 100(31.7%)
2L 212(67.5%) 218(69.0%) 215(68.3%)
ol KE 64(20.4%) 68(21.5%) 75(23.8%)
BR 177(56.4%) 170(53.8%) 170(54.0%)
A—RANSUT 40(12.7%) 38(12.0%) 37(11.7%)
Z0ft 33(10.5%) 40(12.7%) 33(10.5%)
|DHfE.Fis | <IERLRR 199(63.4%) 196(62.0%) 194(61.6%)
>IEE LR 114(36.3%) 112(35.4%) 115(36.5%)
<IE% RS 276/(87.9%) 271(85.8%) 279(88.6%)
>IER FBROD2MS 37(11.8%) 37(11.7%) 30(9.5%)
R 1(0.3%) 8(2.5%) 6(1.9%)
MEE. A | oY 11(3.5%) 8(2.5%) 15(4.8%)
72U 303(96.5%) 308(97.5%) 300(95.2%)
BB Bl | &Y 138(43.9%) 133(42.1%) 139(44.1%)
2L 161(51.3%) 170(53.8%) 167(53.0%)
i 15(4.8%) 13(4.1%) 9(2.9%)
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BEICHV TS ARIBIRS ORI OV TH 2RI U T BEICHNTT 5, [17.1.658]




OPDIVO.

" (ivolumaby)
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@ osmKaplan-Meiertii# (PD-L1FI225%)

1.0
—fe— A TV — R — R B
0.9 —A— AT AR
0.8
o7z . Tl T
E 0.6 ol M
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0.4
0.3
FTT—RAV—FRABE FTIO—RBE YR
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| RME FRE FRiE 28.8858
017 ([95%f=mxm] [—, — [- -]  [1810, )
0 T T T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39
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At risk#L
1'7°§—7J':+’\”f71':’f 7 68 63 56 55 52 50 45 45 45 44 35 11 0 0
AT —f]’lﬁ 80 79 75 73 68 63 61 58 57 54 49 18 1 0
Y—AR1E 75 72 67 65 61 55 46 43 40 39 33 13 1 0

@) osdKaplan-Meiergi (PD-L1 518 <5%)
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0.7 1 =]
06- =}
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7(; 0.5
0.4
0.3
AT R RABE ATI—FBE —RBE
0.2 n=210 N=208 n=202
hE FiE RiE 18.5048
0.17 ([os%fzmExmI*  [31.84, —] [23.06, —] [13.70, 22.51])
O T T T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39
#ARS (A)
At risk#g
AT F+r—F B 210 194 178 163 146 144 139 131 130 127 116 34 7 0
47U—KPE 208 189 169 151 144 133 123 118 112 110 99 34 2 0
Y—R1E 202 179 158 140 125 108 100 90 81 78 63 18 2 0
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0.9 —A— TR
0.8
0.7
i 06 . L
# 057 e
0.4
0.3
ATI—RA—FABE A TO—RBE YRR
0.2 n=155 n=171 n=164
| & FiE FRiE 221158
0.1 7 ([95%(smxmm]* - -1 [= -] [17.08,29.67])
O T T T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39
#Aps (B)
At risk#g
FT—R+Vv—R18E 155 144 132 127 116 112 105 102 101 99 85 27 3 0
FTO—REE 171 165 158 148 139 131 122 117 112 109 98 36 1 0
Y—R1E 164 155 138 126 115 102 89 83 77 74 64 21 2 0

@) osdKaplan-Meiergi (PD-L1 518 <1%)
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i 06_
7%? 0.5
0.4
0.3
FTI—RAN— A B ATI—REE —R B
0.2 n=123 n=117 n=113
| hRiE RiE 23.465H 18.56»H
017 ([o5%fsm@xml*  [26.45, ] [13.01, -] [13.67, 23.20])
0 T T T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39
HARS )
At riskZx
ATo—K+r—F B 123 113 102 91 82 8 79 74 74 72 66 18 4 0
A7 —FEE 117 103 86 76 73 65 62 59 57 55 50 16 2 0
Y—K/B 113 9% 8 79 71 61 57 50 44 43 32 10 1 0
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O=477HIR (OS) DERIMEN (BIRMFHEIER Y J7)L— i)
SEFFHAR (OS) DY T7)— TR (A TV — R+ —RA B vs. 7TV —REH) FLUTF DB TUIZ,

©) 2477HIRI (OS) DIERIMRNT (4 7Y — R+ — KA B vs. 2 TU—REE. SHmeist)

FT R+ v — KB *TI—RE
I AN MY OSTE’HE N> b osq::gg@ ,Hf:_ K
(REf5I%50) (95%1EFEXE) (FEfI%R0) (95%1E%EX ) (95%1EFBX )

2% 945 128(314) N.A. 142(316) N.A.(29.08, N.A)) - 0.89(0.70, 1.13)
BRAFEZFER :

Hh) 300 32(102) N.A. 40(98) N.A.(26.41,N.A) —— 0.71(0.45, 1.13)
&L 645 96(212) N.A.(27.60,N.A.) 102(218) N.A.(25.82, N.A.) —o— 0.97(0.74, 1.28)
M&4E §

MO/Mia/Mib 388 34(129) N.A. 40(132) N.A. —e— 0.84(0.53, 1.33)
Mic 557 94(185) 30.52(19.35, N.A.) 102(184) 23.43(16.53, 32.33) —e— 0.90(0.68, 1.19)
Fig :

<658 565 70(185) N.A. 89(198) N.A.(28.02, N.A.) —+ 0.81(0.59, 1.11)
=65i% 380 58(129) N.A.(26.45 N.A.) 53(118) N.A.(21.06, N.A.) —— 0.99(0.68, 1.44)
TR

Bit 610  78(206) N.A. 84(20 N.A.(32.43, N.A) —o— 0.89(0.66, 1.21)
7 335 50(108) N.A.(19.78,N.A.)  58(114) 28.22(19.45, N.A.) —et— 0.89(0.61, 1.30)
PN

BA 921 126(310) N.A. 136(308) N.A.(31.24, N.A) o 0.90(0.71, 1.15.)
ZA 0 0(0) N.A. 0(0) N.A.

VP ON 10 1(2) N.A.(19.78, N.A) 2(2) 10.07(5.59, 14.55)

Z D 13 1(2) N.A.(3.81,N.A) 4(B8) 23.93(4.96, 31.90)
Hoigk

KE 207 18(64) N.A. 28(68) N.A.(24.08, N.A)) — 0.59(0.33, 1.08)
RN 517 81(177) N.A.(26.84, N.A.) 79(170) N.A.(23.46, N.A.) —a— 0.96(0.71, 1.31)
*—Z2 K507 115 11(40) N.A. 14(38) N.A.(31.90, N.A) —_— 0.83(0.38, 1.82)
Z DD, 106 18(33) 18.14(10.91,N.A)  21(40) 24.92(16.13,N.A) T 1.14(0.60, 2.14)
BiERFE DB EE :

& 33 5(11) 31.90(2.76,N.A) 3(7) N.A.(0.82,N.A) §

&L 912 123(303) N.A. 139(309) N.A.(28.25, N.A.) -o— 0.88(0.69, 1.12)
2 I JFE :

Hh) 410 58(138) N.A.(30.52, N.A)  59(133) N.A.(24.08, N.A) —e— 0.91(0.64, 1.31)
&L 498 60(161) N.A. 79(170) N.A.(23.89, N.A.) —— 0.76(0.54, 1.06)
LDH{& ;

=IEHEEER 590 64(199) N.A. 70(197) N.A. —o— 0.89(0.64, 1.25)
>IE% R 341  63(114) 17.41(10.71,N.A) 70(112) 14.98(11.66, 23.43) —e+— 0.86(0.61, 1.21)
=EEERRO2fE 827 102(276) N.A. 110(272) N.A. - 0.91(0.70, 1.19)
>SIEEFREO2fE 104 25(37) 8.31(4.60, 11.70) 30(37) 6.31(4.07,1455) ——r 0.71(0.41, 1.20)
AJCCRHA :
A 63 4(16) N.A.(31.90, N.A) 7(25) N.A.(31.24,N.A) : 0.76(0.22, 2.59)
VA 882 124(298) N.A. 135(291) N.A.(26.74, N.A.) - 0.88(0.69, 1.12)
0 1 2 3

IEBRICoXLLBINT —RETIL
NF—RERUZDIS%SFERE & BIBEFFDEFBA 0BIFFED T T By NI DV TIFEHLEL

FT I~ K+ — A A B BAF
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WINHDEFCEW%LU EICRIRUCBIER—%

FTI—R+ 7 —RA 8 FTTI—RE A8

SEFEE 31341 31341 31141

%£Grade |Grade 3-4|Grade 5| £Grade |Grade 3-4 |Grade 5| £Grade |Grade 3-4 |Grade 5
n (%) n (%) n(%) n(%) n(%) n (%) n(%) n (%) n (%)

FESIURE ME#EE 207(66.1)| 21(6.7) 158(50.5)| 8(2.6) 177(56.9)| 9(2.9)
FE 91(29.1)] 10(3.2) 72(23.0) 1(0.3) 68(21.9) 5(1.6)
EOFEE 112(35.8)| 6(1.9) 67(21.4) 1(0.3) 113(36.3) 1(0.3)
SEMHEEH 27(8.6) 28(8.9) 1(0.3) 16(5.1)

BRI 15(4.8) 17(5.4) 11(3.5)
PR EZIRE 2 38(12.1)| 6(1.9) 14(4.5) 2(0.6) 38(12.2) 1(0.3)

— MR- EHRES LV SERIDIREE| 181(57.8)| 15(4.8) 145(46.3)| 5(1.6) 127(40.8)| 8(2.6)
T’ 118(37.7)| 13(4.2) 111(35.5) | 3(1.0) 89(28.6)| 3(1.0)
FRAE 31(9.9) 1(0.3) 25(8.0) 1(0.3) 17(5.5) 2(0.6)
FEE 60(19.2)| 2(0.6) 21(6.7) 21(6.8) 1(0.3)
EEESS 22(7.0) 12(3.8) 10(3.2)

BES 198(63.3)| 57(18.2) 123(39.3)| 14(4.5) 170(54.7)| 39(12.5)
il 142(45.4)| 30(9.6) 67(21.4)| 9(2.9) 105(33.8)| 18(5.8)
2D 88(28.1)| 7(2.2) 41(13.1) 51(16.4) 2(0.6)
B0t 50(16.0)| 8(2.6) 22(7.0) 1(0.3) 24(7.7) 1(0.3)
(D) 12(3.8) 19(6.1) 17(5.5)

b 28(8.9) 1(0.3) 18(5.8) 28(9.0) 2(0.6)
Oz 19(6.1) 13(4.2) 7(2.3)
Nz 40(12.8)| 26(8.3) 7(2.2) 3(1.0) 35(11.3)| 24(7.7)

HEREE 86(27.5)| 12(3.8) 66(21.1)| 3(1.0) 57(18.3)| 1(0.3)
GEEES 34(10.9)| 2(0.6) 24(7.7) 25(8.0) 1(0.3)
KEEE 14(4.5) 18(5.8) 9(2.9)
SFENMESHEL 17(5.4) 15(4.8) 11(3.5)

BERRRBLUREHEHBES 71(22.7)| 7(2.2) 64(20.4)| 5(1.6) 47(15.1)| 1(0.3)
EEnE 42(13.4)|  1(0.3) 29(9.3) 1(0.3) 21(6.8)

il 17(5.4) 1(0.3) 15(4.8) 1(0.3) 9(2.9)

BRI 141(45.0)| 82(26.2) 58(18.5)| 17(5.4) 55(17.7)| 22(7.1)
U/N—T1E10 43(13.7)| 34(10.9) 24(7.7) 12(3.8) 18(5.8) 12(3.9)
F=S—CENM 23(7.3) 9(2.9) 17(5.4) 5(1.6) 15(4.8) 4(1.3)
FARNTHIBPINGVATIS—EEN | 51(16.3)| 19(6.1) 13(4.2) 3(1.0) 12(3.9) 2(0.6)
PSZUPI/NTGYATIS—EEI | 59(18.8)| 27(8.6) 12(3.8) 3(1.0) 12(3.9) 5(1.6)
FERD 19(6.1) 10(3.2) 4(1.3) 1(0.3)

R EE 96(30.7)| 18(5.8) 53(16.9)| 4(1.3) 33(10.6)| 8(2.6)
ERIRBRIEREIE E 51(16.3)] 1(0.3) 32(10.2) 14(4.5)
ERIRBRIERETTEEE 34(109)] 3(1.0) 15(4.8) 3(1.0)

TNEARR 23(7.3) 5(1.6) 2(0.6) 2(0.6) 12(3.9) 5(1.6)

REBLURERS 87(27.8)| 17(5.4) 47(15.0)| 5(1.6) 52(16.7)| 5(1.6)
BEURIER 60(19.2)| 4(1.3) 36(11.5) 41(13.2) 1(0.3)

[FORES. BERES KUHRRES 69(22.0)| 8(2.6) 44(14.1)|  4(1.3) 39(12.5)| 2(0.6)
B 24(7.7) 20(6.4) 2(0.6) 15(4.8)

I 0% (R 2 36(11.5) 3(1.0) 20(6.4) 1(0.3) 12(3.9)
iAo 21(6.7) 3(1.0) 4(1.3) 1(0.3) 5(1.6) 1(0.3)

EEIDSIMESNBEEBREIF. MedDRA ver19.0ZAW CHHER . GradeldCTCAE v4.0ZAWVCEHILE Uiz, RREEMRIE. [BHES ],

[EERUID2ERME TSN, [BhEdH ) | EHES N
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—NEMNERA — ENMREND-1E/70—FLUHHF ZRILY T GEIGTFHEIRR) WF

AR R BN, B, LTSRS

AT

OPDIVO® I.V. Infusion B % 2~8C TR
) EE-EMSOMFECL YT L HRpEAR : 36 14 11

=4
=0

1 AF . BREFICTIWITTESRIERMERICHENT. HNALREE(IC
THEHHE - BREFOEMDEHET. FEIDERIEY HIESND
EBICDVWTDOAREST D&, o, BERIBICKIIS. BEXIZD
RIFICHEWERVREREEZTHHEL. AREETHSE/E5IDIE,
1.2 BEEMEE N HSDON. BTICESILEMNBHRSESNTLSBDT,
MEER (Bh. FREE. BB, BH5E OESENRUEE X FR
BOEmE. BREeTHCITIIE. Feo BENRDONIFSICE
AEDRSEDHIEL. BIBREFRLEVROKRSEDBEYSLEEZITD
&L [82, 912, 1111&H]

1.
1.

2. B2 (ROBBICFBSLEWIE)
AEIDR 5 1E3 UBBEDEBHERE D H 2 EE

3. 4R - MR
3.1 #mK
) FTI—R FTT—=R FTI—R FTT—=R
W 58 % HUHEHE SRUHEHE HUHEHE U EHE
20mg 100mg 120mg 240mg
HARR T —RVYT GEETHIRE) ED
i/ D (1307 )uh) 20mg/2mL | 100mg/10mL | 120mg/12mL | 240mg/24mL
D-wr=F= 60mg 300mg 360mg 720mg
R | 7TV M) 2KFI 11.76mg 58.8mg 70.6mg 141mg
o LT by A . 584mg 29.2mg 350mg 70.1lmg
JIFLIN)TIVEREE | 001576mg 0.0788mg 0.0946mg 0.189mg
AL| Y v vx—1 80 04mg 2mg 24mg 483mg
pHAREIA 205 LTS RS LTS S

1) ARANLEE TR BAICLD, Frf == 2225 —JR Al E Tl s s,
H2) ARSITEFEBGIEOBREEEEL T, BRAEINTWEIOT, EREEITL 4
22mg/22mL. 105mg/10.5mL. 126mg/12.6mL. 246mg/24.6mL Tdhb,

3.2 A OMEK

MREHTE 20mg FIHEHE100mg P EHTE 120mg MREHT 240mg
A B T O A 7 )
pH 55~6.5
BB #1.2 (R AR )
PR | O~ OB I E R T AW MR T 2D T PIRDL I LD H 5,
4. REX (3% R
OFMErmiE

OtNBETEE & 1T - BROIE/MAafHE
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