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L



bl

®

BEXNRLE R DBE

TREIZREE T D HHTIEC DN TR, AFIOFEIMEPTELENTE LT A O

Hxtge b in b0,

o PD-LIBGME (CPS=1) H3HERR S 30T 72 WHER2EGME D IR UIBR R RE 72 #E1 T - B3
OHERE IR LG

o itRABhRIE

TRICHY T 2REFIZOWVWTUIARIOFR GRS L SN TNWDE 2 e, BT
brpnz b,
o ARANDRITITK; LiBUE OB FEIED & 5 B

TRIERTOFHIIZ 3V T AL C%ﬁiﬁ"é B IZOWTE, AF OB GITHERE I L0

DS, A OIRFERPL A 2 WIGEICIRY | HEICAFZEH T2 2L 2BETE D,

. %E@MF%@AﬁXi%E@%5$%

o JHE I IR A CRVE RS 238 2 B B ONE BN D HC e il 28 <ol e E it 2% 2
DI RIEMEZEAL IS Z B D B

o HCOMEEBOEE UTEMERZE L IIHFREMEO B R R OB D
B DA

o E#BAEE (EsMRBREL ST ObHEBEE

o FEBORBYIIBEE A AT HEE

e ECOG Performance Status 3-4 "V 0 i3

GED ECOG® Performance Status (PS)

Score

e
JEFR

0

< PR JEBTE %, FEHTL R U A ARG HIRZ <ATZX %,

PIARIZI LVEBENIHIBR S 503, BT RIBE T, BRAEESCIE > TOMEHEIIITI 2N TE D,
Bl - |EOFFE, FHEE

WTATRECH G OF DRI O Z X T N TREELEDEEITTE 20, AR DOS50%LL Eid~<y RAVClE 29,

[BoOIZEASOHFDEY DL LT, HED50%LL FE2 Xy i 7Tl =4,

EEN AR S

LT RV, HOOHFOEY OZ L3 TE ARV, BRIy R+ Tl 29,




RBEFEREETA T A
RATv ) A~vT7 (BEFrEz)
(B4 : A4 bV—F SFEEE 100 mg)
~EERaE~

YR 2 942 A (£ 745 AHKET)
RAEFBE
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A o e
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ARFN ORI, VERBET
b R B

Fia 122U T
BeGxIg LI 5 B

BEIZER L TRHET &S FH
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P4
P18
P20
P21



1. ILBIZ

EH O M - RBEVEDHER D T2 OITIE, TS SCEZ IS T2 72 23k
BND, S5, ITEORERMOMENRIZ L0 | FUKEIRS 722 & OHH 72 3 1E A%
FERLPARINDT T, 2D OEEMLZ EICLER BT IR 2 2 LR
B L 7o TR Y RFEMBGEE L WO FATTEE 2016 CFRL 28 4= 6 A 2 A BEERE)
IZBWTY, FHMEEGNEOHEHOREMEHELZXD Z L S Tna,

BRI R L T, RS R &M T 0 7 7 A VRO EI S, & SR
RHZENDD, DD, AIEROLEMEICET D IEHRN 0T 5 £ ToM,
WHEIGOBELZ RS ZIT 52 ENM/H SN BFICRH L TERT2 & &b, BIFE
FMFEBL L 7B B A5t 2 & D 2 & DS AT RE 7 — 18 OO BLE %4 7 37 = ek B8 < A
THZLENEETH D,

L7z o T, KA RTA 2 Tlik, BIREES 2V E TICHE LN TV D EFEIRZN -
BHER R S & | LUF ORISR O el 728 2 T 2 8L b B e i B %
F RO ERRZRT,

I, RHA RTA 0%, MNIATBAE N EIR G ERE SR O, QBN AR
BRI s . — At EE N B ARER R NEHE S R OVAEHEFIEN B AR ERE2 O/
Db EERR LT,

RfG L IR HEEN A b L—F T 100mg (— 4 a7 n ) X~7 (Eis
TR Z))

REERDPEIRE - BB ANE

MEERDAEROHE « 8%, BRAIZIE, a7 nrl) X~v7 (Ear#z) LT, 1
] 200 mg 7 3 WA AIFRE SIS 1 5] 400 mg % 6 A& T 30 45 fH]
DT CRIEFET 2, 7272 L, INRABEOGE 1, & 5-HH
L 12 WAMETET %,

B35 IR 58 ¥ #F  MSD #Ria




2. AF|OFKE. TEAKRF

XA M—F EEHE 100mg (— %4 AT r ) X+ BIEFHEL) DUT TR
I Evv5,) 1%, PD-1 (programmed cell death-1) & & D Y > K Td 5 PD-L1 T PD-
L2 L OfEEZEHEEET S, b MbigGs £/ 7 a—F A8k TH 5,

PD-1 #R#& 1T T AR G B AAAE > D AL B 72 D12 08 AR 2SR H 3 5 = 7 e e il
AA v F T, PD-1 1%, EEFEZREICESOCOEER T MlaoMiaRmc sl L, 3w
P2 SO % B Do AN T 72 0B RS 2 %, 7B, PD-1 13U T2 R &
AT D EICE Y PURZEIRICL D v 7P vniEas A+ 225K TH 5, PD-LI
DIEFHMIZIB T 2HBUT DTN TH LD, ZL<OBAKMIETIE T Miao@ s 2z
DI LRI L TS, DAMBICI T D PD-L1 O &3 EIE, B, Tl
FEAmAERE . BREE ., FE/ NI S OBk 2 IS A T TR ARIK 7 TH O | RWAEFRE
OFBEERHRE S TWD,

BEDOD DRI T4 & PD-L1 ZBLOFEEAMEN S PD-1 & PD-L1 OfRBIZES
DOFSERRRIZ B W CHEERKZE A2 S Z EORB IR TE Y Hilz e N ATBEOER &
LTHIff ST 5,

AANL, PD-1 & PD-L1 X OPD-L2 Difi U > ROFEARZILESTH Z Lok v, [EE
WU NBREE T OB AR ENE T U v SR TEM L &, HUEE G 4 B b
T2 Z L CHUERG R AT 5,

AENOVERBEFIEED BEOREFUSIZ KX 2BWERER & b bi, EESUIELTIZ
BOAREMD D 5, AANOEGH K OREGRIZIT, BEOBIEL T0ITATV, REDHR
D BN AITIE, FEH LI HRITIE U R 2 gk & REBR & FF DRl & L Ci
B BRI 24TV IR O ROGIZ K D REIER N DL 2 581213, BRI E RV
T UAIDOF G DY LE 21T 5 BEDN D D,



3. BREREE
L B0 il O KGRI IR A2 T o T2 R IR ERBR O i 2 R T,

[H 2]
OENE I b fHER (KEYNOTE-041 5:5%)

{EFEIERE DO 2N FA BV A~ T (BEFHBRZ) CLTFIAEY A~T ] 0 9,)
EEERN2 LY A ETOHRIEREZ AT DRI 7o B A fE R 42 f

(FZIERRNT X5 37 B) Z XI5, AAI 2 mg/kg 3 BERIFME (LAT TQ3wW,) &\ 5H,)
B 5 OF MR VL EMEDRRRE ST, 7ok, BHEEHE TR EBETHRD b5,
PR EBIETT 2 R IR IR 23588 B 72 W DF R Z E LT 5 A T, IREILIRE O]
BRI CRBET RO DD T TARAIOE 52k 32 2 L NAEE L STz, EERF
MHIE B T 5 FMER[RECIST HA R T A > 1.1 RICHEES < e @iz X 5 5847850 (CR)

X7 28%h (PR)] 13X, 24% (95%EHEIXH : 12~41) Th oz, 72, FRIHEL

7ZBMEIX 10%TH - 7=,

@4t TAERER (KEYNOTE-002 #R5%)

A VY AT X DR AT DRI R AR M AR R A XU, AA 2
mg/kg Q3W % 5- K Y 10 mg/kg Q3W 5 G- D AN M OV ety . ALFRIE (X sy
V.TEYRI R, WNRTTF RXTZ VBRIV IINKR T TT o+ X7 ) Z X
T, LT TICCRE] 29 ,) 2R E LTRSS N, 7238, BT CRAHETA
P LT GEIT, FEET 2 R TERDSRD DN WEDERMICZE L TV 5 EHE
TIE, WKIEILARE O i M TR BHET TR B D £ TAAID G 2 ki 425 Z L 3]
AE & SAL7c, EEAHE B XA (LUF T0S) &9 ,) KOS EA AR (U
T TPFS) W9 ,) &, AFNIMTFREE & g LT, PFS # A EIZIER L7z,

#F1 B3HEEE (KEYNOTE-002 35%)

AH 2 mg/kg A 10 mg/kg b E
Q3W Q3W
(180 #41)) (181 1) (179 #1)
rhoefi [H] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
0S | ~HF— R 0.86 0.74
(95%CI) (0.67, 1.10) (0.57,0.96) —
P i3 0.1173 0.0106
rhofii [H] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | /WF— REE™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P "3 <0.0001 <0.0001

CIL: (ZAEIXH. *1 : RECIST 4 R A > L1 U < ORI K OMEDE# M X 2 s i,

*2 0 JER Cox Wl — FET M L DLRIE L DIk, *3 : @hln 7T v 7 e




100
90 | ——— 3 2mg/kg Q3W
] ——— FA0mg/kg QIW
80 S
70 4y =273
& 60
ﬁ 50 ]
# 40 -
30 ]
20 g
10
ﬂ ARG LA S AL AL PR LA LR LI LA LU E AL LAY LR MRS AL LN BRI
0 3 66 9 12 15 18 21 24 27 30 33 36
at risk# i (R]
Z#F 2mg/kg Q3W 180 131 95 70 61 11 0
FFI10mg/kg Q3W 181 138 99 79 67 12 0
{8 179 115 80 60 48 9 0

X 1 OS ® Kaplan-Meier Bi#2 (KEYNOTE-002 38%)

100
<Th) i e — ¥ Img/kg Q3W
80 3 5 —— #10mg/kg Q3W
g 70 g {E5 8L
# 60 7
50
40 A
& 30 ]
20 A
10 -
0 T T T T T T T
0 2 4 6 8 10 12 14
at risk¥ RERTRRR
& 2mg/kg Q3W 180 153 74 53 26 9 4 2
FHI10mg/kg Q3W 181 158 a2 55 39 15 5 1
eS8t 179 128 43 22 15 4 2 1

2 PFS @ Kaplan-Meier #i#f (KEYNOTE-002 3XE%)




O E AR (KEYNOTE-006 #-5#%)

A Y LAY TNCEDIBEERORNIA Y AT HEERN 1 LI A FTOLL
FIEIRE B A DARIRUIBR AR RE 7 MR B B RS 2 )R, AA 10 mg/kg Q3W e b &
OV 10 mg/kg 2 BRIFRE (BLF TQ2WI W) .) HEEOFIMER O ZEMENR, A BV A
~ 7 HRE LTRET S Nz, 723, BRI CHRIEETAFR O b icimalc, R
T2 RTIERDFRD DAL WE DRI E LT 5 B Tl IKRIBILARE O & FEAT
THEEHEITHRO 5D ETARROE G k5 Z &3 AlRE & S vz, FEEFHNE B
X 0S X OVPFS & &, AANFIA BV A~T7 LHEE LT, OS XO'PFS # HREIZHER L
776

#2 HiMEE (KEYNOTE-006 38

Al 10 mg/kg AHAl 10 mg/kg AEY LT
Q3W Q2w
(277 %) (279 #1) (278 )
R [H ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
0S™ | NP— R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P ™ 0.00358 0.00052
o [H ] 4.1 5.5 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | HF— FE™ 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fE"™ <0.00001 <0.00001

Cl: XM, NE: #iE AR, *1 : PRENIFEOTFT —% 1 20154E3 A3 Ay M4 7, %2 @5
Cox eI — RET I L BA ) LA~T LD, *3: BRln 72 7T, *4 : RECIST &
A RTA4 2 11 RIS SN U 72 BB E K OB P R K 251, *5 : TR D7 —
X (201449 H3 B v b47)



# 50

3{1-: ——— A10mg/kg QAW
20 7 10mg/kg QW
10 ] —— seunwr

at risk# EFEMA]

ZH0mg/kg Q2W 279 266 248 233 219 212 177 67 19 0O
FH|10mg/kg Q3W 277 266 251 238 215 202 158 71 18 0O
AEULTT 278 242 212 188 169 157 117 51 17 0

3 0S ® Kaplan-Meier Hiff (KEYNOTE-006 38%)

(oTh) K| W e e e 8 10/ kg QPW
i ™y 8 10mg/kg QIW

n -""""'I"'"""I""'""I'""""I""'""I""""'I"'I"""
0 2 4 6 8 10 12 14

at risk ReEEam A)

#&10mg/kg Q@QW 279 231 147 98 49 7 2 0
##10mg/kg Q@3W 277 235 133 95 53 7 1 1
AEULTT 278 186 88 42 18 2 0 0

X4 PFS @ Kaplan-Meier Bi#f (KEYNOTE-006 38%)



@ERR L EFE M (KEYNOTE-054 345%)
SERUEGBO AT =M WY oBEEREAEERE (AARAN 15 6l28T) 2RI, i
BB & U OARAI 200mg Q3W 5D RhEN 2N, 7T RE R E LT

Mat &z, FEEHEE B IXEER AN (ULF IRFS) W 9,) & &h. AANTT
FERLEE LT, RFSZHEICEE LT,

#:3 HiEAE (KEYNOTE-054 3X8%)

AH1200 mg IR

Q3W
(51441) (505431)
FrefE [H] NE 20.4

(95%CI) (NE, NE) (16.2, NE)

RFS™ NP — R 0.57
(98%CI) (0.43,0.74) _
P fE" <0.0001

Cl: X, NE: #tEARA], *1 : PRIFHTIEOT — & 201710 A2 By NAT7, *2 . 8
B Cox bl N — RET NI LD 7T 18R E DB, *3: @Rl 7 Z 7 e, Q3W : 3 i [
b 4% 5-

100 -
90 |
80 s

o@?Oj Bz |

i 60 -

4 507

ﬁ40j

& 30
20
10 TS50k

0 T T T T T
0 3 6 9 12 15

mEREFNR(A]

514 438 413 392 313 182
505 415 363 323 264 157

— #FF|200mg Q3W

18 21 24

at risk#4
A&1200mg Q3W
ISR

18
15 0

73
60

o

5 RFS @ Kaplan-Meier Bi# (KEYNOTE-054 35k)

(ED) AJCC (American Joint Committee on Cancer) JiHi4YHH (55 7 i) 103 < FHli. AT —PIMA Tix Y >
IREIN OB 1 mm BB OBE D I,



OEFEILFE WA (KEYNOTE-716 )
FTEARUBRGEO AT — VB XITNC ™ OBHEREAKEEE (AAN3HEED) %
SR, MBI & L CAHI 200mg Q3W G- DM e, 77 'R
FxtBE L CRET SN, FEFHMBEE L RFS & S, ARFNXT 7 BAR L g LT,

RFS Z B EIIER LT,

# 4 H3MEREE (KEYNOTE-716 35k)
AH1200 mg IR
Q3W
(487%1) (489731)
e (A ] NE NE
(95%CI) (22.6,NE) (NE, NE)
1 £ RFS £ (%) 90.5 83.1
RFS™! (95% CI) (87.1,93.0) (79.0, 86.5)
NP — R 0.65
(95%CI) (0.46,0.92) -
P fE" 0.00658

Cl: FHEX[H. NE: #EEAF, *1: 1 B H OFEENREOT — 4 1202012 H4 B > b4 7,
*2 ¢ @RI Cox NP — RET VT L AT TR EDHE:, *3: Bhla /T 7RE, Q3W : 3

El Gl EEe e

100
90
80

& 70

5 60

£ 50

&R 40

& 30

20 —— ZE0omg Q3w

10

at risk#g
A#I200mg Q3W
TSR

487 465 401
489 475 400 336 229 149 77

7S5k

6 9 12 15 18
mEREFHR™A]

340 249 149 71

21 24 27
21 1 0
27 1 0

6 RFS @ Kaplan-Meier i (KEYNOTE-716 35%)

(¥ AJCC (American Joint Committee on Cancer) JR#55¥E (55 8 ) (2 K-S < 314,

9



[Zz21k]
OENE b MHERER (KEYNOTE-041 55k)
AEFERIT, 41/42 4] (97.6%) IZFBO L, 1BRIE L ORREBENEETERVASE
L, 34/42 5] (81.0%) TR BTz, FELED 5% LORWERHIZ TERDO LBV T
HoT,

£5 BB 5%UELEORIERA (KEYNOTE-041 3RE) (AT SER)
B3 (%)

# B RIR53#4 (SOC: System Organ Class)

FEARGE (PT: Preferred Term) 2 mg/l:é 1(;”3WE$
(MedDRA ver.20.1) N
“=Grade Grade 3-4 Grade 5

AFIEN 34 (81.0) 7 (16.7) 2 (4.8)
N WRE

R A RE AR T i 4 (9.5) 0 0
B IR

T 3 (7.1) 0 0
— % - EHEER OGN ORRE

TR 5 (11.9) 0 0
R AR AT

AST #40 3 (7.1) 0 0

LT BEER A N 3 (7.1) 0 0
FEIE 8 X O T fREE =

Z O FENE 6 (14.3) 0 0

R INRZSIN 22 6 (14.3) 0 0

= PE B 3 (7.1) 0 0

7k, FVEMERRE 1B (24%) . KB - EEDO TH2 6] (4.8%) . RS 3
Bl (7.1%) . FEAEEREEE 2 6] (4.8%) . FURIEHEEERESE 6 il (143%) . infusion
reaction 1 ] (2.4%) MOV E SIS 1 (2.4%) BTz, o, EEE (X7
Voo NUIEERESE) | BREREREE RMERIEMER %) | BIEEE. 1 SRR,
HE OGRS (KREREIREGER, 2B, FHREIES) | R, ok - MUt
fidie, BAERIESNE, MO - A, SO, S NE R BU D PE SR BN | S R i
N OFRIFFERBE ITFE O B2 o T, REWEHFEBLRDLII R EFES (BARMAME R 45
te) ZELERERETT,

QEs T AERER (KEYNOTE-002 #X5R)

AEFELIT, 2 mgkg Q3W £E 172/178 1511 (96.6%) . 10 mg/kg Q3W Af 178/179 #i] (99.4%)
JOVICC BE 167/171 5] (97.7%) 1278 HAL, JRERIE & ORI EBEEN G E TE RWEE
FRIL, TN 121/178 B (68.0%) . 133/179 Bl (74.3%) JZON 138/171 i (80.7%)
RO BTo, WT I DRETIELED 5%LL EORWERIZ TEDO LB Th o7,

10



6 WTENNOEETRERN 5% EORIEA (KEYNOTE-002 3RBR) (MR r5ER)

n s o , B (%)

f E’E’glﬁ?iﬁ (SOC: System 2 mg/kg Q3WEE 10 mg/kg Q3WHE 1CCHE
LBen lass 178 3 179 f 171 4
HEAGE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Gr3a(ie Grade 5 24 Grade Gr}acie Grade 5 %4 Grade G3ra;ie Grade 5
EIEM 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (263) 0
Mgk LY >R bEE

2l 5 (2.8) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) 0
i Bk i 0 0 0 0 (0.0 0 0 14 82 6 (35 0
A BRI iE 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
[/ R E 2 (L.1) 0 0 1 (06) 1 (06) 0 16 (94) 4 (23) 0
A s

DR BB REA T 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B IhE

(EE7 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
TR 15 (8.4) 0 0 19 (10.6) 2 (1.1) 0 14 (82) 3 (1.8) 0
B 8 (4.5) 0 0 16 89 1 (06) 0 5 (327) 4 (23) 0
A 2 (1.1) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) 0
—% - EFEEER X OG5 OREE

HE)E 6 (34) 1 (0.6) 0 8 (45) 1 (06) 0 10 (58) 1 (0.6) 0
957 40 (22.5) 2 (1.1 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) 0O
FEEL 6 (3.4) 0 0 11 (6.1) 0 0 8 47) 1 (06) 0
BRI I

M R 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
R L Oveskhns

BRI 8 (4.5 0 0 17 (95 2 (1.1) 0 26 (15.2) 0 0
B R B X OV SRRk

RAE 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (06) 0 9 (53) 1 (06 0
7 P9 9 (5.1) 2 (1.1 0 7 (3.9) 0 0 10 (5.8) 1 (06) 0
PR TR B

K= 2 —a /R — 2 (1.1 0 0 0 0 0 14 (82) 2 (1.2) 0
SRR 1 (0.6) 0 2 (1.1 0 0 11 (6.4) 0

FEE R KOV TR

B 5 (2.8 0 0 1 (0.6) 0 0 35 (20.5) 1 (0.6) 0
i R 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2) 0 0
O FEIE 37 (20.8) 0 0 42 (235) 0 0 6 (3.5 0 0
32 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
IR SN2 5 (2.8) 1 (0.6) 0 10 (5.6) 1 (0.6) 0 0 0 0
M B 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

728, 2 mgkg Q3W FEL TN 10 mg/kg Q3W REIZEBWTENZE L, VEMEMZEE 1 4]
(0.6%) M4 (22%) . KIBJ « EEDOTH 14 (0.6%) K66 (3.4%) . #hfk
BEE (X7 2« NU—EEREE) 2641 (1.1%) KOV 0 B, AFEEREREE 13 #1 (7.3%) M
OS5 1] (8.4%) . EHREREE (RAEMEMERE) 141 (0.6%) LK1 #] (0.6%) .
TEARMAERE 1 4] (0.6%) RON3 6] (1.7%) . HIRIMEEEREE 14 641 (7.9%) K OV15
%] (8.4%) . infusionreaction2 5l (1.1%) M OY3Hl (1.7%) . EEOEEREE (KK,
TEIRAEERE, ZTEALEE, FEREIESE) 141 (0.6%) KOV 1 B (0.6%) . FEZ 141 (0.6%)
T OV 0 i, A I AE 0 B KON 1 B (0.6%) | Ak - BERRZE 0 IR O 1 1) (0.6%)

11



WS E DK 0 BT 2 B (1.1%) BB bITZ, Eio, RIS, 1 BEERE,
A%« B BARIE (DA AR ., SaeMEi MBI SRBER VAt M i K OVIRZF B9 3
B BRI o T, REWEMBEIIRIUIBNESE S (BAREERT 250) 2atER
G SE N

O@EAEIAERER (KEYNOTE-006 #t5%)

HEFELRIT, 10 mg/kg Q3W £ 264/277 1511 (95.3%) . 10 mg/kg Q2W £f 275/278 11 (98.9%)
e OV TP # 239/256 151 (93.4%) 1Z78& B AL, TREREE & ORIRBEBN G E CTE Vg EF
G, TNEN 202277 B (72.9%) . 221/278 B (79.5%) KN 187/256 B (73.0%) (Z
RO BT, WTENOORETRIERN 5% EORWERIZT FEDO LB ThH-o T,

£7 WTHHDOBETRERL 5% EOEIER (KEYNOTE-006 3R8) (MR & EM)

Bi%k (%)

IRERIRSHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPIHE
Orga“;CIaSS) 2774 27851 256151

JEARGE (PT: PreferredTerm)

(MedDRAver.18.0) 4>Grade G;aje Grade5 %Grade 9% Grades 4Grade G;aje Grade 5
EEIEH] 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
PG W 55
B B p RE TR 7 (2.5) 0 0 17 (6.1) 0 0 6 (23) 1 (0.4) 0
PR B A R T i 21 (7.6) 0 0 25 (90) 1 (04 0 2 (0.8) 0 0
IR
i8] 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
PN 8 (29 5 (1.8) 0 4 (14 4 14 0 19 (7.4) 16 (63) 0
T 40 (14.4) 3 (1.1 0 47 (169) 7 (25) 0 58 22.7) 8 (3.1) 0
1 N RS 11 (4.0) 0 0 20 (7.2) 0 0 1 (04 0 0
LD 31 (11.2) 1 (0.4) 0 28 (10.1) 0 0 22 86) 1 (04 0
AR 5 (1.8) 0 0 10 36) 1 (04) 0 14 (5.5) 0 0
—i% - BHEER O G OIREE
I 9 31 (11.2) 0 0 32 (11.5) 1 (04) 0 16 (6.3) 2 (0.8)

9 57 53 (19.1) 1 (0.4) 0 58 (20.9) 0 0 39 (152) 3 (12) 0
R AR R A
AST H#4n 6 (22) 1 (04 0 14 (5.0 0 0 6 (23) 2 (08 0
R L O EE
RAHGE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B HE SRS & OV S 55
RA i 32 (11.6) 1 (0.4) 0 26 (9.4) 0 0 13 (5.1) 2 (0.8) 0
7 IR 6 (2.2) 0 0 19 (68 1 (04 0 5 (20) 1 (0.4) 0
FEREF KOV TR
Z 9 FEIE 39 (14.1) 0 0 40 (144) 0 0 65 (254) 1 (04) 0
W% 37 (13.4) 0 0 41 (147) 0 0 37 (145) 2 (0.8) 0
Mk D B 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

7238, 10 mg/kg Q3W AEM& N 10 mgkg Q2W BEIZRBWTEIEdu, BTN E 4 6
(1.4%) ROV 161 (0.4%) . KEGEK - BEO TFH 10 6] (3.6%) K ON13 61 (4.7%) . 4
FRpEE (57 2« NU—EERESE) 2 61 (0.7%) OV 0 B, AFnEREE 14 61 (5.1%)
SO 23 5] (8.3%) . BEHrERE T (FRANE MIEMEBRE) 2 61 (0.7%) KOV 1 (0.4%) |
TEABEEREE 141 (0.4%) KOV B (0.4%) . HURARFERERRESE 28 451 (10.1%) & O 33

12



Bl (11.9%) . FIEEE 16 (04%) L2641 (0.7%) . infusion reaction 7 il (2.5%)
OV i (1.8%) . 1 BUHEIRIS 1 1] (0.4%) KO0 i, FEEOREZERE (R EIRAE
e ZZTEALEE, FURIEIESE) 0 51 e OV 1 51 (0.4%) | DR 1 41 (0.4%) J UM 1 41 (0.4%) .
g% « BRSO RMARAE 1651 (0.4%) R OV0 i, g - BlMEZ 0 IR OV 1 1] (0.4%) | IR
WZSE IR 3 (1.1%) KOV (0.4%) 23D biviz, £z, BEIEMEEIAE, L
P, M R D SR B . ISR R I OURIFERIE IR D Lo 72, AEIE
MBI FES (RAREERT L 50) 23 0EIERE R,

@FEFEILE AR SR (KEYNOTE-054 #5#%)
HERGIIARFIRETIX 475/509 6 (93.3%) (2. 77 BAREETIL 453/502 51 (90.2%)
R LTz, 1RBRIK L OREBGENEE T WA ERRIL, AFIFETIE 396/509 #
(77.8%) (2. 77 BAREETIL 332/502 il (66.1%) ([ZHEL LTz, WTIDORECTHRILE
D 5%LL EORIWERIZI TERO EBY THo Tz,
£8 WVWTNHDEETREREN 5% EOBEIER (KEYNOTE-054 3RE)  (Z&MAET 5B ER)

o Bk 4y | (soc: B (%)

SystemOrganClass) KR 7T REE

HARFE (PT:  PreferredTerm) 509431 50213

(MedDRAver.20.1) £ Grade Grade 3-4  Grade 5 4>Grade Grade 3-4  Grade 5
AEIER 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
bR s

FOR IR HE T RE 49 (96) 1 (02) 0 4 (0.8 0 0
FOPR BRFE REAS T 73 (14.3) 0 0 13 (2.6 0 0
E e

T 94 (18.5) 4 (0.8) 0 82  (163) 3 (0.6 0
ML 58 (11.4) 0 0 43 (8.6) 0 0
—% - EFREER X ORGSO EE

0 48 (9.4) 0 0 34 (6.8) 0

i1 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4 0
BRIR F A

ALT 0 260 (5.1) 3 (0.6 0 16 (32) 1 (0.2 0
BB R 3 K OV A FEL R

B i 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0
77 P9 26 (5.1) 0 0 15 (3.0
PR TR R T

SER 37 (7.3) 0 0 33 (6.6) 1 (0.2) 0
RN SRR i ]

PP A 5 27 (53) 1 (0.2) 0 14 (2.8 0 0
R X OV T HRRRE

O PEIE 85  (16.7) 0 0 49  (9.8) 0 0
W5 49 (9.6) 0 0 32 (6.4) 0 0

7ok ARFIFEC BV TRIEMERZEE 15 61 (2.9%) . KIGZ « EEEO T 23 41 (4.5%) .
FFREREREEE 46 1] (9.0%) . BHEREREE (JRAMEIEMERRLEE) 26 (04%) . FHEEARE
BEREE 11651 (2.2%) . HUIRIRHERERZE 105 61 (20.6%) . FIBHEREREE 5 B (1.0%) .
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1 BUHEPRIP 5 61 (1.0%) « 5 E DS 2 5] (0.4%) | fhde « BERUHAARIE 1 61 (0.2%) .
FER 2 B (0.4%) . BEJEFMEEGE 1 61 (0.2%) . L%k 1 H1 (0.2%) IO infusion
reaction2 5l (0.4%) 23RO LIV, 7o, MRREE (X7 v « NU—JERESE) | BHE
DRz fEREE (FBRERIEIREGERE,. SALEE, FERRESE) | A - Bk, feEttif)s
MR PEEEBESR . PR IR 1 M OVRZEERIBE IR H IR Do T2, ARIVEFA R BLR UL
HESR (BAMEMERTE 2 5T) 280EHHERE =T,

OEFEILE AR (KEYNOTE-716 #5#)

BEREGIIARAIRETIT 461/483 il (95.4%) 12, 77 BHREETIL 444/486 5] (91.4%)
WZREBL U7, 1RBRIE & ORI EBGENEE T RWEEREGIL, AFIBETIX 400/483 4
(82.8%) 2. 77 BREETIL 316/486 il (65.0%) ([ZHH L=, WINNDORETHRER
D 5% EORWERIZTRO L BY ThHhoTo,

#£9 WTNHLOBETREER 5% EOEWER (KEYNOTE-716 25 (RZA&MtMirsisaEgR)

HEHIRSHE (SOC: System iz (%)
Organ Class) AFRE 7T v AR
JEAFE (PT: Preferred Term) 48345 48615
(MedDRA ver.24.0) “2Grade Grade 3-4  Grade 5 4 Grade Grade 3-4  Grade 5
EEM 400 (82.8) 82 (17.0) 0 316 (65.0) 24 (4.9) 0
Wi
PR R RE U E 48 (9.9 1 (0.2 0 6 (1.2 0
R IR RB AR T i 75 (15.5) 0 0 14 (29 0
B kL
T 90 (18.6) 5 (1.0) 0 55 (113) 1 (0.2)
ML 38 (7.9) 0 0 33 (6.8) 0
—% - EFREER X OGO EE
) E 45 (93) 1 (0.2 0 44 (9.1)
it 102 @L.1) 1 (02 0 88  (18.1)
BfIR F A
ALT 540 38 (79 4 (0.8) 0 23 @47 1 (02
AST #4m 30 (62 1 (0.2) 0 12 (25 2 (04
BB R d K OV A FEL kB
ESIEiNn 78 (16.1) 2 (0.4) 0 39 (8.0)
77 P9 32 (66) 2 (0.4) 0 17 (3.5)
eI H KO Ak E
Z 9 FEIE 117 (242) 3 (0.6) 0 51 (10.5) 0
W5 76 (157) 7 (1.4) 0 36 (74 1 (02)
ERINIRIINGAS 35 (712) 2 (0.4) 0 8  (1.6) 0

B, AAFECB W CTRIEMMMKRE 8 41 (1.7%) « KGR « /MEZE - HED TR 22
Bl (4.6%) . EEORFERES (DErEREEIEMAE, BERIEIRIERRE, ZIALNE,
FREIRS) 161 (02%) . MfEfEE (F7 2 - NU—IEGEES) 461 (0.8%) . BIE
P9 « P4 - ITREREREE - T - bMERR/E 2% 59 ] (12.2%) . FRRBUEEEREE 101
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B (20.9%) . FERAHEREREE 12 41 (2.5%) . BIBHERERESE 12 B (2.5%) . 1 BUHEfR
95 2 B (0.4%) . EHERERETE RME MR 2%, REIEBELASE) 361 (0.6%) . BEX
161 (02%) . fhde - BERURRRIE 561 (1.0%) . EIEFESIE 2 6] (04%) . SED
f5g¢ 1 31 (0.2%) . infusionreaction2 ] (0.4%) K OVEE 7R MKFEE (G Mk i MR
DMESREBTE . IR, IRIFERES, MERRRIERIESE) 161 (0.2%) BB L, £,
fdo% - BElESE . DR, EEOBH R, MERERIEFER LK ORZITRD b Rnol, K
RIVE R BLIRL X B g (BRRMRAERE 2 5) 28R LTI,
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ik - HE]

RIGUIBRARE 2 E RO ERE 265 & U2/ RS (KEYNOTE-002 3Rk &
U'KEYNOTE-006 #tf#) OfES, 2 mg/kg Q3W. 10 mg/kg Q2W M OF 10 mg/kg Q3W
DWFT D FE - HEIZEBWD TS ARAI DA 2K LB ZRITTRD B n-
776
ARHN O R SEEh AT DR R, B RANEEE 21 5 200 mg Q3W 5D
AUCsowc CEFIRAEICISIT 2 6 W] O EE- eI h R T EiAg) o i [10% 478, 90%
] mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL TH V. 2 mgkg Q3W £ H5-FFD
AUCqs 6wk (1.320.722,2.06] mg-day/mL) &FEELL ., 10 mg/kg Q3W e 5-FD AUCs guk
(7.49 [4.32,11.3] mg-day/mL) % F[al->7=,
B R AERE 255 & LT AR OBREEROSIRT ORE R Bt S e ik - & 2
mg/kg Q3W $¢5-. 10 mg/kg Q2W #5- K U8 10 mg/kg Q3W #%5-) DHiPH T AUCss owk
EAENE R OV & ORI R BIEIIER O Do 72,
AFNOREMEYEETT V2RI LY 2 2 b— g 2k, AH| 200 mg &
Q3W. 400mg % 6 EMIMHIME (LLF TQeW) L9 ,) X 10mgkg (KEH) % 2
kR (LLF TQ2WJ L9 ,) TEE L7ZBEOARF O Mg i A G S,
ZDOFER., AH| 400 mg &2 Q6W TH G- L7=BOARK| O EHIRREIZ I 5 FH M iE
HYREE (LT [Cagss) &VND0) 1. AHI 200 mg % Q3W THEH LTFED Cavgss &
HRT 2 e TPlan/e (F#R), £/, AAI400 mg 2 QoW THh L IZFEROAHA|D
ERARRBIZ T 2 Hem MG FIREE (LA TCnaxss] &V 96) 1E, A 200mg 2 Q3W
TEE LTIZBED Cuaxss £ L TEEZ T L TFHISNTZH OO, BARNEFIZE
WTAREDRHER SN TWAHE - HETHLAH 10 mgkg (KE) % QQW TH
B UTZBEOD Craxss & B L TIRfEA R & TRl S (FR), S 6, BEEANE
PR % B AA] 400 mg & QOW THe G- L 7= MEsh B TFHFER (KEYNOTE-555 #457%)
LN EREICE S BN T A —X X, v Iab— a3 280 Tl
L7 EWEhe T A —2 LFL L. (TR), MA T, BEOFEEIZI T D KR
BRECREZ IS & | AHI OB & & A0 T & o B 2 i3 2 I UG£
FIVIMEE &L, AAI 200 mg 2 Q3W X 400 mg & Q6W TH# 5 L /=R DR &
A MESUTZ AN & OBIEIZ DWW TG SRR, it L - HEOMTH
IR B OV VISR e 22 B3 70 & PRI E Tz,
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K10 FKFOEMBR AT A —F

A - R Cmx Cae Cain Crnaxss Covess Conines
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W! <58.55?'519.7> (27-27?.298‘1) (17.182,;'11 8.3) <91.97?'984_1> <49_5é(,)? 1.0) (30.35(,)'39 1.4)
400 mg Q6W! <12;,2?24> (320,327 (10_11(,)'169.@ (a6 149 | Gons1s) | (198209)
40(03*2}5”[%:6)“] (1351.2?'10 3+6.4) NA (a 4.12 '?;4) NA NA NA
10 mg/kg Q2W! (21@,2823) (14;“1‘45) (1 1;1 ?21) (422,2233) (272,7382) (19;9;0(»

+:1n=2,993, 100 [M]D Y 2 b—3 3 N X BEH SO PRl (2.5%4, 97.5%40) . Cmax : #IH]
Be 514 D e MG T IREE . Cave : FIEHR G- O MG TIREE . Coin : FIEH G (VA 702 Fe5A) DR
TEPHIE, Coaxss : EFRBICBT D EEMIEFIRE, Cogs 1 EFRIBIZIT 2 FMIEFIIE . Cminss © EHFIR
REIZ 1T 2 IRy i JE

1056 FIORATHLEIE (95%FHIXH)

§ © 41 BT (95%1EFE X))

NA : #8472 L
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4. HERRIZOWT

TRVBEIBRANRE 22 M R AR (T3 2 KGR AR & U TRE A A (BFIfAE) 235
LINTNDZ END, YLHEZHUICEMTEOMR THLIMLER DD, £D LT,
IS U A 7 EBREIE (RMP) (TEED & AHI [ 3K G Z2 2 M BEAUE &)~ O B ) IR 23
o HhiEE T > T, KFOE LGN HEE) 2 BEZ2W - FE L, AFOFEGIZ XD HER
BIER Z 5B L BICkHET 5 2 E B3 0EE 7= L FOO~@ D4 T &2 7= 3 i
WZBWTHEMNT22X&ETH 5,

O HmEFITOWNT

D-1 T (1) ~ (5) OWTINES T IMEHTHDH Z &,

(1) EAEFEREIGET D0 A FOR ISR (BB IR 28 A2 R BE LS R P |
Hidgle A3 A RS IFEEE ML AU . MUY A BIRIR b7 &)

(2) FrErSHES R

(3) FARENFIREN R DG E T D03 ARSI (D ARSI B, 23 AR
W 1IEBE, M AR RCEEERE R e &)

4) R FRIEEZRE L. ARIES L HRIERZER 1. ARIES b RIER2 IR 2
AT IR P IEEL IR 3 DR IEHEICAR D M 21T > T 5 fitiak

(5) PUEMERES AT & BN O sk AR D JE H 21T > T D itk

O-2 EVERAEOLFRE K ORIVE R BLRE O X443 7 Fnak & R 5R 2 £ D [ Al
(FROWTINTIEY T D IER) 2, L2 R OARANCE T 21RO EMTE & LT
BESNTWVWDZ &,

#

o [ERMFFESE 2 FOWMIHEZIE T L2121 5 FELL EOR AIBEDEERIHE %
IToTWBHZ L, 9B, 240 FiT., BNARYIEEZ £ & L BRBESESOHE %2
ToTWVWBHZ &,

o ERIGRFFIIGE 2 FOMMIHEZE T L72i&IC 5 4R Lo BRI 2R O i
IRIEBRZ A L TWD Z &,

© BRHNOERLEFEREHDOEHNIZOVT

PR A 1 R BRICAEF 9 2 FEE DS E S v, BRSO OB D, Ao - &
eI OB B DNERTSF ISR 5 iRt AFFRNEE LTSS OWE
FH . FEPRESPIATON L EHINE->TNWD Z L,
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® BHWEH~DOXZIZONT
@-1 BEWERRBREOXEHICEET 2 B

M MR B O EEARBIEANIA LZBRIC, 24 FRRZHEIEHI O T, Yakhisx X
IE SRR (23T, B L2 BIERNCS U CABREE L O CT % O EIEH ORI 24
TR AEORERNAY B IS, B HICRIG ATREREHI N> TS Z &,

@2 EENEERICLIAEFSIGICETIES

DS ATSIRICHE D 2 BB 2 Jnik e O RE 2 A T D BRI FE DRIER =4 Y v 7/
EHROIEIRDOA T J—= T 2ITWEIRE & HFREA LA TE 5 F— LEEFEKS
i SILTND Z &, 223, BIIAHIZOWT, NABE & ZDOFRICHSITEm ST
WhHZ L,

@-3 BIERHOZWLRINITE LT

AWER (FEMEMREIINZ . KRIBK « /DK - BEO TR, BUEAFR - A2 - iT
MEREREE - R - B LPEARAE 2% BHERERE S (RIS RIEMEB K. SRERIRERSE) . N
SRS (MRS, FRERRE, RIREERE) | 1 BERRE, 58905
K. IR - FRBURMEIE . DS, AN RS REAR 2, EE O &S (Fhaafh 3R it
REAE . B RS REEARIE R, ZTALEE, JEHRIEIESE) | infusionreaction, f¥7% - HlfEESE -
BRI . BEIEMEE, MREE (X5 2 « NU—EERES) | L%, EBE2 KR
(G RO PESR B . IR IR L, SREFEREE . MERERIERIESS) | A D H K,
MERERIEMRE, FEZE) 1SR LT, Yakhisk B g O M2 44 5 = Af
EEPEEL (RHEHOZWoXSICE L THREA OB EZ T ONOEMHICH L L) |
B HIZHE B 2R LE S T E DRH DB > TND Z &,
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5. ENRLRDLBE
(2B 5 ]
O TROBEICBWTAAOHEI REN TS,
o AETFIRIERE O 220 R OYLHRIEIE O & 2 ARIB OB A RE 7 I R A
o SERUIRFEOAT—VIB, IC "2 3m ™Y oFEERAEEE BT D15
(PSR
7%, BRAF WG TEREZAHT HHFEITB W TIL, BRAF EANC X 5168 S &5
THIE,

@ TR Y T DARBNOPE K OE IR HOW T, AFI O ZMED MRS SN TR
5T, ARRNOEGRG L 725720,
o fhOPrEEMEREEAIEOFH L TG SN BHE

[Zz 2B 3 % F1H])

O TRICEYTIIEFIIOVTEIARKOEGNEED L SN TNDL I EnD, H5 51T
DRI by
o KRAIORSIR LIBBUE OBEERE O & % B

@ IRFEETOFHEIC BV T FRRITE Y T 2 BEF T OV T, AFOHF IR S e

D, MOIRFERPUL A 2 WG EICIRY | HEICAAZEHT S22 L 2BETE D,

o WEMEMREDEH UIBED & 5 B

o JlOEE AR A CRE R 2 58 D BB K ONE B 0 Jil S i ik 2% <0 e M it 2%
FEOMMIZRIEMEE R A BN D BE

o BACREERBOADE UTEMHEM A L IXFERMEO B R R OB EED
b 5B

o EEEBHIE (GEMEHIaBRELZ &) Ob 5B

o FEEOBY IR EE AT L RBE

»  ECOG Performance Status 3-4 /3 0 &

(£ ECOG ® Performance Status (PS)

Score E#

0

< PR AR TE 2, FWATL R U R AEENHIRZ: <ATA 5,

PIRRIZIE LWEENIHIBR S5 208, BTAIRE T, BAEESMHE > TOEEIITO LR TE D,
Bl G, EREE

BTRBETH D OHOEID O Z L1 3T X CTREEEAMEEIZTE 20, HHF D 50%LL EIZxy RAVCl 29,

ROENZHDOHFOEY O & LNTERY, BHFOD 50%L L&y Rk Cila =3,

W IN

AL TRV, BOOHFDOEY 0 Z L3 TEARY, BRIy R+ Tl
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6.
@
@
®

BEIZBELTERTREFHE

NG SCESITIN %, BEIRGEEE MRS 2 RIS & AR H O Ret: K OVl 146

O DI HE R EREZ FICER LTRSS Z L,

TREBRARIC N D . B XL E OFRICAIMEL et x +aP L, REZ5

ThoEGTHZ L,

EREWEH O~ T A MZHOWNT

o MEMMERENRDLLDLNDZENRH DD T, KFIOFRGIZHT=->Tix, WIHE
W OB, PR R EE, Wkes) ORERE & OWE X SRt o F s, Bl +
FATH 2k, 7o, RIS U THRE CT, MG~ — 0 —%OME % IM7
5k,

e infusionreaction 3% HDOID Z &N d D, infusionreaction N3FRD HITZHEIC
E. EURALE AT ) &L b, ERNEIET D £ TREDIRIEE oy Ic s
THI L,

o FUIRERFERERRTE . T ERAEKEREL ORIBHKERER L LN ENHDHOD
T, AHIO B H-BAERT K O G- R S 3 E RSN WS RERR AT (TSH., bz
T3. ¥ T4, ACTH, I =L —VEDHE) 2 Eiid 5 I &,

o BUEMK. AR, IFEREE. TR, bR ERN O bONDLZ EnH D
DT, KHNO¥G-FRLERT M OF G-I i3E eI I péREiR & (AST. ALT,
y-GTP, Al-P, B U LBV EDRE) Z2Ef+5Z &,

o SEIEE (IMERLOIMEEREREET) HEOEERREENRS LD
ZERHLZOT, EMHICIROBE OFRAMGET 52 L, 2, BROBRFEMN
RO OLNTHEITIE, EONCEFEEZZ2 T2 L) BEZEET L2 L,

o AHIOBHIZXY . BEORECITENT D LB X D DEE A R BORIE
BNHLDLNDZENH D, BENRD LN GEITIE, BELEFRIISUT-
B ) 72 ik & RRBR A RO BE AT & EHE U CE bR NIRRT A TV, IRE D
BOSZ X B EIWER D St 23581015, ARRIOWRIESUTH IR, K OFIE EE R
NELROBRGEZEBETHZ L, B, BIBRERLVEYOKEIZLYEHE
M OYEEDRFRD B WAL, B BE ARV o LIS O S il 80
HLEET DL,

o BT, HORRN Oy ARGE L COLEWERANEER TS Z 0855720,
AR OG- THIZHEWER OB SITEET D Z &,

o 1 BUBESRIE (BUE 1 BUBEIRIFR A i) b Db, BERFEMES TV R—v A
WZEDZENRBHLDOT, Ag, EL, RHEOTEROFEBRC MM ED LA+
ISEBTDHZ L, | BERBE NSNS A3 EEFIE L, AR )
H OB HEOMY R NELZITH Z &,

RIGUIBRARE 22 B BAEBF [T 2 BT, AAIOERHREBRIC BT, &5

BAa 5 3 I HUN, ZH AT, B5BE2 5 1 AR 6 A Z & ICHIMEDRT

MiZ1T> TN Z L EBEIT, RFIEGTIXEMNCHROMREITH Z &,

SEAYIERE O M RAERE ~ O AHBRE & U CTHEMT BRI, AAIOERK

AERICBWNT, HEFBAOERBERET 12 BRI L T 6 7 AMZ &AM
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DI AT > TN Z & 2B E I, KA OG- PILEHHN N BOMREZITHI Z L,
k. iRk L L THEMT 2561013, AROKRGHEIE 12 ZAFETLE
THZ L,
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REFEREETA T A v
Novnl) X=7 (BFEERZ)
(BRF4 : A b —& SEEE 100 mg)
~FEHH~

SMM3FE12 A (S 745 AUET)
BT EE




B &K

XL DI

ARFN DR, TERBET

Ji PR A

HiE% 2 DT
WG L 70 D B
BHIZE L TRHET R&EFH

Sk

P2
P3
P4
P14
P16
P17



1. ICHIT

IS DAINE « ZEMEORERDT- DI, IAISEIT DB IEZR AR Hivd,
SO, ITFEORFEINOMEANT LV | GURBESRES 72 & O 728 ERR P EGR
NHHT, ZNHDERZEIOVERBFI T 5 Z L R OMEL 72> TRV | #AME
HEE UCROEATTEF 2016 (R 28 4F 6 A 2 ARMRRIRGE) ICBWTH, o EEMLFED
M OREMHEEZXD Z & & STV D,

FHERBSTFIEIE L, EERSZ T 1 7 7 A VDBHF ORI E BN R e b 2
ENBHD, DD, AR OZEMCEET DM+ 0&fE T 5 £ TOM, HaZEELD
BREZBZTH 2 ENHIFRF SN2 LCTHERT 2 & &b, RWERREL L 72BRIC
BRIkt & D 2 L AR — B DB AN e T ERMERE T T2 2 E N EHETH
Do

LI o T, ATA FTA T BAREESL N ETIIHE LN TV D EFHESN) - #
FHIRMICEL S E | LU T OBERESOGiE el ] A HEtET 2880 b LB B B2 7 O
BEHHZ R,

B, ATA RTA A%, MIATEGENER G ERISERRORRRE, ATSHEEIEA B ARG
Trras, —MFHENEN BARRNBHES K OESHENEN B A ANRIEE 720106 &AFR
L7z,

RS L 7 HES XA P —ZSEEE 100 mg (—%4 a7 n ) XwT (E
R z) )

MR ERDMEUTHE « T - BROFERE

NG LRAMEROAE - LOFEMEEA & OfFHIZB T, #E. KA, A7
0l X~7 GEEF#Hz) & LT, 118200 mg & 3 #HEREE
E 1151400 mg % 6 WK T 30 0T CRIFEERET 5,

Bl IR T ¥ & MSD RISt




2. ARIOFE. 1EREF

XA ML—FRifEE 100 mg (k4 : XAT7 R X7 GBETHBEZ) . BIF
[RHI LvvH, ) 1%, PD-1 (programmed cell death-1) &Z®D VU > K Téh b PD-LI
K OVPD-L2 L Of G HEHAET S, & MbigGs £/ 7 v —F AHRTH D,

PD-1 #RF& 1T T AlAE G022 BE RS 2> D Rk D 7o DI 03 AR 2SR 3 2 32 72 Sz il i
AA »F T, PD-1 1, HEEZRREICS O CEER T MiaoMBRmIZHEI L, 3w
P2 B % B Lo AN BE ST ) 72 g RS 2 42, 372 5B, PD-1 12V T R &
BTHZ IRV PRI L B P nEE RICHIET 5%/ KTH S, PD-
Ll OEFMEMKICBT 2RIUTD TN THLE08, < ONAMIETIE T MiaOE X 240
ZHIFELEBENCHEIL TN D, BDAMIBIZEITS PD-L1 OEFEEIL. B, W
Jer . FFAAEdE .. DNELE. FE/ANAENE R E O A RN ATTITRARK-THD . K
AT OMBEERRE I TWD,

BELD 8 v DEGIRIT1% & PD-L1 FELOAEBEAMED S . PD-1 & PD-L1 OfRE& IFNEL D
TR BRI C B W CHEREE 2 Z EAURBRINTEY . Bz RN ATEEOER &
LTHIff ST s,

AFE, PD-1 & PD-L1 L OPD-L2 Offi U B> FOFEA#LET D Z Lick ., &5
WUNBREE R OISR RIS ENE T U o\ BRETEME L S8, PUEE e 2 Fin b
T5Z & THRIERGSR AT D,

AT VEFREFELT 365 < B D ST & 2 BIESER & & L, B TS
B B RN B B, ARIOR G RO E% 01T, BEOBSRE FAIT, B
D BT AT, B L7 BTSSP p 7 Ak & RRBR 2 B [E T & e
U Clb R BN 24T\, WIEORRERISIC X B BUERAEbN 2 B AT, B
BUEL L LRI D $E G A D ) AL B A AT 5 D B B,



3. R
HELT « FHIE OF B OAGERHCEHM 21T » 7= T/l BR O sl 273,

[ 2hE]
O [EEEHLFEFH MRS (KEYNOTE-775,/E7080-309 #&5k)
7T FF E e G AL B O & D UIBR A RE A 1T - B O T EIREBRE 827 f
(AARAN 104 &2 ETe) ZREUT, AFI200mg 3 HERMME (LT TQ3W) &wo, ) &
B onNF=720mgl H 1 EERGOHMRE LT TRA/LoARNF=T] L), )
DAEINER NLEMEN, ALFRE (RE YL e IR 7 ) Z%8L) xte LT
BREt S vle, FEFHME B IXAAEAEE (UUT T0S) Ewo, ) K OVEERE A 17 1] f
(LLF TPFS) &\ 95, ) & &L, KA/ Lo n"F=71, b5k e i LT 0S KO
PFS ZAREICIER L7 (&1, K1 KUK 2) .

F1 AERHE (KEYNOTE-775,/E7080-309 3Ek)

KH/ Vo R_F =T (bR IERE™
(411 1) (416 1)
e [ A ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5, 12.9)
0s™ NF— R 0.62
(95% CI) (0.51,0.75) —
P ffi*s <0.0001
R [ A ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™ " N R 0.56
(95% CI) (0.47, 0.66) -
P fi*s <0.0001

CI: {ZHEXM. *1 : &A1 200 mg 2 Q3W, Lo A"AF=720mg (&) %1 H 1ETERSLZ,
#0 R¥ YA ET Y 60mg/m? % Q3W, I /7 U XX &/ 80mgm> a2 —A (1 2—A28H
M) o1, 8 kW15 HEIZHE G- Lz, *3:202010 H26 HT —4% 1> "4 7, *4: Jgh] Cox
FINY— REF ML DI0FEE (FRYALES XTI 7 U Zx L) Lok, *5: @hlo
7 U RE, *6 : RECIST WA K7 A > 1.1 fRICHKS < B ML A g E




100
90‘_ N
80 o
70__ \"'\

60 \‘\
B 50 - .
JLh ;

30 ] "‘Wﬂ,_.h
20 ] A — —
10 ) [ — ZH#I200mg Q3W RULVNF=T
0 1 ———Iﬂ:s?ﬁ;ﬁl | | ' . . .
0 3 6 9 12 15 18 21 24 27
477RR (A]

at risk#%

FE200mg Q3W KU

LYNF=T 411 383 337 282 198 136 81 40 r 0
{E2EE 416 373 300 228 138 80 40 11 3

K1 OS ® Kaplan-Meier Ei#f (KEYNOTE-775,/E7080-309 3X5%)

100 -
90 1

80 -
& 70 \

Meo|
f 50 \
8 40 - ™
g_q] 4
§ 30 "\
20 .
10 \_'_"‘—“»»—h+_,_

0 l . .

— AH200mg QAW RULYNF=F
e e {GERREE

0 3 6 9 12 15 18 21 24

at risk#4 EIEESFHAR [(A]

FH#1200mg Q3W KU
LYNF=T 411 316 202 144 86 56 43 17 6

{EZEE 416 214 95 42 18 10 4 1 1
X 2 PFS @ Kaplan-Meier #i#f (KEYNOTE-775,/E7080-309 #X5%)



@ [EEILFEFHIHEFER (NRG-GY018, KEYNOTE-868 #{5#)

(LFFIERE DI AT - RO FEARREE 2810 # (AARN 7 HlxEte) ZXRIC,
BEDOI A~y FEHE (MMR) OIREICH-SE% MMR IE% (pMMR) (588 f3) X%
MMR K4 (AMMR) (222 #) OEMBNZ, AKAF EALF8E OX7 U2 X2V
VRS TF ) & OPEREE R ONF D% OARFIBEAEES (DL TAKIRE vH, )
DA 2D 77 'R LALFIEE L OUFABIELR OZE D% O T 7 Rk b

LT TR EWo, ) ZxtBRE L —EHemABR TR SN, EEHMbE
HI1X PFS & &4l1. pMMR OV AMMR OWTHOERTH ARKFIBEL T 7 B RRE L g L
TPFS Z#HEIERE LT (F£2, K3 KO 4) ,

1 IR AR & U PIRIEEN & 2 BEDOGE . Y b RIER TR 12 DA %8

Z T3 LI I ANATRE & Sz,

0 T OWT NS T 2BEDRRG L ST,

» RECIST ver.l.1 2S5 | E T HEIH A %= H 3 5 International Federation of
Gynecology and Obstetrics (LT, [FIGOJ ) 43%8 (2009 Fhi) THIIXIVA
PECEUNY

»  RECIST ver.1.1 {23 < JIE FTRESRZ O F 2 [ 72 FIGO 4348 (2009 i)
IVB 1 3L FE 58 O 15 A8 FR

*3 0 KA 200 mg QAW &5 (=2 —AD 1 HHICEE) L7 U ZXE/L 175 mg/m? L

JER IS DT/ 7 ) 2 XL OfMEGEN TERWEFICH L TIX, FeEZxEL

75 mg/m?> (HAR(X 60-70 mg/m?) XIT7 V7 I AL 7 Y X )0 175 mg/m? D5

NA[BEL Shiz] R OH AR T T F > AUC 5 mg-min/mL F4EDJEIC Q3W &5 (%=

—AD 1 HEIZERE) %6 a—AhH L, Z0%, HFHRIELE LTKRHAI 400 mg 6 18 [

b (LLF TQeW) &wvvo, ) THE Lz GRERBAAARE, HERPRIEM OARANL 200 mg

Q3W H G- Th - 7=78, Bk T 400 mg Q6W #H G (AT i) |

*4 . 778K QAW KL (Fa—AD 1 HAICKE) L*3 LR—DL¥EEEY 6 2 — A &5

L. TO%, MFREL LTT 78R QoW T E Lz GRERBALAR:, HrpiRikiio~

TERIZT QW HEELG Th oo, AT T QoW & EIZEHT In7) .

#2 PFS"OBMERE (NRG-GY018, KEYNOTE-868 3X5:. MMR DIREER])

AN R
Lk Y 2 ﬁ
MMR D 15 % FRAE LA (95% CI)
(95% CI) .
P fi"S
. 13.1
AR 294 (10.6, 19.5) 0.57
pMMR 2 (0.44, 0.74)
PSR 8.7 <0.0001
77 AR 294 (8.4, 11.0)
‘ NE
K%Uﬁ 110 (30'7’ NE) 0.34
dMMR™ (0.22, 0.53)
PSR 8.3 <0.0001
7T REE 112 (6.5.12.3)




Cl: 1Z#XH. NE : HEE R,

*1 : RECIST A K742 1.1 BRICED < 1BBRHE Y A E .

* - FEANTRED T — % 12022 4F 12 H 6 B bA 7, *3  FRENTRED T — & 2022 4F 12
A 16 B v b4 7, *4: @H Cox N — RET ML DT T REEE OLEL, *5 : JE@hlo

7T T RBE

1007,
90
80 -

— FRIEREEE OHARE
TS ERE(CPEEE DHARE

HH-

at risk#%
FHCEBECOMAEE 294
TRt EELOHBEE 294

X3 PFS @ Kaplan-Meier B} (NRG-GY018,”KEYNOTE-868 3&%)

12
HIEEEFHE A]

57 29
36 15

162

144 4

(pMMR D )

100 -
90 -
80 |
& 70 .
$# 60 . |
il 50 -
) %
i 40 - Rhi e
mé 307_ FHE+ -t “E .
20 | — FEclsmreonmsz 000 it
10 FSuR e RE L DU REE
0 L i N S 0 O N T B ot i A N e B D M SO B S N T A B B R B R
0 6 12 18 24 30 36
m
at risk#y RS FHARI[A]
KR L EEEE DHAEL 110 85 45 24 10 9 2
TStREEEELEOHAEE 112 69 25 9 4 3 0
4 PFS @ Kaplan-Meier Bi#t (NRG-GY018,”KEYNOTE-868 38) (dMMR D HBE#)



[Zc4xtt]
@© [EBRIEL[R 5 I

#BR (KEYNOTE-775,E7080-309

alR)

HEFERIIAHF/ L o TF =T HE 405/406 5] (99.8%) . [LFHRIERE 386/388 5] (99.5%)
ICRO LN, IRRE L ORRMBAGE TE2VEEFERERRIT, ThXih 395406 4
(97.3%) K N364/388 1 (93.8%) (TR LTz, WINDRETREEIE D 5% Ed

BERNITERDEBY ThoTo,

#3 WThrORETHREEED 5% LOBHER (KEYNOTE-775,/E7080-309 ABR)  (LEMARNT 5 EMH)
I VAN .
zj/simﬂgrgn%lfs) ( 20 @‘IJ%C (%)
P (P prefened KRN Lo AT =R feemeisn
(MedDRA ver.23.1) 406 11 388 14
4> Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
EIEM 395 97.3) 314 (773) 6  (1.5) 364 (93.8) 230 (59.3) 9 (23
MEHR LY v AfEE
2ifn. 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEENE L R BRI E 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
[ i BRIR D E 20 4.9) 0 0 48 (12.4) 27 (7.0) 0
U o SERIE 15 (3.7) 2 (0.5) 0 26 (6.7) 11 (2.8) 0
I H BRI E 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
ML/ INBR D i 33 (8.1) 4 (1.0) 0 22 (5.7) 4 (1.0) 0
P53 U
FOR B RE TT S 42 (10.3) 4 (1.0 0 1 (0.3) 0
ORI RB AR T 222 (54.7) 4 (1.0) 0 0 0
B IR E
iz 34 (8.4) 4 (1.0) 0 13 (3.4) 0
N 29 (7.1) 0 0 12 (3.1) 0
(X 36 (8.9) 0 0 53 (13.7) 0
N 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
1PN 78 34 (8.4) 0 0 10 (2.6) 0
s 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
mEAES 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
Mgk 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
— % - RHREER OGN ORRE
e )9 76 (18.7) 17 4.2) 0 76 (19.6) 9 2.3) 0
57 113 (27.8) 15 (3.7 0 92 (23.7) 12 (3.1 0
IO JE 47 (11.6) 6 (1.5) 0 35 9.0) 3 0.8) 0
FEEN 26 (6.4) 1 0.2) 0 4 (1.0) 0
FiR R AR A
77?;; ieiﬂg;u/ S S 163) 12 (3.0) 0 4 (36 2 (0.5) 0
7T —EHm 22 (5.4) 6 (1.5) 0 1 0.3) 0
;jx' iila;iﬁi%;u/ h 62 (15.3) 12 (3.0) 0 12 3.1 2 (0.5) 0
Eg;%;[’]m VHRT 7 Z 27 6.7) 4 (1.0) 0 5 (1.3) 2 (0.5) 0
iR RRBRRRE AT, (10.3) 0 0 1 0.3) 0

Hm



wm m Ay B ( SOC: Bl (%)

System Organ Class)
%erj; & ( PT: Preferred A/ L AT = T e
(MedDRA ver.23.1) 406 {51 388 {3l
4> Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
U —EHN 36 (8.9) 20 (4.9) 0 2 0.5) 1 0.3) 0
U SRR 10 (2.5) 3 0.7) 0 23 (5.9 14 (3.6) 0
I R ER AR 17 4.2) 7 (1.7) 0 93 (24.0) 82 (21.1) 0
1/ 44 (10.8) 7 (1.7 0 20 (5.2) 3 (0.8) 0
R 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0
i kA A 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
R X O REE
FAKIROE 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0
B RU 7 Y'Y RifE 23 (5.7) 2 (0.5) 0 1 0.3) 0 0
s/ SVAVPN ik 39 (9.6) 3 0.7 0 12 (3.1 0 0
B #E R E & O ARk RS
B tiivR 87 (21.4) 4 (1.0) 0 17 (4.4) 0 0
ik 54 (13.3) 3 (0.7) 0 13 (3.4) 0 0
i3 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
R SR PR
TR AR 32 (7.9) 0 0 27 (7.0) 0 0
GIEVG] 55 (13.5) 1 0.2) 0 14 (3.6) 0 0
Ktk =2 —m 35— 9 (2.2) 0 0 22 (5.7 1 (0.3) 0
B K YRR
HEAR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
PR ER. MOERds K UMtk =
IR 77 (19.0) 0 0 2 (0.5) 0 0
I 26 (6.4) 0 0 7 (1.8) 0 0
B KOV TRk
JESE 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
fgfﬁi REFFANLA & 84 (20.7) 11 2.7 0 3 (0.8) 0 0
& O FEIE 29 (7.1) 0 0 7 (1.8) 0 0
% 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
R
i 1L 249 (613) 149 (36.7) 0 4 (1.0) 2 (0.5) 0

B, AF VN TF =T RUCB O CRIE MR S B (1.2%) . KK - Mk - &
FEDOTHI 50 11 (12.3%) . BEEOREHEE (PEihR EEERAIE, BRI AR R
ZIEALBE, FRIIED) 4 B (1.0%) . #RREEE (F7 2« NU—JEREES) 9 4

(22%) . BUEATHR « P42 - ITHSRERE S - T - BbMEARE 28 109 1 (26.8%) . H
IR RIS 237 B (58.4%) . THEEMHERERE 2 1 (0.5%) . BIEHEERT 4 4]

(1.0%) . 1 BUBERRIE 3 1] (0.7%) . FEHEREFRTE (JRMIE HVEIER J8. SRERIRRE R5E)
1361 (3.2%) . HEK 461 (1.0%) . sk - BEUHRARE 2 61 (0.5%) . BEAEMEE 1
B (0.2%) . Mgk - BEREZE 1B (0.2%) . SE IR 3 H] (0.7%) . Oz 161 (0.2%)
KON infusion reaction 5 5 (1.2%) 23R Hiviz, Fio, BEE/MmkbEE (G rhii/ e

9



WD PESEHERT, VERILPER L, AR,

ERRIERIE )

1 BRI A K O R 1

Hl b

oMo Te, ARWEMAREBRIUTIBEE SR (RAREMERE 250) Z2a Bt

RERT,

@ ERILFEFEMHERB (NRG-GY018, KEYNOTE-868 #X5R)
HEFERIIAFEE376/382%] (98.4%) . 77 BAREE375/3776] (99.5%)

TR & DR BRI

358/377 il (95.0%)

IZERD B,
HETERWEERSIL, T 365382 il (95.5%) K OY
IZRO LIz, WTIOORETHIEIEDN 5% EORWERIZ T#R

DEBYTHoT,
AEFESR, RIEH., Z2MRETFEOFEBES L pMMR KT dAMMR O %2 G5
LCTEH L,
F4 DTNLOETRBEBEN 5% EDOBIER (NRG-GY018,/KEYNOTE-868 :ABk) (ZaMMEirS4EMH)
ZF B Bl K o o (Soc: .
System Organ Class) B (%)
JL AR 3 (PT: Preferred . b
Term) AHIHE 75 R
(MedDRA ver.26.0) 382 44 377 15
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
RIVEM 365 (95.5) 171 (44.8) 1 (03) 358 (95.0) 120 (31.8) 2 (0.5)
MEFs LY R bEE
2. 178 (46.6) 53 (13.9) 0 162 (43.0) 29 (7.7) 0
B BRI 20 (5.2) 12 (3.1 0 19 (5.0) 8 @.1) 0
W Wk E
RO i p e T 23 (6.0) 0 0 9 2.4) 0
FOIR IR EAR T 41 (10.7) 0 0 11 (2.9) 0
H s E
s FL 112 (29.3) 2 (0.5) 0 90 (23.9) 1 (0.3) 0
T 110 (28.8) 5 (1.3) 0 103 (27.3) 4 (1.1) 0
HEL 146 (38.2) 4 (1.0) 0 129 (34.2) 4 (1.1) 0
A% 31 (8.1) 2 0.5) 0 15 (4.0) 0
/AN 48 (12.6) 2 (0.5) 0 37 9.8) 4 (1.1) 0
— % - RHIEER L OB G OREE
it 225 (58.9) 5 (1.3) 0 197 (52.3) 7 (1.9) 0
JRYLIE R & OV AR U
PR R Y 19 (5.0 7 (1.8) 0 3 (0.8) 0
B, hER L OWE A IHE
AL D i 42 (11.0) 3 (0.8) 0 43 (11.4) 5 (1.3) 0
R AR R A
TI=T ) T UA
5 = 5PN 42 (11.0) 3 (0.8) 0 31 (8.2) 2 (0.5) 0
TANRTE T I b
T 40 (10.5) 6 (1.6) 0 18 4.8) 0
M7V RAT 74
R 35 9.2) 1 0.3) 0 33 (8.8) 1 0.3) 0
M7 L7 F =80 39 (10.2) 2 (0.5) 0 12 (3.2) 0

10



oo AN .
@ B Bl K 4y # (sOC: I (%)

System Organ Class)
%erj; & ( PT: Preferred e 5 bR
(MedDRA ver.26.0) 382 377 15
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
U R ERE D 62 (16.2) 15 (3.9) 0 60 (15.9) 13 (3.4) 0
b HER B D 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0
RN &l 93 (24.3) 14 (3.7 0 77 (20.4) 7 (1.9) 0
R R 25 (6.5) 1 0.3) 0 16 4.2) 1 0.3) 0
i ERH s 97 (25.4) 26 (6.8) 0 107 (28.4) 23 6.1) 0
RS L O REE
Bex el Bl 66 (17.3) 1 0.3) 0 65 (17.2) 2 (0.5) 0
5 1 24 (6.3) 7 (1.8) 0 16 4.2) 0 0
K77 2 v e 22 (5.8) 1 (0.3) 0 15 (4.0) 0 0
&4 VU o AlUE 31 8.1) 3 (0.8) 0 39 (10.3) 11 (2.9) 0
&~ 7 %> 7 AffE 41 (10.7) 2 (0.5) 0 34 (9.0) 0 0
i NDRVFN ¥ 32 (8.4) 4 (1.0 0 14 (3.7) 1 (0.3) 0
B HE R d & OV ARk
A HivR 80 (20.9) 3 0.8) 0 97 (25.7) 1 0.3) 0
B 25 (6.5) 1 0.3) 0 26 6.9) 0 0
KT 25 (6.5) 0 0 20 (5.3) 3 0.8) 0
i P 61 (16.0) 2 (0.5) 0 52 (13.8) 4 (1.1) 0
U R 37 9.7) 2 0.5) 0 26 (6.9) 0 0
PR R PR
FREE D F 30 (7.9) 1 0.3) 0 28 (7.4) 0 0
R R A 26 (6.8) 0 0 29 (7.7) 0 0
Gt 32 (8.4) 1 0.3) 0 22 (5.8) 0 0
KiE =2 —m F— 98 (25.7) 3 0.8) 0 86 (22.8) 0 0
S 27 7.1) 1 0.3) 0 27 (7.2) 0 0
_ﬂﬁ‘r%gﬁ:lg nAT 117 (30.6) 4 (1.0) 0 113 (30.0) 2 (0.5) 0
MRS, HEds K OMGEhRIE &
BN 21 (5.5) 0 0 5 (1.3) 0 0
PP PR 34 (8.9) 2 0.5) 0 28 (7.4) 0 0
B ¥ K OV T AR Rk
B E 163 (42.7) 0 0 167 (44.3) 0 0
T 9 47 (12.3) 1 0.3) 0 34 9.0) 2 (0.5) 0
i 44 (11.5) 3 (0.8) 0 25 (6.6) 3 (0.8) 0
R /NITRZ SN 2 43 (11.3) 6 (1.6) 0 17 (4.5) 2 0.5) 0

B, AFBECRB W TRBEMEMKE 46 (1.0%) . KRB - /MG - BHEDO T4
(2.9%) | #higlEE (72 - SU—EEEES) 98 B (25.7%) . BUEAFZ - A4 -
HTHEREFEE « HTZK - BEALPENRAE % 91 B (23.8%) . FURMREERERETE 54 61 (14.1%) .
FEREREREE 2 6] (0.5%) . BIBHERERS 3 61 (0.8%) . 1 FUBEIRSS 161 (0.3%) . &
PRRERR T URAAERIEMER R, REMEERSE) 4 61 (1.0%) . Bx 1 61 (03%) .
R - BUBUHEARIE 2 611 (0.5%) | BEAEFHEEAE 161 (0.3%) . gk - BBk - FHEs 1

11



il (0.3%) . SE IR 2 F (0.5%) . LAk 1H#] (03%) MU infusion reaction 52 {5

(13.6%) RO LN, Fo, BEOKERE (PEMERLEERAIE, FEREREAR
SEMERE, ZTEALEE, FRRIES) | EEAR KRS (Rt i MO PSRBT .
PER I, FRIFERE, MEYEKIERIEZS) | EEOFH%, MEREBEGER L OHERITRO 5
o lo, ARVERMFEBURDUIIEESRS (RAMREERE 2 5T) 2B DERREZ R
SR

12



[FiE - =]

KB OREFEYIEE T VAR LY I 2 b —a 2k, KK 200 mg %
Q3W, 400mg % Q6W XiX 10mg/kg (KHE) % 2 BRIME (LLF Q2w &), ) T
B 5 LTS OARF O Mg hIRE AR Sz, T OREFR., KK 400 mg 2 Q6W T 5 L
T=BR DRSO EHFIRFBIZIT 5 MG FIRE CLT TCapsl &9, ) 1E. AHI 200
mg % Q3W THH LTZEED Caess LFALIT D & FHIS NI (FFR) . £72. AKI400 mg
Z Q6W TG LIZBEOARKOEFIREBIZH T 2@ MmiE T IRE (LT [Chaxs] &0
9o ) 1E. AAI 200 mg & Q3W TEH L72BED Craxss & LB L TRl Z R & THIS 1L
ZHbOD, ARNBHEIZBWTHARMENHRE SN TS AL - & TH 5 A4 10 mg/kg
(KHE) % QQW TG L7ZBED Cras &L TIREZ AT & FHISHE (TH)
E Bz, EEREAEBRE 2 SRICAHK 400 mg & Q6W TG L7=iEs 56 1 AHiBR
(KEYNOTE-555 &) X067 EREICE S EYBRENT A—F1T, v Iab
—3 2 U ACE Y PRILEEEE T A —& LHEP L (F£) , A<, #&komiE
(CB U D HERRBRARIC S & . AR ORI &AM U3 et & ORE 2 i 5
BREE — SN TET VR S, AKI200mg 2 Q3W XX 400 mg & Q6W T 5 L7=E D
BRI & A ME UL e L OBEIZ W TRFT SN R R, ERROAE - AREOMT
BRI VRN 72 2R T 7 & TRl S T,

&5 AR DOEMENENT A —F

P - Cinax Cavg Cnin Cinax,ss Cavg,ss Cmin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 me Q3W" (58.55(,).519.7) (27.27?;8.1) (17.?,;'11 8.3) 91 .3?.984.1) (49.58(,).;1 1.0) (30.35?21 4)
400 mg Q6W! (123?24) (32.?)?;12.7) (10.11(,)'16 0.8) (145?49) (50.51(,).57 1.3) (19.%3(,)'230,9)
40(%§J1(‘2ﬁ6)w (1351.2,,6'10 316.4) NA (14.1:'?4}5.4) NA NA NA
10 mg/kg Q2W! (21;2323) <14;j141‘45) (1 1%1 ?21) (423,248133) (272,7282) (19;9;00)

T:n=2,993, 100 DT I = L—3 3 LY BH SR FEEO PR (2.5%45%, 97.5%48) . Cmax : #IEIES:
B ORE MG IR, Cavg : HIEIE 515 OFH MIEFHRRE, Con : FIEFERS% (A 70 2 BEAD ORISR
FE. Cmaxss @ EFIRREBICET DI MIE TIREE . Cavgss : EFRIRBEICRUT 2 FIIMIE P I EE . Cminss : EFIREEIZBT
% B AR i

1056 BRI (95%(FHE X [H])

§ 41 BlOKMELE (95%(5 5K H])

NA : %47 L

13




4. HERIZOWT

AFN D5 D0 B 22 W - FFE L, AAIOE G L EERRWER 2388 L 72 B
RN T D Z e T=H, LT OO~@DT N T a7 T a8 W THEHT &
TH D,

O HERRIZOWT

D-1 T (1) ~ (5) OWVTITEYT DR ThHDHZ L,

(1) JEAETEBREDRET 22N ARSI SRR (BRE I IR A3 A2 L U Be
HEAS AR RLRRRE,  HE)S ARSIl e &)

(2) FrEREREIRPT

(3) FRERFRINFNIEE T D0 AL (DS ARSI ERPT. 2 ARHOEEE
I IIRlE, 23 AR HEHEE I 7 &)

(4) ISREFREEARE L, S ARttt 1, SR LA iest 2 X
SN L PRRERSIREL 3 OBtk B4R 2 Jm H 24T © T 2 ik

(5) PUEMEREESAI T & BN O MR FEAEAR D B H 21T > T D itk

D-2 B OFHE R OFIWEAFR RO RS +55 72 ks L iR 2 FroEi (T3
DT IUDNTEE YT D ERN) 25, YR OARFNZ BT I8RO ET# & L CThRE
SNTWDHZ L,

#*&

o [ERIRFFIUSE 2 FOWBINHEZAE T L721%(2 5 £LL LD D AR DERIRIHE 21T -
TWbZ e, b, 2FURE, BAEYREEZT L LTICERIESGZOWHEZ1T > T
WwWnHZ&,

o [ERGFFEUSE 2 FOPHWHE ZE T L7212 4 FLL EOBIKRERZ A L T o Z &,
95, 3 FLULRIE, I AFHEIGO 2 A SRYIRIE 2 & T DS AABRIR DERRIHE 21T > TV D
Zk,

@ BENOERREHEBOAKEBICONT

IR 5 B AR S, SRS OIEIE D, AN - Zeatk
SEHAON RO I ORISR B IERE, AEERIR/E LA OmEEs, %
PSRN TN (KR > TV 5 2 &,
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® BIER~OXRIZONT
@-1  HEFREHICET B

MR RS O BEE RRITEA R AE LZBRIC, 24 RRRIRZIRIEHIO T, Mz X
VREEERIRR C 3BT, B LRWERNCIS U CABRE R O CT O RIVER OBEERIZ LB e
A ORERD Y A PGS, EHICKG AR AR A > T\ D Z &,

@2 EFRREEHICLDEEERMICICHET 2 B4

A0 5 B2 SR R R A T B R R E BRI T =42 ) v
EGOIEROA Y ) == 7 EATOIIRE L A§HA A7 T & 5 F — DEHAR
flESNTNDHZ L, ks, BABIREICOWT, DABE L ZOFIRITHMRMS TN D
z &,

@-3 EIEROBHTCRIRICEL T

BIEH (FEPERIREICINZ . KIG% - /NMEZk - EEO TR, BUERTR - FAE - T
PERERR T - T2 - BEPEARE 5, BPERERET (RMEFRIEMEE &, REREBERSE) |
WOl (P IRAERRERT . HURIRPERERRTE . RIBHRRERRTE) | 1 BUBERIR. 5E9
BRI, Ak - MUBUHRMRIE, R, WA ipkie~ &, BEORERE (hathRK
BOERIIE, BOWRIIRARERRE, ZIALBE, BIRIESF) | infusionreaction, MM# «
g - FHEAK., EIEMMEAE, MEREE (7 2 « NUEREEE) | Ok, HE
IR (S P MR PESR RS . PSR L, ARIFERES . MERTRIERAESE) |
HEOH R, MEREREBRRE. #25) (S LT, Uikhis SRR O R Pt
BT HEREEE L (BIERAOZBCRHGIZE L TRER OB 2= T b &I H
52 L) EBICEYIREN TE HEHINESTHND 2L,
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5.

BEMB LR DBE

(A2 B+ 25 ]

@

@

7T FFHUHN B G e DS A TFREL TR U - UIBR AN RE AR AT - B OB RS R
FIZBWT, ARANE Lo NRF =T AN E OB S THEIMEN RIS TV D,

(LR PRERE D72 LT - RO FERERFICBWT, AAIE X7 U XXV K
WO NVRTZF o b OOEAEE N OF D% ORFEME G O ZIMEN R ST
=

TRLCHEN T 2 BE T3 D AAN OB K O FIEIZ DWW TR, ARAIOAZPED
MELISNTE LT, AAIOFEGRG L2720,
FIGO 7348 T H K O T oD F8 A
OXITQ TAFNDAENT S TUVRWMBOFTENEEEA & OfF S
EFIERE D IRNELT « RO FEERBEF IS T 2AR7 L v "F=T 20
FatE & OOFRES
fiir i fili Bh R 1%

[Z2&Eiz B4 5 FI1H]
O TFTRICEZYTHIEECOVWTEHAFOFRENED L SN TWDHZ b, H5%

1T &
AHN DR xF UIbBUE OB EIED & 5 B

@ WBBRATOFMEIZ B W T FRICEYE T 2 BF IOV T, AFOFEGITHLE S g

WS MOTERERIREA WG EICIRY | HEICAAEZEN T 2B E TS
60
FIEPENIR S DA OF SUIBEE D & % /B

e B G i A TRV R 27880 £ KB K ONE BN D BUR Bl e O Gt 28 55 oD
W ZRIEMEZA LD 2 DL D B

H OEREOADE, XIXEBMHEMZE L TR0 B CE R B OB &
% B

ges el (LR 2 5 Ty) Db L BE

T DG SUTE R 2 A 5

ECOG Performance Status 3-4 "V o

(ED ECOG @ Performance Status (PS)

Score

EFR

0

< MER GEBTE %, FEFETL R U HHEAERNHIRZR UTZ 5,

1

PIARRIIC I LS ENIHIR S D23, BITARET, BEAEEEE - TOMEEEATO 2R TE 5,
AN S NE S

BATHRECHOH ORI O Z L33~ TRELEBMERITITEI 2, AT 50%2L EiF~y R Cild 29,

ROENZHOOHFOREY OZ & LNTERY, BFO 50%LL L~y Rk il 27,

Al

LT RV, HOOHOEY OZ L3 TEARVY, BRIy R+ il 27,
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4

BRECELTEETN&FH

O I SCEFICN A, ROERCER PRS2 EREF TS EARF ORI & OV IE
DT DI B R WA+ B L T2 2 &,

@ VBRI D, BE XE OFBICA R etz +adi L, FEL
BThobETLHZ L,

@ ERBMEHD~RT AL MMZONT

o MEMMEENLLOLNDZ ENBDLDOT, KFOBEIZHTZ > TiE, HIHIAER
(EG0dv, RN, k) OfGER O X SREOEMmSE, BlE% 7
11792 &, F7o, REIIS U THE CT, Mif~—h—50mELFEHT 52 &,

 infusion reaction 23% H I D Z A3 H 5, infusion reaction N3FE D H AL AT,
HURAEZIT D & &b, IERDBEIET 5 £ TREOREZ +0IcBlg+ 5 2
L,

o HURIRBEREREE . TERMAEERERORIBHERENS ODOND Z ENHDHDT,
AFN O£ 5-BRIART K O G- B P E I N W ie R ds (TSH, 158 T3, iF
Bt T4, ACTH, ML= F Y —VEoflE) Z2E 52 L,

o BPEMK. RS, IFHREREE . HREOBILMEIBERRNHL bbb Z ERdb DD
T, ARANIOBEBRLART & OG- B I3 E I gRER & (AST. ALT. y-GTP,
Al-P, BV LB EDORE) BEMTDH L,

o SEIER (IR ML BREXREZGT) FOEBRIREENHODNSZ &
BHLHOT, EHMICIROBEOFELZHEZR T 2L, £, ROEELIROL
NI EITIE, HONICEREE A Z2 T Lo BEEHRET L2 L,

o AFOEHIZIY | WEOREINIER T D &B 2 DDA RERSOHREN H
LMD ENDHD, BENBDONHEIIE, BB LEFRIIS C-EM
TR & RRER A RO R AT & U CE O R ER BRI ATV W ORERIGIT K
LEWER gD 256 12E. AFIOKRFE I I, R ORIEEE A VE CHIO
BHEEZEZBRETDH L, b, BIBREFRLVE L OREIZEY AWEROSENR
D BN WA, BB E RV LA OGEIEIFI OB EET 52 L,

o WHHTH., FRRNOSE I ARB L CHLEWERANER T ER”b 572D, K
FOLEETHRICHEWERORBUZ S ERTH 2 &,

o 1 AUBERRSE (BIE 1| BUBEIRIS 2 & te) b Db, BEREIES BT v R— R ICE
HZENBHDHOT, O, EO RS OEROR B M O LS ER
T5HZ &, | BB RBEAREDN SIS 2RI L, 4 R Y CRIFI O 5
DG RIE AT 9 Z &,

@ AFIOEERRERIZIB VT, KEYNOTE-775,E7080-309 55k CILMAELEIL TS 8
AR Z & (BRI ERGEIT X W EED) ICEMEOFHMEiZTo T2 &, K&
Y NRG-GY018 /KEYNOTE-868 B ClIf A0 9 B HIX 9 W Z &, ZDkiE 12
W Z B DMEOFMI 21T > TWe 2 & 2B EIC, AAIR S I3 E I B

17



A TR ORER

18



XElEREET A FF A~
RA7Tnl X< (BinFiE#z)
(R4 : A4 F—& BmEEE 100 mg)
~BWEEELTFERE (TMB-High) ZF T 2ERE~

S4aE28 (SR 785 A%ED)
BT EE



SRV

A e

T CHIZ
AHNOFFE, AERET
P R

)5 4 el ANE
BeHXI5R LI D B

BEIZER L TRHET NS FH

P2
P3
P4
P8
P10
P12



1. XLHIC

RS DB - BRMEOREROTZDITIE, T SCEEITIE S ol B2 23K
BND, SHIT, IHEOREREROMEHIC L0 | PUREIRS 72 & OEH 7287 BE A%
FPEIREDARIND T T, 2O OERGZ FEICHNE 2 BE IR 2 2 & 3 EE O
R & 7o o TRV RIFMBGER & EOFAR T EE 2016 (AL 28 47 6 H 2 H MREILE)
IZBWTY, EHMEENEOHHORBEHEELZXS Z L SN Tn5,

BORVE RS FFEE R S L, I E SR 2 7 0 7 7 A U RBEFEOERK S, & 5 )M R
RHZENDD, DD, AIEROLEMEICET D ERN 0S5 £ oM,
MHEELOBEERZIT D ERPR SN BEEICRH U THEHRT D & &b, BIE
RN U= LB ekt 2 & D 2 & DAl B 7R — i OO B % il 7= 9~ [ ek B <
THILENEETH D,

L7eBoT, RHA KT A4 Tik, BIRERESC 2N E TIZE LN TV D EFIRFR -
Blpr R S & | LT OEIE S O feid 72 2 HEET 2 8L 80 b WE R BE B %
FROEERRZRT,

BRI, ARIA RTA 0%, MSIATBOE N ESE G ERE AR O, A FEARAR
BRI . — AR N B ARERR A E S K O FE N B AETRIR 2 O )
D EERR LT,

WG L IR DEIRSL L XA M —F SIEERE 100mg (— %4 - AT e X~ (Efs
THAHZ))
R ERDMENIHNE « DAACFIRIER I THEE LSO ESE G A %S (TMB-High)
AT HET - R OB GEER 22D N5 511 D)
MEERDAERORE - BH. RAIIE, a7 o) X~v7 (Baikz) LT 1
1] 200 mg Z 3 @ RIREIE S 1 B 400 mg % 6 ¥ [E[ERE T 30 45
DT T RIEFET 5,
2% F . MSD #RUEtt

B E

el




2. KFNOKE, 1ERBF

XA M—F JEHE 100mg (—f%4 : XA T7n ) X~v7 BIEEFHEZ), DU TR
Al &y ,) iE, PD-1 (programmed cell death-1) &% @D U &> K CTH % PD-L1 LN PD-
L2 L OfEEZEHEET S, v MbigG4 £/ 7 a—F L8Rk TH 5,

PD-1 B I&IE T HIBR 002 B RS 2> & KA 5 72 DI 08 AR SR 3 2 3270 5o 22 il 18
AA wF T, PD-1 1%, EREZRRBICH W CEER T MifdoMia£micgE L, 3%
P SO e 3 T AL T e g FOS 2 i35, T77eb 6, PD-1 13X T REfS
BT DI IR VPRSEBRIC L DV T IVBRERZAICHIET 2 BRIETH D, PD-LI
DIEFHMICHB T 2RI DTN TH L0, 2 ORI TIE T Moz 2
DI EEENCHEL L TV D, DA D PD-L1 OB, B, Pl
JEMEREE . URELEE . FE/ N7 & O 4 e N A TTHRARKFTH D | ARWAEFR
& OFEBMEDHE STV 5D,

BELDIN A DRI 1% & PD-L1 FBLOFABEL S, PD-1 & PD-L1 ORI IIEE
OFIEFREZ B W CEEREE ZH ) Z EIURBINTEY | #iize BN AIREOER &
LTHIff STV 5,

AANL, PD-1 &£ PD-L1 X OPD-L2 Dfifi U 7> ROFERELEST 52 Ll kv, JEE
W NBREE R O SR AR EM: T U o S BRZ2 7ML S8, U 2 BiS b
T 52 & THIEG IR Z T 5,

AHNOVE RIS BE OREERIG L DBIERSEN S &b, BE XTI
BLOFREMENH D, AANOERGH R OEG%ICIE, BEOBIZEZ /72170, BE
O HLNTEGAITIE, BB L7 FRITIS U7 P 70 ik & R BR A FF ol & i L Cil
U7 8ERIZ W 21T\ B O RIG X D EIER D SO 5 5E6121E, B EE AL
EUHIO B EOEG) IR IVE AT O MR H D,



3. ERERARAE

S AACERIE R I U T @ ES s AR E (LT [TMB-Highy £\©9,) 2FH
T HHEAT - RO E GEERN RN RG] ) OEGERFIZFHEI 21T > 7=
F KRR ORE &R,

[H2hE]

FEI RS AL 27 11 ARFER  (KEYNOTE-158 #5%)

(LFRRERE O & 2T - R OEEEE DA L2507 A~L D& 70—
TR UNTH] 200~1,595 #) )BT, AAl 200 mg 3 EMFE CLT TQ3wW] &
7o) WG OHENER VLMD Sz, KAIOFZMEIL, FoundationOne CDx |2 &
Y TMB A =2 7" /3 10 mutations/megabase (mut/Mb) LA E & 5HiH X754 12 TMB-High
EHIETDHZ L L L, TFIENICHES T, T —7 A~JIZRER SN B EEE IO
W TTHENT DM T T,

TMB-High 295 102 ] (HARA 6 flZ5ETe) &K TMB-High Z4A L 72\ 689 f
(HARN T flzgte) 2B 5, FEFHMEHEE CTH 5 RECIST #14 714 > 1.1 hfRiZ
S HFIHEIZ L 2 FZNFEORE 2019F6 A27THT—X 1y b47) TR 1 DL
B ThHoT,

*1 —RIBIE & U CEEERICEM SN TV A eRIEIE N HEZE THW LTV D T
R R OV B R8T % G T TR\ IR UME SRR AR 0 JREE D3 LA AL B Tz,

¥ EKITN—FIZBNT, TNENRLUFORERHAEAN BT,

A BLPE R ERE) . B : HERE (HEXONEORE, 7272 L7 7 — &% —RMRIES

ZER<), C:ffi, B, DG, FEG. B QRN R Sk ORI IEE (55 bR S

IAERIBIRN S WAESS) . D - RN (RESOIIXMEREE 2R<), E: E%E (R

SRR . F oA ORSEERCE) . G /g, H: FRE, 1 RS, T MR

B (WIESOIFEERERE 2 R<) ., K @E~A 7 a¥7 74 bAZEME (BLT TMSI-

High| &9 ,) 267 2 THEEE (G5 - B A2 R<) . L (REOA) : MSI-High %

H3 HHETEE

*3 0 5% EOT LOVBHEE TRl S 7RI R K OFERIFRAE R 6 SRR RS D2 5
K OBEFN X IHERERI B RPN DH D EEBEZONAIEREZRW-H HEES -0 OE RO

(mut/Mb)
#F1 AR (KEYNOTE-158 35R)
TMB-High Non TMB-High
102451 68915
CR 4 (3.9) 11 (1.6)
PR 26 (25.5) 32 (4.6)
% SD 14 (13.7) 228 (33.1)
(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)
NE 10 (9.8) 66 (9.6)
R Eg;jcl;?) %) 29.4 (20.8,39.3) 6.2 (4.6,8.3)

CR : 55487540, PR : &84y Ze%h, SD @ %25, PD : HAMEIT, NE :

I ARE. CT : (R HE X

o PR E TR BRI TITER A 2 L & S, IRBEES 54212 Non-CR/Non-PD & 51l S U

-,




TMB-High # 3% 102 {5l (HAN 6 ffilz&Tr)) KO TMB-High # 4 L72\ 689

(AARN T BlZ2ETe) 1215, RECIST HA RIA > 1.1 FUIZES S PdfElc X b
DAFER DN ROFER 201946 H2T BT —4 v b4 7) IR 2DEEBY TH-
7=,

#F2 DBDABIOEDMRE (KEYNOTE-158 2X8%)

TMB-High Non TMB-High
7N AT B (%) #%h (CR+PR) BE (%) 7£%) (CR+PR)
102 4] (FhE (%)) 689 1] (FhE (%))
ANl 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
e SEP 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
1 NI 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
L 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
AR 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
PR PN 50 AR5 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
I Y1 AR 3 (2.9) 1 (33.3) 79 (11.5) 3 (3.8)
FOIR e 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
R i 1 (1.0) 0 84 (12.2) 9 (10.7)
JIEBIER 0 — 63 (9.1) 2 (3.2)
—  HEEART]



[Zz421E]
[EBRILFEEE M AEEER (KEYNOTE-158 ##%)
HEFERIT 103/105 1 (98.1%) (2. BITEAIE 67/105 5] (63.8%) IZ#8H LT, L
N 5S%LLEORWERIZT TED LB TH o7z,

K3 RBEDN 5% EORIER (KEYNOTE-158 RER) (LA X 54EM)

BRIy ¥  (SOC: System Organ Class) B (%)
JEAFE (PT: Preferred Term) 10541
(MedDRA ver.23.0) 4=Grade Grade 3-4 Grade 5

EIEM 67 (63.8) 15 (14.3) 1 (1.0)
Wi

R IR P RE U E 7 (6.7) 0 0

FIR IR REA T 13 (12.4) 0 0
B ks

T 8 (7.6) 0 0

L 6 (5.7) 0 0
—% - EFEEER X OGO

I 95E 13 (12.4) 1 (1.0 0

9 57 17 (16.2) 0 0
R L Ok hEsE

FARRER 11 (10.5) 0 0
B R d X O A FL AR 7

5 P 6 (5.7) 0 0
KRG F KOV Rk

Z 9 12 (11.4) 0 0

Sz 9 (8.6) 0 0

7k, MVEMERIRE 4 61 (3.8%). KRIBK « /IMEK - BEO TH 3 6] (2.9%). BIER
R T4 R RE R « 2% - AL MEARAE 2% 5 1 (4.8%) . R IRBEREIETE 15 41 (14.3%) .
R RERERETE 1 61 (1.0%) . 1 BLBEIRIA 1 6l (1.0%) . BHRerEs (RAME RVE MR % .
HRERIREF %) 161 (1.0%) KON infusionreaction 1 5 (1.0%) MF8®O LNz, T/, H
FEO R fEEE (PR e ARE, R EARE R, 2R, FREIES) |
PRRREE (7 2« NLU—IEGERES) | FEABEERETE . R, Mk - MRl fiRE, &
JEMIESE, BN - flilEg. S E DR, LR, HEEMEES (SN i M
PSRBT, IR, JRIFERES, MERRRIERIESS) . MERE RIEMERE L OREEZITRRO &
iR ole, REWERFEBURIIIREHEFSR (RRREHRETE 2 58) 23 0EHRE
N A



(it - HE]

RPN ORHEHEYBREET V2R LY I 2 b—3a 02k v, KA 200 mg %
Q3W. 400 mg % 6 HHIFK (LT TQ6W) &9, ) XX 10 mgkg (AHE) % 2 #HE[H
fkE (LT TQ2WI &9, ) TG LI-BOARAR O MG FIRES G Sz, Ok
H. AHI 400 mg & Q6W TH G- L 72BROARFN O & FIRAEIZ I3 1T 2 s FIREE (LA
T TCagss] EVVI, ) 1. AAI200mg 2 Q3W THE LT2BED Caygss & FEELT 5 & T
Shiz (FF) . 72, AH400mg % Q6W TG L =R ARHK D EHIRAEIZ I 1T 5 %
AEMIEFIRE (BLT TCmaxss) &V, ) X, AHI 200mg % Q3W THG L7ZEED Craxss
L CEEEZRT E TSN OO, HRNEFIZEB W TEAMEDNHER STV
LHE - HETHHAH 10 mgkg ((KHE) % QW TG L7ZBED Chaxss & L0l L TR
fEZrRdeFlEni (FR) ., &b, BERAEEE 25 5UIAA] 400mg % Q6W
TG L2V EIFRER (KEYNOTE-555 #B%) X 0 1535 7= F2MEIc 35 < Sipshne
WRIA=BFT v Ialb—ra ATk FRILIZIEDEIRE T A —& LRI L7 (TR,
MMZ T, DN AFEIZI T 2 EERBRAAR I IR D & | AHI DR & & AT %4
P & OB A RET T A IRESUGCTE 7V DMEEE S L. A 200 mg 2 Q3W XU 400 mg %
Q6W THeh L7-BROMREE & & A X3 L etk & O EIZ O W TRFT S =/ R, b
FEO ML - HEOM THIMEL LRI R 2R 1T & TRl Sz,

K6 FHADOEMBENT A —F

ik - Cinax Cave Coin Conavss Cavess Conins
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
200 mg Q3W! <58.55?'519.7> (27-27?38.1) (17;;,;'11 8.3) <91.97?'984.1> <49.5é(,)? 1.0) (30.35(,)'39 1.4)
400 mg QOW' (12;??;4) (32%5?27) (102??98) 042??49) (SOi?ZL3) (192?309)
4%25%%§W (B;é?gﬁ4) NA 0;:?29 NA NA NA
10 mg/kg Q2W' (212?823) (14§?T45) (11;}?21) (422?233) (2727282) (19§?goo>

+:n=2,993, 100 AN I = L—3 3 2L Y HH SN BT EE O FRAE (2.5%45,97.5%55) . Crmax © FIEHE
5% O MiE H IR, Cavg : H1EIFE 5% O FHMIE DI, Coin : HIEIFEEGHZ (DA 702 FHRT) ORI
YR Crmaxss 1 TERARFEIZIS T D B MG TR EE . Cavgss : TEFIRBEICIS T 2 FIIMIE T IREE . Crminss : E T IRREIZ
BT D AR 775 8 e

I 56 BIORMEEIE (95%(E X H])

§ 41 BIORMEEIE  (95%(EFIXH)

NA : %72 L




4. HEFRIZOWT

KA Z G B Y 27 EHEHR (RMP) (ZHD < AH 0 5K i 22 4 R AR )
DI IEEIN 8 2 fiigk Tl - T, RKHN OG- HE) e BE 22 - FeE L, KHI O
HAZ R0 EEREWEHZREBL LIBRICRG T 2 2 L AnEE /e, LT OO~@ D7~
THEWMTETHRICBWTHEAT 2RETH D,

D HEHEITHONWT

D1 Tied (1) ~ (5) OVWTNNICHEYT LR THDHZ &,

(1) EAGHERE DR ET 205 AR PE S G E T RS A2 RS L R Pt |
HUE S A RSB EEHL SR BT, HUBS AV SRR BE 72 &)

(2) FrErERBmEpL

(3) FEAFRENFENFEET 2 03 A FEEERE (03 U2 REEEIR R, 25 A iai s
W ITREBE, S AR IEEEHERE R 7 &)

(4) IRALTFHEIEEATRE L, SORIES L FRIEZEEL 1, SORIES L HRIERZ R 2

SATAN NS L FHIEZIE R 3 Ol FEIAR D JmH 21T > TV D ek
(5) HUEMERESA A E BN OfEE EAEI LR D R H 21T - TV 2 Jitigk

O-2 5L foté753‘Aﬂr’;ﬁ;@®4K$9§¥£&U‘E'H’Eﬂﬂ%§fﬁﬁ#®iﬂ“ (250 T ik &R A
FroBE (FROWTINITEZY T HERM) 25, Y2 BOAFNCET D8RO E
B L L TRESN TS Z L,

*®

o [ERAGFFEUSHE 2 FOHIHEZE T L72RIC 5 HLLEO N ATRIRDEEIRIHE 2
1ToTWBHZ e, 95, 24 EIE, RAEYERELZ T & LZRRESZOHHE %
fToTCWABZ &,

o [EEMRIFESR 2 FEOYHIIHEZE T L7211 4 UL EOEKRRBREZA L T\ 5
Zl, 9B, 3EDRIT, G E TR D0 AFEFEI T O N ASEYIRIEZ S e AUTRIE
DEFERHE #4T > T D 2 &y

@ BAOERLBREROMEHICONT

IR B AE S 5 BUEE DA E S, BRSO O D ﬁ?ﬁ M- 22
IR OB B DNERTSF ISR 5 iRt A HFFRNELE LTS E OWE
. FERHESLDIATON D EHINE->TND 2 L,

® BIER~OIIRIZONT
@-1 HERRAHICEE 3 2 Bk

VR ME IR BB DO B 2 BITER N34 LTZBRIC, 24 BFRBIR2IRIRHIO T, YiZhisk )
T RERR IRV T, BB LZBIER DG U CARREE L O CT FDRIEH OE R &
BRRAORERDY BHRIZEL IV, EHITHIG TR IR N E > Tnd Z &,




@2 EENREEICIZ2HFEFRANIGICET HEH

DA HE D D MR e ik OB e 2 A 2 [BIRIEEE DRIEHE=2 Y 7/
HEOTERDAY J—= 7 HITWEIRIE & Fl A A TE 2 F— LEFRH 35
EINTWDZ &, B, BIHEHNZOWT, DAERE L ZOFREICH oI ms T
WnHZ &,

@-3 BIERHOZW-CRINIZEE L T

RIWER (FMEMEMZEEISNZ . KIBK - /NEK - BEO TR, BUEFR - A4 - i
FERBREE - T2 - BLMERRAE R, BHEREREE RAERIEMER R, REREERE) . N
SrilEE (N EAMREERE S, FURIR RS RERE T, BIRHREERE ) . 1 BUHEIRIR . 5 & 9 Bk,
g% - BB RARIE . ER . PN WBERE AR, EHE O REREE (FhE R R A iR
e, BJEREISEIRE e, 22 UALBE, JHRMIESF) | infusion reaction, JiX7% « Bl - Fil
K. EIEMEESE, MRIEE (T 0« NU—IEERES) | D, BEARIMKEE (%
P I RIS PSRBT, TR I, JRIFERES . MERERIERIESS) . HEEOFH K, IMmER
BRAEGERE, MR (T3P L, Mekhiax U B R O B M 2 3 2 ERf &
L EWERAORZKORSIZE L THREL OB EAZ T NGB 2 L), HD
I B LB N T E DIRHINE STV D Z &,



5. Gt s BE
(B0 B3 % F1A]
O TROBHEIZBWTAAOFGIEN RSN TN,
o DAL ICHEE L. TMB-High 284 2117 « R OEE (GEUER) 72
TR NS5 1ZR D)

728, TMB-High IZBT A ARA O =4 BWrdRaE L U<, WRiE4 :
FoundationOne CDx A7/ 570 7 7 A JLISEKGR I LTV 5,

BREIZDHTZ > T, BFEEROTA RTA4 VEORFOERE BB, Tk
FIREFIT L D TMB BRARE R~ D528 K O &I O 2 R OF BRI > T
ERTHZ L,

@ TREICHEET 2 BB ST 2 AR O G K O ITEC DN T, AR OAZMED
ML SN TE LT, AAOHREGHIZ LR LR,
o FiToMBIRIE
o MOPUEMEGAIL OH L TR Sh o BA

10



[ atEicBE 4 % FH])

O TRICEYTIEEICOVTIAFOEENEERLE SN TND Z D, &521T
bipnz by
o ARHFNDOESTIR LIBBUE DBEERED & 5 B

@ BFEATOFEIZIB VT NSRS T 2 BFIT OV TIE, AR OFEITHERE S e

Dy, AOIRFERIUL A 2 WG EITIRY | HEICAAZEHT 22 L 2BETE D,

o MEMMZEEROAED IIBHED & 5 BE

o JEEE R CRE Y 2580 D B K ONE B 0 B At ik 2% <0l e M Aiti 2%
HEOMIZRIEMEECN A BN D EE

o  HOMEERBOEDE ITBMERNZRE L ITHEEMEO B CEREE OB ERE D
b5 BE

o RSB ME (GEmirMlaBEELZE) Ob o _BHE

o MO XIIBEE AT HEHE

e ECOG Performance Status 3-4 "V 0 g

(ED ECOG @ Performance Status (PS)

Score | EFé

0 | e<MER<IESTE 5, Ml R U HFAEESHRZ AT D,

PIRIICIR LUNEBNEHIR S5 25, BATRIRET, BAEESLHE > TOMERIITI 2B TE %,
- S, B

BATRRECH D OH OEY O Z L3 T X CTHEEZMERILTE 220, BHO 50%LL EidXy FATi =3,

ROENZALZOHDEY DZ L LTI, D 50% a2~y Rk Tl 24,

AW

LT RV, BAOHFDOEY O Z L3 TERY, BRIy R Tz,
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6. BEIBELTHEETREEE

O IRASCEEIO A, BIERTEEE DRT 5 ERHE I 2D & ARK O R K& O%E 1IEfE
RO DI HERERE TCERE L T oA+ 2 L,

@ IERBMAICENL B BE T T OFBRICAIMER OEMEE B L, FE 25
ThoEb5ET5Z L,

@ ERBERAO~RY AL MZHOWT

RVEVERERRN S B D Z B3 H DD T, KEIOEGIZHT- > TiL, HIHE
W CEEIAL, PR IRIEE, kaE) O R OISR X S O %, #lEgs 1
AT O Tk, Fio, BEITS UTWES CT. M~ —0 —FOMd 2 Fhi+
5k,

infusion reaction 23 & © i1 5 Z &3 5, infusion reaction 23388 B AL HA 1T
X, EORALE AT S & & BT, IERMAEIE T 5 £ TREDOREL +0Ic8l5
T5HZ &,

RIS RERR S . T RAEEEREE R ORIBHEREERN L b 2 EnH LD
T, AAFN OB G-BAERT M OB G-I R IE NN WS RERR A (TSH, 78
T3. #8E T4, ACTH, I =2/ F Y —VEORIE) % FEhid 52 &,
BIERTR . A2, IFHEERES . IR, B{EMEIRERD O OND Z 03 H D
DT, KHNIOEG-FALERT N O 581 I3E B I eEREM & (AST, ALT,
y-GTP, Al-P, BV LVE U HEDORIE) 2 FET 52 &,

SEIER (MR L IR BRRAE X Z2E5T) FORERERIREENH DD
ZEBRHDLOT, EMHICIRORFE O EEAfHRT 52 L, o, ROREMN
RBOLNTHEITIE, BHONCEREEZZ2 T2 X )BEFELRET L L,
AENOBEFIZ LY | WEDORIERINIER T 5 &5 2 DL HEk 2 705 BN E
DHOLOLNDZERDHDH, BENBOONTLGAITIE, BB LEZEFRIIS LT
BEFY A 72 sk & BB A RO R Al & s UGl b) 22 8RB W 217\, mE o
FOSIZ X DRIWER 2380 2555121, AFIORIES T 1L, R OFEIE RE &
IWERIOERGEEZBETHZ L, 2B, BIBRERLVE S ORGIZEYEIE
M OYEEDRTRD BIRWGEIZIE, BIF BB AV 2 LIS O il 7 o180
LEET DL,

BeGHET 1%, OB HE ARBE L T LRIERB BB T 22 Enb 5729,
AHN O GHETZRIZHEWEH OB SIZEET D2 &,

1 BUpEpRI (BIE 1| BUBEIR IR 2 & te) b b biv, HERFEMES 7 R—v &
WCEDLHZENHDLOT, AlE, FEl, EHFEDER ORI MBEHED R+
DEETDHZ &, RN DN GA IR G2 HIEL, AR U
Hl OB GHEOMY 7RNELZITH Z &,

@  AFIOEERZABRIZIBW T, KEYNOTE-158 iR TII & 5-t60 5 1 AERNT 9 W@ =

é:\

1 AEDARRIT 12 B Z S ICHIMEOFHME 21T > T\ Z L &25E10, ARlKRE

THIE RS BB A TR OMEE 21T 5 Z &,
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XEEREET A FT A~
RAT7u ) X~7 (B=FHmz)
(BR5E4 : A b—XF EHEHE 100 mg)
~FEGEH~

SM4E9R (Sf 745 ANED)
B EE




B &K

XL DI

ARFN DR, TERBET

Ji PR A

HiE% 2 DT
WG L 70 D B
BHIZE L TRHET R&EFH

Sk

P2
P3
P4
P16
P18
P20



1. IC®HIZ

EIESLDAINME « ZMEORERDTZOITIE, I SCEE AW E2R KD Hitd,
SO, ITFEORFEINOMEANT LV | GURBESRES 72 & O 728 ERR P EGR
NHHT, ZNHDERZEIOVERBFI T 5 Z L R OMEL 72> TRV | #AME
HEE UCROEATTEF 2016 (R 28 4F 6 A 2 ARMRRIRGE) ICBWTH, o EEMLFED
fEH ORI EHEEZ D Z & & S TnD,

FHIERR PR L, S ERRL AT v 7 7 A VDB ORI E B NI R 5 Z
ENDD, ZDID, AR ORI EET HIE W05 ET 5 F CTOM], MEHELD
BREZRLS 2T 5 2 ENHIRF SO RBEIT U TUERT 5 & &b, RWERDISEL L 72 BRIC
BRI A & D T LS AIREIR — E DB Al 7o T RSB CRE S Z AN EE T
HD,

LIci3o T, BKATA R4 0 TlE, BABBEREL ZNE TITE LN TV D EFHEZR - F
FHIRMIZHASE | DT DOEIESOF#E/ 2 A HEE S 28150 DB B B2 7 MO
EHHZ R,

B, AIA RTA A%, MIATEIENER E RIS ORRE, AR EEIE A B AERARNE
Trras, —MFHENEN BABRRNBHES K OESHENEN B A ANRIEE 720106 &AFR
L7z,

KG L IR DRI ¢« XA M—FSTEERE 100 mg (— 4% RAaTvn ) X~ (&
R z) )

MBERDMENIE T UIFHR O = Sk
AT T 1 SE

MR ERDMEROAE « <HELTUIFHFO 7B S >
i DHEMEEE A & O I T, BE. RAICIE. a7
nl) <7 (G&aFHHz) & LT, 1[E 200 mg % 3 ¥R
E 1181 400 mg % 6 EFFE T 30 3T CRIEERET 5.
< WP LT 7 SR >
AT T F B DT RIS U BREE & OPFRH IR VT
WE. KA, a7 nl) X~ (Eaf#fz) LT, 1
[F] 200 mg % 3 B [ FEIRE X3 1 18] 400 mg % 6 i fE] & T 30 55
T CRTERRET 5, BEHIRIZ24 W AR ETET 5,

5 B 72 ¥ # : MSD MR EtE




2. ARIOFE. 1EREF

XA ML—FRifEE 100 mg (k4 : XAT7 R X7 GBETHBEZ) . BIF
[RHI LvvH, ) 1%, PD-1 (programmed cell death-1) &Z®D VU > K Téh b PD-LI
K OVPD-L2 L Of G HEHAET S, & MbigGs £/ 7 v —F AHRTH D,

PD-1 #RF& 1T T AlAE G022 BE RS 2> D Rk D 7o DI 03 AR 2SR 3 2 32 72 Sz il i
AA »F T, PD-1 1, HEEZRREICS O CEER T MiaoMBRmIZHEI L, 3w
P2 B % B Lo AN BE ST ) 72 g RS 2 42, 372 5B, PD-1 12V T R &
BTHZ IRV PRI L B P nEE RICHIET 5%/ KTH S, PD-
Ll OEFMEMKICBT 2RIUTD TN THLE08, < ONAMIETIE T MiaOE X 240
ZHIFELEBENCHEIL TN D, BDAMIBIZEITS PD-L1 OEFEEIL. B, W
Jer . FFAAEdE .. DNELE. FE/ANAENE R E O A RN ATTITRARK-THD . K
AT OMBEERRE I TWD,

BELD 8 v DEGIRIT1% & PD-L1 FELOAEBEAMED S . PD-1 & PD-L1 OfRE& IFNEL D
TR BRI C B W CHEREE 2 Z EAURBRINTEY . Bz RN ATEEOER &
LTHIff ST s,

AFE, PD-1 & PD-L1 L OPD-L2 Offi U B> FOFEA#LET D Z Lick ., &5
WUNBREE R OISR RIS ENE T U o\ BRETEME L S8, PUEE e 2 Fin b
T5Z & THRIERGSR AT D,

AT VEFREFELT 365 < B D ST & 2 BIESER & & L, B TS
B B RN B B, ARIOR G RO E% 01T, BEOBSRE FAIT, B
D BT AT, B L7 BTSSP p 7 Ak & RRBR 2 B [E T & e
U Clb R BN 24T\, WIEORRERISIC X B BUERAEbN 2 B AT, B
BUEL L LRI D $E G A D ) AL B A AT 5 D B B,



3. EBREGE

AT UL FFE O 75 Sl X VR P EA T 7 B S O AGRIRFI R 24T > 72 T2 7R BRI ARBR

DRSHE %~

[ 2hrE]

O [FEFEILFEZFEIMAHRER (KEYNOTE-826 #tf#)

IRVBHITEIR D23 72 <

ESFPRIERE D 720 (LB & L T ORGSR

<) EATXIIHFEOFEHEEE 617 6 (HAN 57 fladie) ZxRIT. AH| Lo
PUEMEIESGR (N7 V2 F BV ROTTFTR-HA LN X~T (B HH#Z)

O R S AT

) ) L OPHRREE CRARE) 1 OAZER O tE)s,
77 R EMMOGUEMIESAl & OOFHRRE (7R 2R E LT

B

THEfS e, THEFHIE B IXeAAE (LT Tos) &wv), ) KROEREEALH

] (LLF TPFS] &9,

BIER Lz (&

F> AUC 5 mg-min/mL fH¥ &) &

1. K1 &UM2)
*1 0 AKI200mg 3 ARG (LLF TQ3W) Lwo,) #E (fk=a2—20 1 HRICESE) LT
OFUEMEEFA] GRBREY EAREE T LI0ERN) onTFina i Lz,
< X7 U ZFE 175 mg/m? K OT T FFTHRH (AT T F 50 mg/m? AT ANVRT T

NIFKa—AD 1 HEXITZ2 HHICHRE) TRE,

s N7 Y 2 xR 175 mgim?, 7T FFRH (AT TF 50 mg/m? ITANVRT T F

v AUC 5mgmin/mL FiY4 &) KO- X<7 15 mgkg DJAIZ QAW (a2 —AD |
WL, VAT F NI a—A0 1 HEXIZ2 HEICEYS) T#Hh,

2 7°?Jzﬂ%‘ QW 5. (Fa—2D 1 HHICKS) L*1 LR—OHEMEEA (R5REYE

AR Z LB vzl L,

) L&, AR T T2 ARBEL LT OS MOV PFS & F

DIEIZ Q3W (F=a—2dD | HEICHKE, VA7 FF

#£1 AoMERRE (KEYNOTE-826 3ER)
ARHHE 75 R
(308 1)) (309 1))
HRfiE [ A ] 24.4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
os™ AV A 0.67
(95%CI) (0.54, 0.84) —
P " 0.0003
hefiE [H ] 10.4 8.2
(95%CI) (9.1,12.1) (6.4,8.4)
PFS™™ NP R 0.65
(95%CI) (0.53,0.79) —
P il <0.0001

CI: fEEX M, NE : #E7E e 2021 S A3 BT —X By bA 7, *2: @RI Cox Ll
—]\“fc?‘/w:ié77tfﬁié0)tmﬁx *3 . j@hlla 7 7 E., ¥4 RECIST A K74 >
1.1 RRIZFES < TRBR ALY £ Rl ) &



‘IOO “‘;\
——
90 S~
80 - Gy g
70 o
Eso \-\-. R
”'40 "QO\.
30 -
Y it AHIRE
10 ssexrm
0 ' . v , v
0 3 6 9 12 19 % 2 M4 27 N
— R ()
AFHE 308 291 277 254 228 201 145 89 36 6 0O
75w AREE 309 295 268 234 191 160 116 60 28 4 0
X 1 OS ® Kaplan-Meier Hi#f (KEYNOTE-826 35%)
100
80 \ \
£70- o
60 | \
50 - X
40 Wi 8. ~ e
330 . - PR
G
201 Shan
W0 osvwm
o . - - v « v v v
0 3 6 9 12 15 18 21 24 27
at riskiy FINREFHN (8]
AFIHE 308 263 229 155 123 110 720 35 10 O
75w AREE 309 259 195 113 89 71 39 13 1 0

X2 PFS ® Kaplan-Meier #i#f (KEYNOTE-826 3X5R)



(PD-L1 F&BLIRBLR DA 2h1E)

[E PRI RIS MAHGER (KEYNOTE-826 #ER) (THAANDNIZBE DT — X IZHKD
X, CPSBNZFENT AT o To B 3ME (RBIIR N 2 5 1) R OVREMORERITZLLT
DEBYTHoT,

AFIFEDOFZMEIZEAL T, CPS 2 1 KD A2, PFS KUY OS DIER DRI/ S
VMR SERO BTz (F2 KON 3, #£3 KO 4)

728, PD-L1 OFBURDUZ L 6T, KFlOZEMET v 7 7 A VITFREETH T,

* o ESAHARICI 1T S PD-L1 2 %BL LMl (EGMk, ~27 e 77— kY oo
BK) Ea i iEg s Chr L. 100 23 U7 fE

7 2 PD-L1 BBURWMHID PFS O TR (BBREYERHEIE, 20215387 —% v b4 7)
B 4 BERE B Ay ML hdfE [95%C1] =R REAEHO p fE

(%) (H) [95%CI] () 2
CPS<1 AHHE 35 23 (65.7) 8.1 [6.1,12.6] 0.94
7Z7vAREE 34 28 (824) 8.2 [6.2,10.4] [0.52,1.70] =
AHHE 115 70 (60.9)  11.2 [8.3,15.3] 0.68
1=CPS<1 ey e ’ . .
P8I0 Semm 116 82 (707 82 [63,100]  [0.49,094] 0.4269
yilfisa 158 87 (55.1)  10.4 [8.9,15.1] 0.58
CPS=10 b e
FIRAREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44, 0.77]

CI: {ZHEIXE. *1 : FIEEZWENC B B EREiEE  (FIGO 2009 5ICHKSSIVBH)  (HV ., L) . "RV X
~70fHoEE (HY., /L) KOPD-L1 OFILKM (CPS 1 AKiii, CPS 1 LLE 10 K, CPS 10 LA L) % J&hl
K& L7=ER Cox Hflny— RET L, *2: OF 5L, @PD-L1 BRI L OC@FE 58 L PD-L1 IR &
DAZFNEH & 258 & U723 R] Cox Ll n— REF L, *3 : YERI T



100

Progression-Free Survival (%o)

1007

Progression-Free Survival (%o)

20 2 - 20
1 77tkR#t i 75 AR '
§ o
0 T T T T T T T T T 0 T T ' ' - T T T T T
0 3 6 9 12 15 18 21 24 27 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
IR 33 2 2 12 11 9 4 1 0 0 kIt 115 100 8 63 50 43 31 13 3 0
75 bR 34 30 25 10 8 8 1 0 0 0 7S REE 116 98 75 43 34 28 19 10 1 0
1007 '\‘._‘LI
F RIS
7™ . AR
s ] -.L\‘\
Z 607 M
L | A
& Sy
B n] 7IERE oy
0 - - - - - - - -
3 6 9 12 15 18 2] 24 4
Number at nisk Time from Randomization (months)
AT 158 138 124 8 6 58 35 2 0
soexpe 159 131 95 60 47 35 19 3 0 0
X 3 PD-L1 ZIUREHI D PFS O FEfENTHRF D Kaplan-Meier Hi#t
(BB Y ERHIE, 20214E5A3 BT —F Ay b4 7)
(ZEEX : CPS<1£MH. £EX : 1=CPS<10£HMH. T : CPS=10 4£H)
# 3 PD-L1 EERHA D OS D 1 BB OFEfESTRER 20214FESA3ZHT—F Ay b3 7)
. v AN N HUE [95%CI] NP —RIET ZREEHO p E
PD-L1 3&E i .
RR KGR AR (%) (H) [95%CI] () 2
CPS<1 AHIHE 35 20 (57.1) 19.0 [12.6,21.4] 1.00
FIvREE 34 20 (58.8) 189 [11.7,21.3]  [0.53,1.89] ™
fie 115 52 (452 244 [182, — )
1=CPS<10 fﬁjﬁf X (45.2) L18.2, =] 0.67 “ 0.3278
7T AREE 116 66 (56.9) 15.9 [13.4,23.5] [0.46,0.97]
fie 158 66 (41.8 — [19.1, — .
CPS=10 O{S%Jﬁaf ‘ (41.8) [ ] 0.61
FSvREE 159 88 (55.3) 16.4 [14.0,25.0] [0.44, 0.84]

CI: fFHIX[A, — : HEEAHE,

*1 : PIERSWIRE I B 2 mBRiEFE  (FIGO 2009 Z33HIZIE-S5 < IVB #)

(BHv, 72

L) . "R X=THOFE (b, 72L) KOPD-L1 ®FHFIRM (CPS1 AKiifi, CPS1 LLE 10 Kiifi. CPS10
LI b)) #RERlRT & L2kER] Cox et — RET L, *2 : O GHE, @PD-L1 FBURIW & OO# 5-4F & PD-LI1
& L723E@ R Cox Hefl Y — RET v, *3 : LRRIN 7 fRHT

FEBURIL & DR F A 2 328 5




100 7 100+
) AFHE 1
" 80
) " <
& <
T 60 S 604
2 ;
E "I
7 7
= 401 —z 40:
-
D 4 e L o 4
g A e i - g
] 20 e
20 7 7R
H .
0 T + T . " - - - - . : O0t— T r T r T T r r r
0 3 6 9 12 15 18 21 24 27 30 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
KN 35 31 27 25 24 20 13 7 2 0 0 Apime 115 111 106 97 86 75 56 36 13 3
75 KR 34 34 33 28 23 20 16 o 3 0 0 7StRpe 116 110 100 20 73 59 44 24 10 3

a \\%\_\ﬁ

201 \

AFHE

h ! M*ﬂ# et
"

J e
N e b e -
404 \
\

Owerall Survival (%o)

IR ’
20
0 T T T T T T r T r r T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time from Randomization (months)

AFIRE 158 149 144 132 L8 106 76 46 21 3 0
FS5eRpe 159 151 135 116 95 81 56 31 13

4 PD-L1 ZEBLRHHID OS @ 1 [E B O HEEYTEFD Kaplan-Meier HifR
QI ESHIAT—F Iy +47)
(ZEEX : CcPS<1£MH. HEX : 1=CPS<10£HMH. T : CPS=10 4£H)




@ [EFEILFEZF AR (KEYNOTE-A18 #5R)

RIGHET D FIGO2014 HEATHI 2 DOIB2~1IB #i (U U Eis ) SUIIM~IVA 5
(U v EEER R S RENE) O Rt T 1 S R 1,060 4511 (A AN 90 1] 2 5 2p)
ZEXBRIC, AF L RS REE (VAT 7 F RO F COAMBRE, KO
Z D% O/INRIRIRIR)  (LLF TCCRT) &5, ) OO (R#AI+CCRT #) 2 OF
K N2 7T AR E CCRT & DU (77 AR +CCRT Bf) B axtle Lz
“HEHERRBR R S, EEFHMETEE L OS XV PFS & i, AK|+CCRT B

¥R +CCRT REL L LT OS M ONPES 2 A EICHER Lz (R4, K5 KUK 6) .

*1 o E SIS T A RIEM TN, BEERIRE X X2 EEEZZ T TE LT, homEEk
W K DIRERED B

*2 0 A 200 mg & QAW (= —AD 1 HRILHEE) TS5 a—R, YA T7F 40 mgm® %
1 ARG T 5 BIXX 6 B G L OEHBRIER (OMNBIRE & 2 D% O/NRRIRE)
#%. AH 400 mg % 6 B LLF QoW w9, ) &5 (F=a—=2o 1 AHICK
)y T15a—2&h5 L7,

*¥3: 778 RE QW (F=2—AD 1 HAICES) TS5 a—XKU%2 L[E—d CCRT fFH%.
TTRRE QW (Fa—AD 1 HAICKE) TI15 a—2%5 L,

#4 YRS (KEYNOTE-A18 3B)
AF|+CCRT # 7 ¥R +CCRT B
(529 B1) (531 #1)
o [H ] NE NE
(95%CI) (NE, NE) (NE, NE)
0s™ AN — R 0.67
(95%CI) (0.50, 0.90) —
P fE" 0.0040
R [H ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ " N — R 0.70
(95%CI) (0.55, 0.89) —
P " 0.0020

CI: {BIXH, NE : HEEARE,

*1 o PR DT — % 12024 4E 1 A8 H Ay AT, *2: )F

B Cox NP — REF UL DT TR +CCRTEEL OB, *3: @RIn 7T U 7HE., *4
PR O — % 202341 49 A A7, *5: RECIST HA KT A4 > 1.1 BIZHE-S3< 15
B Y R il



10

w— KA+ CCRTHE
o TR +CCRTHEE

at risk3%
AH|+CCRTHEE

7Z %R +CCRTEE

0 3 6 9 1215 18 21 24 27 30 33 36 39 42
SMaA)

529 527 522 509 S00 463 412 374 326 273 210136 63 11 1

531 527 518 508 493 455 405 366 316 259 194 125 58 12 0

X5 OS ® Kaplan-Meier iR (KEYNOTE-A18 #5%)

100 o
”4 ‘.%\
01 N
§7° ”\"\‘ bW ‘
604 .\“.‘"'b---
50 -
40
30
:0 s RHAl+ CCRTHE
g e 77BN+ CCRTEE
9 3 ¢ 9% 12 % W 1 8 U W
ik PR TF AN ()
AH+CCRTHE 529 462 400 331 282 222 171 100 26 3 O

75 ¥ R +CCRTEE

531

463 379 306 263 208 149 88 20 0 O

X 6 PFS ® Kaplan-Meier fi#f (KEYNOTE-A18 #BR)
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[Zc4xtt]

O EEREFEFEIHFERER (KEYNOTE-826
HEBELIIAFEEI05307 6] (99.3%) . 7T BAREE307/3094] (99.4%) 1238 S,

alER)

BRI E DR BEBEABRNEE CTE WA ERGIL, T 298307 #l (97.1%) KON
300/309 il (97.1%) IZFRD BN, WINDLORETREEIEN 5% EORIWERIZ TH#R

DERBYTHoT,
#£5 WTFNLOBETHREESY 5% LOBIER (KEYNOTE-826 RER) (REMARITISR4EM)
SIS L0
(SOC: System Organ Class) AFHIRE 77 ARHE
JEAGE (PT: Preferred Term) 307 f 309 {4
(MedDRA ver.24.0) 4> Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
EIEH 208 (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (63.8) 4  (13)
MR LY v AlEE
=yl 149 (485) 76  (24.8) 0 132 (427) 65 (21.0) 0
FEBNE L B i 21 (6.8) 21 (6.8) 0 13 42 13 (42) 0
P if BR B i 38 (124) 14 (4.6) 0 31 (1000 7 2.3) 0
A H BRI 68 (22.1) 37 (12.1) 0 57 (184) 29  (9.4) 0
1/ N E 55 (17.9) 21 (6.8) 0 58 (18.8) 12 (3.9 0
W WA
R IR B RETTHERE 19 (62 0 0 7 (2.3) 1 (0.3) 0
FOPR IS REAR T 52 (169) 3 (1.0) 0 25 (8.1) 1 0.3) 0
B Gk
-2 15 (49 0 0 19 (6.1) 1 0.3) 0
(G 49  (16.0) 1 (0.3) 0 49  (15.9) 1 0.3) 0
T 76 (248) 5 (1.6) 0 58 (188) 5 (1.6) 0
B 104 (339 3 (1.0 0 120 (388) 4  (13) 0
A% 20 (6.5) 1 (0.3) 0 15 (4.9) 0 0
Mgk - 63  (205) 5 (1.6) 0 66 (214) 3 (1.0) 0
—f - EHREER L O GEALORRE
7 51 (16.6) (1.6) 0 56 (18.1) 4 (1.3) 0
57 70 (228) 8  (2.6) 0 77 (249) 13 (4.2) 0
HEHE D JAE 20 (6.5) 2 0.7) 0 9 (2.9) 1 0.3) 0
FEEN 16 (52) 0 0 9 (2.9) 0 0
TGS S K O A= e
PR B Y 16 (52) 5 (1.6) 0 12 (3.9 6 (1.9) 0
g, PR L OWES OHE
AL S B 16 (52 2 (07 0 13 (42) 2 (0.6) 0
B IR AR AR
t@j?l]?:VTi ShTeAT=TE (10.1) 10 (3.3) 0 23 (7.4) 5 (1.6) 0
5 i;é;ﬁ BT/ PTUAT = 2 (12) 8 (2.6) 0 16 (52) 1 0.3) 0
Mz L7 =8 16 (5.2 0 0 13 4.2 0 0
I HRERE R 56 (182) 40  (13.0) 0 47  (152) 26  (8.4) 0
JIIRANY &l 49  (16.0) 21  (6.8) 0 40 (129) 14 (45) 0

11



B (%)

HE BRSO
(SOC: System Organ Class) AFIHE 77 v R
JEAGE (PT: Preferred Term) 307 14 309 {4
(MedDRA ver.24.0) 4> Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
IR 17 (5.5 6 (2.0) 0 15 (4.9 2 (0.6) 0
BRSO 37 (12.1) 21 (6.8) 0 21 (6.8) 12 (39 0
R L OsREREE
AARIBOE 45 (147) 4 (1.3) 0 33 (10.7) 1 0.3) 0
B H Rk & OV Gk E
A EiYR 53 (17.3) 1 0.3) 0 57 (184) 3 (1.0) 0
PR 53 (173) 2 0.7) 0 53 (172) 3 (1.0 0
0a e 17 (5.5) 1 0.3) 0 11 (3.6 0 0
R SR R T
R A 12 (3.9 0 0 19  (6.1) 0 0
Gt 15 (49 1 (0.3) 0 19 (6.1) 0 0
KM= 2 —m/XF— 75 (244) 8 (2.6) 0 76 (246) 9 2.9) 0
SERLIE 26 (8.5) 0 0 24 (71.8) 2 (0.6) 0
REMEER = 2 — R F— 69 (225 3 (1.0) 0 78 (252) 6 (1.9) 0
B L ORI R
HAR 38 (124) 6 (2.0) 0 2 (71 3 (1.0) 0
MR, EREs L OMER@RE
£ i 26 (8.5) 1 (0.3) 0 36 (11.7) 1 (0.3) 0
FEIE ¥ KOV TRk
Ji EE 171 (55.7) 0 0 172 (55.7) 0 0
9 FEIE 29 (9.4) 2 0.7) 0 17 (5.5 0 0
&35 33 (107 3 (1.0) 0 27 (8.7) 1 (0.3) 0
R /NITRSIN 2 17 (5.5) 6 (2.0 0 8 (2.6) 0 0
M
4 1fi 54 (17.6) 20 (6.5) 0 55 (178) 23 (74) 0
B, AFIBHCRB W CHREMEMER 3B (1.0%) « KIS - /MES - HEEO #2361

(7.5%) . EEORFES (PR EEAMME, SERRIRERRE, 2P0, B
FIIEEE) 1 B (03%) . ARREESE (7 v - NU—IEBERS) 75 6 (22.4%) | BIE

HF%% - PR - HFRERERETS - P2 -

LIRS 25 56 61 (18.2%) . HUIRIREEHEREZE 70 (31

(22.8%) . FIEEMAEEREREE 1 F (0.3%) . BIEEERES 4 6 (13%) . BiEkEE
RAIE I E MR 28, SRERIKBRE) 1161 (3.6%) . BER261 (0.7%) . ik - BT
FARIE 2 1 (0.7%) . MZ% - BB 1 61 (0.3%) . Ok 161 (0.3%) . EHEDHRK 2
Bl (0.7%) KON infusion reaction 37 il (12.1%) 2RO L=, F£7=. 1 BUMERIF., BEIE
FREEIRE, 5 & Mk, EERMIKMESE (ol M MEEEBEN, wilrEE ., 7R
FEREE, EREREOES) | MEREEIEGER L ORERITRD bhikiho T,

RBLTBESES (RRRAERE 2 ale) 2a ORI R,

12
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© [FEREEILFEFIHMERE (KEYNOTE-A18 55k)
BEFELRIIAK+CCRT BE 525/528 # (99.4%) . 77 &R +CCRT £ 526/530 {3
(99.2%) IZFRH B AL, 1RBRIE L DRREBRPBETETRWVWAEFEFERIL, Tt h
512/528 1511 (97.0%) M TN513/530 451 (96.8%) (2588 HALlz, WO RE THRIELEISH
5% EORIERIZTRO LB TH -T2,

£6 WTNLOEETRBEESS 5% LORIER (KEYNOTE-A18 RER)  (ZA&MMiTstEaER)

BiIE (%)

HE RIS -
(SOC: System Organ Class) AHl+CCRT #f 772K +CCRT #t
JEAGFE (PT: Preferred Term) 528 {3 530 4
(MedDRA ver.26.1)
4> Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5

FEIE 512 (97.0) 365 (69.1) 2 0.4) 513  (96.8) 324 (61.1) 2 0.4)
MR LY /R EEE

21 317 (60.0) 101  (19.1) 0 296 (55.8) 85  (16.0) 0

1 ifn BRI 125 (23.7) 67  (12.7) 0 92  (174) 57  (10.8) 0

U > SERE 49  (93) 45  (8.5) 0 47 (89) 40 (7.5 0

b HRERIE 114  (21.6) 56  (10.6) 0 94  (17.7) 52 (9.8) 0

I/ SRS 73 (138) 8 (1.5) 0 60 (113) 6 (1.1) 0
H LUK RS

Hog 28 (5.3) 1 0.2) 0 34 (6.4) 0 0
W WA

R i se SO 56 (10.6) 2 (0.4) 0 15 (2.8) 0 0

RO B REAR E 112 (@12) 3 (0.6) 0 30 (5.7) 0 0
B GRS

REIm 32 (6.1) 0 0 37 (700 2 (0.4) 0

% 72 (13.6) 1 0.2) 0 66 (125 1 0.2) 0

il 268 (50.8) 24  (4.5) 0 271 (51.1) 22 (42) 0

D 304 (576) 7 (1.3) 0 317 (59.8) 10 (1.9 0

M- 135 (256) 3 (0.6) 0 150 (283) 7 (1.3) 0
—fk - EHEER L OB GEALORRE

I 9E 77 (146) 2 0.4) 0 63 (1190 2 (0.4) 0

%57 84 (159 4  (0.8) 0 94  (17.7) 4 (0.8) 0

HEN 35 (6.6) 3 0.6) 0 2 (4.2) 2 0.4) 0
JRYSE 5 S O e

PR S G 38 (1.2) 7 (1.3) 0 37 (7.0) 2 0.4) 0
B, TR L OWEA PHE

TR BRI 2% 28 (5.3) 3 (0.6) 0 28 (5.3) 4 (0.8) 0

TR R R S 4R A5 32 (6.1) 0 0 31 (5.8) 0 0
BRIR AR AR
t,é;?:‘/Ti ST ART2TE 89 (169 10  (1.9) 0 58 (109 5 (0.9) 0
ﬁi;;é;%/ﬁﬁ ST T= g (152) 5 0.9) 0 51 (96) 2 (0.4) 0

7 L7 F =8 42 (8.0 0 0 42 (19 0 0

U R ERE D 70 (133) 65  (12.3) 0 83  (157) 75 (142) 0

I ER B D 156 (29.5) 79  (15.0) 0 148 (279) 78  (14.7) 0
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B (%)

TR IE
(SOC: System Organ Class) A+ CCRT &t 77 &R +CCRT &t
HAGE (PT: Preferred Term) 528 1 530 41
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
ifiL/INBR Ee D 116 (2200 25 (4.7) 0 109  (20.6) 13 (2.5) 0
R E 55 (104) 6 (1.1) 0 54 (102) 3 (0.6) 0
1 ifn Bk Es o 173 (32.8) 104 (19.7) 0 183 (34.5) 111  (20.9) 0
Rt L OSaEREE
BREGR 83 (157) 3 (0.6) 0 88  (16.6) 2 0.4) 0
&AL A fE 26 49 6 (1. 0 29 (55 4 (0.9) 0
&A VU ¥ Al 74 (140) 22 (4.2) 0 58 (109) 15  (2.8) 0
K~ 7 v 7 AlfUiE 91  (172) 13 (2.5) 0 88  (16.6) 11 (2.1 0
K5 R U 7 AiE 45 (85 5 (0.9) 0 45 85 7 (1.3) 0
B H ks £ OV G Lk
RAEiR 39 (1.4) 2 0.4) 0 34 (6.4) 0 0
R R M 7
BRI A4 2 42) 0 0 28 (5.3) 0 0
B L ORI R
PEbR IR 60 (114 1 0.2) 0 47 (8.9) 0 0
ERRRES KL O R
B AR 29 (5.5) 3 0.6) 0 29 (5.5) 0 0
FERE 3 KO PRk E
O FEIE 28 (53) 1 0.2) 0 17 (3.2) 0 0
i3 30 57 2 (04) 0 21 (4.0 0 0

728, AHI+CCRT FEIZIWTHEMEMZEAE 8 Bl (1.5%) . KM% - /MG - HED
THI 40 B (7.6%) . EEOKRERE (hElER BT, RIERRIREFER, £
TEALEE, BREIES) 1 #] (0.2%) . ffRES (70 - SL—EBEHE) 16 4

(3.0%) . BUEATHK - FFAR4 - IFHRERES - T2 - B LPERRAE K 139 1] (26.3%) . H
IR RERRE S 147 B (27.8%) . FIEHERERES 4 651 (0.8%) . 1 HUBERIN 161 (0.2%) .
ERERERR R (R VPR 2, SRERIREFRSE) 1061 (1.9%) . BEZR 3B (0.6%) . MK
Ko BB - FRER 1 B (02%) . SE DL 1 ] (0.2%) . infusion reaction 3 15

(0.6%) MOEEDOHR 26 (04%) NRD LN, T, FTERSEIERE, HK - M4
WO RMEE . EER I E, DDA, EE MRS (i OB PSR B, T
MR, AREFERES, MEERIERAESE) | MERERIEGERE R OFEZIERO bivinoiz,
AEIWERRBUR IR ERESR (FRREMEE 25T 250EMERE2 R,
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[ - HE]

AKFNOREFEYEEE T VAR LY S 2 b —a 2k, KK 200 mg %
Q3W, 400mg % Q6W XiX 10mg/kg (KHE) % 2 BRIME (LLF Q2w &), ) T
B 5 LTS OARF O Mg hIRE AR Sz, T OREFR., KK 400 mg 2 Q6W T 5 L
TeBRDARF O EFH KRBT 2 FHMIEFIRE (LLT [Cugs) &9, ) 1E. KA
200 mg & Q3W THELTERD Capss EHET D & PRI (TR) o o, KAl
400 mg & Q6W TH G- LIZBRDOARAK| D EHFIRAEIZ I 1T 2 e MIEFIRE CLT T Craxss)
EVvI, ) IE. AHI200 mg & Q3W THE G L7ZFED Chaxss & Ll L CEfE 2 7 & Tl
SNTEbDOD, BRANBEFEIZBOD TEREIHREINTWDHIHE - HETH 5 KA
10mg/kg (KHE) % QW TG L7ZBRD Caxss & L CIRfEZ R & PSR (F
) . 6l EMERANERE 2 RGUCARH 400 mg & Q6W TH G L72Es e 1 HHEER

(KEYNOTE-555 #f#) K 01552 EHHMEICE S FEMEN BT A =21, I
—3 2 NS E Y PRILEEEE T A —Z LHEBIL (FT£) . AT, #EOBA
FEIZ 31T 2 B IRFABRAAR 1T D & . AHIOIRTE & & A 20 T2 e & OB 2 a9
LR ST TV DEE S, AHI 200mg 2 Q3W XX 400mg & Q6W T 5 L7=BE D
BRI & A ME U e L OBEIZ O W TTRFT SN R R, ERROAE - AREOMT
BN VRV 72 2R T 7 & TRl E T,

&1 AR DOEMENENT A —F

P - Cinax Cavg Cnin Cinax,ss Cavg,ss Cmin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 me Q3W" (58.55(,).519.7) (27.27?;8.1) (17.?,;'11 8.3) 91 .3?.984.1) (49.58(,).;1 1.0) (30.35?21 4)
400 mg Q6W! (123?24) (32.?)?;12.7) (10.11(,)'16 0.8) (145?49) (50.51(,).57 1.3) (19.%3(,)'230,9)
40(%§J1(‘2ﬁ6)w (1351.2,,6'10 316.4) NA (14.1:'?4}5.4) NA NA NA
10 mg/kg Q2W! (21;2323) <14;j141‘45) (1 1%1 ?21) (423,248133) (272,7282) (19;9;00)

T:n=2993, 100 B 2 2 b—3 2 X0 B S RATTEMEO TRIE (2.5%4, 97.5%40)
B OB MIETURE . Cavg : MIEHR G2 O MIETIRE . Con : FIEHRGH (A 7L 2 5D ORAMMIE PR
E\ Cmax,ss : ﬁﬁ%%izgﬁ— 6%%@(%1430%&\ Cavg,ss : ﬁﬁ%%(iﬁﬁéqﬁ@m%qﬂ/}%gx Cmin,ss : Hﬂiﬁ#%ﬁgizgﬁ‘

% SR 7 i

T 156 BIOKATELIE (95%IEHHIXH)
§ 41 Bl DRI (95% (S HERXH])

NA : %47 L

15
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4. FEFRIZOWNT
IS Y A7 EHEENE (RMP) (20X, ARAIOER ML L EMEERIEE ~O R K
ﬁ?Uﬁ%Zgﬁm X Td o T, AAIDORG P EGEE Z2H - FrEL., AFIOBRGICEVEE
LRIWEM 2B UTZBRISHRIS T2 2 ENRERTZD . LT OO~@DF T & 72 9 Hink
a:io‘b\ﬂ%ﬁﬁfél\‘%f%éo

O HERRIZOWVT

D1 FiEo (1) ~ 5) OWTHNITELT LR THD Z &,

(1) EAEFBRENEE T 2 D A BB L IRRT S (FRE IR 0S ARSI BB SRR
HIEAS AR RLRADE,  HUE)S AVRSRERbE e &)

(2) FREREREIRPT

(3) AENFEAENEET D0 AR (D ARREEIE b, 25 AUisi i
J1IEBE. D3 AUiSIEEEEHEE R &)

(4) IRAEFIHEREZRE L, SSRIEG CFRESRE 1 SRIEGH LRkt 2 X%
SHEIEA L FFIEZ R 3 Ofiaak B EIAR 2 i &2 1T > T D fifiax

(5) BUEMEREE AL S BN O s EE AR 5 | 21T - T D fEax

O-2  FE S OALFHREMR ORBIWERFEBRF ORI oy 2k & iR 2 FroERl (T3
DUWFTINNTEE G T D ERN) 25, URE2RBOAFNI ST DI OBEEE L L TRE ST
NWHZk,

*

o [ERGRFFIUSE 2 FEOWIIWHE ZE T L721212 5 FELL LD DS ATBIR DERIRIHE 24T -
TW5Z L, 96, 2R, BARWIREZ L LIRS 2 ONHE 21T > T
W5 Z kb,

o [ERISRFFEUSR 2 FEOHIWHE ZE T L7 4L LOBRRREZ A L TnD Z &,
95, 3 LR, APHIEIS O 03 ASRMIR 5 & Lo S AABIR DERIRIHE 21T > T
5T &,

@ BENOEELEREROEHICONT

SR G 2 BT A S, RS OB D, A - etk
SN RO B OVERTSE A H IR, ARG IE LA O T, 4
DHERNATON B RS> T NG = &,
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® BUWER~DOXRRIZDOVT
@-1 fERRAHIZEE 2 B

VPR MR R D B AR RIVE SR AE LT2BRIT, 24 BERIZIRIKII O T, ik X
I LEEE R Z BT, BB LRIWERNCIE U CABEEEEL O CT ZEOFEWEH ORI 2372
R OFERNY B RIZE LI, BEHICHISARER IR N > TnDd 2 b,

@-2 EREFECLI>AFTERGICETES

DA 0 5 MMk &k V2 AT 2 BRIEFEPEERHE=42 1) 7
EEDIEROA T ) —= 0 T E2ITOVEIRE LG A A TE DT — LR 2
SN TNDZ &, ok, BRHIHICOWT, BABE L ZOFIRICAIHEMENTND 2
&

@-3 EIEROBHTCRIRICEL T

A (FVEPERIR AN A . KIG% - /MEZ - EEO TR, BUERTR - IFAE - T
PERERR T « BT - BLPEARE 5, BRERERET (RMEFREMEE &, REREBERSE) |
WOl (P IRAERRERT . HURIRPERERRTE . AIBHRRERRTE) | 1 BRI, 5E9
BRI, k- MUBUHRMRIE, ek, WM ispkae e, BEORMERE (hathRK
BOERRE, BOWRIIRARERRE, ZIALEE, BIRIESE) | infusionreaction, MM -
g - FhEs. EIEMMEAE, MEREE (7 2 « NU—EREEE) | Ok, HE
IR (S P f MR PESR BRSSPSR L, ARIFERES . MERTKIERAESE) |
HEOHR, MERERMEBRRE, #E%) (LT, Uikiis SRR O Rt &
AT HEREEEL (BIERAOZB-CRHGIZE L TRER OB 2 =T b &I H
52 L) . EBICEYIREN TE HEHINES TS 2L,
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5. BREXSLRLHEBE

[B2hiIC B3 5 FIH]

O WIBEIRIFE OISR < . ALFRIERE O 720y (LR E & Lo G5 EITR
<) HETXIIHRO FESHAET BT, KF, X7 UV ZXBLEOT T T HA|
(AT ZFUXFANVART T F ) OPFFHBEGIONNCAA], <7V x2xvL, TT7F
FHRIF] (AT TFUXINIINRTTF ) ) KON X< 7 OPFR G OA M
DRINTND,

@ HEATUIHFRO 7= SR ok LT, EEIEFEF IR (KEYNOTE-826 #X
BR) 124\ T, PD-L1 ZBLZE (CPS") 12 KW AN R DA RIS TN D
L (p6~8 BI) /1. CPS BIDAKIDA I ST+ FR Wiif“ﬁﬁf
BEDOBREIT) ZENEE LV, CPS 1 K ThHhD Z LA HERSIN-EEIC

WTTIE, AFNILSOIEERIE S ZET 5.
* o ARAIOFZWEL L LT, PD-L1 THC 22C3 pharmDx [ 4 =] (BRi7e4) AR SN TV 5D,

@ RIBFED FIGO2014 HEITHASHEDIB2~IB # (VU L/ 3Hilsflatt) IIM~IVA
(U 2 BRI ST Ra:) O RIPTEIT e SR AEE ICB VT, AL CCRT (v
AT T F R T COIT RS, KO O%O/INRRIEH) & OG- OF D)
AR EN TV S,

@ TFTERUTEY T HAARKOEEE KO FIEICHOW T, BKEIOENMERHESLENTE D
ERNN - [0F B o - PR A ST AN
o Itk AfiBh L
o OXIIBTAHKIDHINEN T TR MLOFTEMEEEA] & OfF 5

[Zz 2RI B3 % FIH]

O FRICHEYTIERFICOVTUIAFIOZRGENED LI TWD Z b, 5%
Threnz &,

AFN DRI LBUEDBEAERE D & % B

@ BBRRATOFMIZIS W TTFRICIZ ST 5 BF IOV TR, AFORGFHR SR
WA, OIGIREIRIZ S 2V GEICIRY | HEICAR 2T 2L aBETE
60

o WEMEMEEBEOA UIBHEDOH D BE
o JREREHE A TSR 28R D BE K OTRENME O I R A Pl Ye ki 45 45 o
18



I RIEVEZAL DI 7 DI 2% A

© HOREREOGOR SUTBMER R L IEFEFEMED B SRR OBER O &
DA

o RESBHERE GEMEMIINBHEIRE 2 & Te) Db DA
o ORI EE AT HEE

«  ECOG Performance Status 3-4 ©V D HEE

(ED ECOG @ Performance Status (PS)

Score | EF%

0 | &<MEREEHTE D, FFilL R U R AR HIRD AT D,

PIARRICI LVEEN IR S 523, BT RIBE T, BAEESPE - TOMEEIIITI 2N TE D,
RS NS

HMTRIBET A OH DEIY O Z L 13T R TAEEIEAEEIX TE 720, HHFOD 50%LL Bid~y ROl 29,

ROENZHDOHOEY DZ L LnTERY, HHEO 50%LL EE2 Xy R+ Cilh 29,

AWM

E<ENT RV, BOOGOED OZ LIFAL TERY, BRIy KPR TilmI4,
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&

BRECELTEETN&FH

O IMISCEFEIDN R, ROERTEER DRAET 2 EBFE T D & AH O Rtk K OV EAE
DIz DI B E R E B R L T DRI 52 L,

@ VRIRBHAGIZENL D BE X E OFIEITAH MR Mtz ol L, FEZ 15
ThoHEEGET5H L,

@ ERBMEHD~RT A MMZ2ONT

o MEMIEENHLONDZ ENHDLDT, AFOBEIZHTZ->TiE, FIHIER
(BG0dv, PR RS, ) OffEE R O X fMREOESE, Bleisx 7
11792 &, F7o, REIIS U THE CT, MiG~—h—50mELFEHT 52 &,

 infusion reaction 23& HDOID Z LA 5, infusion reaction 2FR& HILIZLAEIZIE,
HORAEZTT D & &b, ERBEET 5 £ TREOREL +H0Ic8lgg+ 25 2
L,

o HURIREERERETE . TERMAEERERORIBHERENSODOND Z ENHDHDT,
AFHN O $ 5-BAIART K O G- B P ESIIC N W e i ds (TSH, 50 T3, iF
Bt T4, ACTH, ML= F Y —VEoflE) Z2Eid5 2 &,

o BPEMFK. AL, IFHREREE, TR, BEEERRS b D 2 ERH LD T,
AN D e 5B bG T L OB G-I X E I iFsRER & (AST. ALT. y-GTP, Al-
P, BV EVEOWE) 2ERTDH L,

o SEIER (MEREKMITEBRERZET) ZEOEERIREENH DD Z &
WHLHOT, EMICIROBREOFELAHRT LI L, £, ROEENRD L
NI AR, HONICEREEAZ2 T L9 BEEHRET L L,

o AFOEHIZIY, WEORIEISTRRT D &5 2 b dkkx R EBOREN &
bbb END D, BRENRBDONTEAITIT, BB LIZFERIIS U5
TR & RRER A RO R AT s U CE U R BRI A TV W ORERIGIT K
LEWER DN D55 1TIE. AR OKRFE I I, K ORIEEE A LVE CHlD
BHEEZZBETDH L, b, BIERERNLVE L OREIZIYRITEROUE?TE
D HNR WA, BIBRE AT LA OGEIEIFI OBMGS EET 52 L,

o WERTHR., HEMNOLENAKE L THOEIERNEATL 2R3, K
F OB TRICOEWERORBUCH0ICEET D2 &,

o 1 AUBERRSE (BME 1 ABEIRIE 2 &) b Db, BEREMES T v K=y R
HZENBHDHOT, O, B, RS OGER OB E O Ao ER
T5HZ &, 1 BRI AREDN - SGAIITES 2RI L, AR Y CRIR OB 55
DG RIE AT 9 Z &,

@ AHFNOEERREBICIBV T, KEYNOTE-826 Bk CI3MIELAEIM T, 54 B E T
X9 T, ERLERT 12 B S ICHEIMEOFMEI T T2 L KO
KEYNOTE-A18 &5 Cld CCRT 58 7% 75 2 /% 12 #HH & & ICH IO 21T
STWEZ LEBEIT, KFIEREGPIENICEGRAESE THROMREITI Z &,
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XEFEAHEET A R A v
Nh7u ) X=7 (BinFEBZ)
(K74 : A Mv—F SiE#HE100 mg)
~ R FEMERERR AR BRI U o B~

Sf5HE6 A (ff 745 AWET)
JEAE F B




Bk

1. [ZC®IT

2. AKAIOFER, TERER

3. FRRARHE

4. FERXIZHOWT

5. ®&EXG LD B

6. WHIZEL THEHETREHFIH

P2
P3
P4
P9
P11
P12



1. [IL®IC

EILOFMIE « BEMOEROT- DT, I SCEFICESW B IERER RO B
Do IDIT, IEFORFHEMOMEHRIT LV | FUREIE 72 & OFF 72 B E 35S
DAGRENDH T, 2o DEEKGNZBEICHNERBFICIRMT 2 2 ERARBROFNEE 72> TR
0. POAEVEOEE & SO #2016 (CERE284E6 H2 H BIFET-E) (ICBW T, SogiyE K
SO ORECHEEZ XD Z & & ST 5,

BRERRE IR, FEWERCZ e T 0 7 7 A VBEEFOERS LA SN R e D 2
EMBHD, ZOTD, B OZEMEICET A EMA &R T 5 TOM, SikERLD
BREAZBS ZT 52 ENMFSNBEICH L THEAT S & & bic, BITERANEE LEZEIC
Bkt a & D E MRl — E OB A T T EFEEEA AT A ENEETH D,

L72iRo T, RIA RT A Tl BIREMES ZNE T/ LTV S EFETR - B
RN EE S & | LN OEE G ORE 72 2 T 280 b B gt B2 5RO
HREEAERT,

B, RITA RT A A%, INATEIE N EIE S ERE AR O HENE, AAEETEN B AR
MR, — AR B AREERNEHE S e O AEEE N AR MRS O 1D & VERR L
77

KR E IR HEIEE XA ML—FpEEE100mg (— R4 - XaTr ) X~ (E
o7/ %))

RRERDABEIANE R SUTEEIAME O SRS MERERR AR B BARL U o N

REERDMERCHE @, RAICIE, *a7n ) A~v7 (EaHlfz) LT 1
[F1200 mg 7 338 [ i bE 13 1151400 mg % 63 R T304 27 T
SRR FET 2,

s AR 58 € & MSDEEASHE




2. AKIORHK. 1ERHBF

XA b —F HEFEI0mg (%4 - NATRrY XvT (BETHEEEZ) ., DI IRAD &
VW9, ) 1E, PD-1 (programmed cell death-1) &ZED VU 7 KT HPD-LI L UPD-L2 & OfEA %
E#LET D, & MEIgG4E /) 7 v —F iR TH D,

PD- 1% I 1 THM 50 %8 B AR 70> B U 2 72 9D I S VM 25 FI FH -4 % 5 7 S 8 il 481 & o
v F T, PD-1IE, FEEERRRBICB O CIEMAITHIIL O R mIC R L, B RS RsE2 8
T ARBE ST R R 0 SO 2 fili 92, 37205, PD-ULY T REMAETHI LITX
VPRSI L DV 7P VmiZEa AT 2/ EThH 5, PD-LIOEFHIKIZIK TS
EHITDOTNTHHN, L ONAHK TIETHOE & 282 51 CWERICEE L TV 5,
DS AKIREZ 351 HPD-L1 D @Bl L, BRI, Mehsers . FHmAps . DRESE . FE/INKIRw i
R EDEA IR NATTHRARKFTHY | ARWEFR L OMHBEMERRE STV,

BELD DY A DERIR) T4 & PD-LIFSBLOFEAMED & | PD-1 & PD-L1 DRI VL NE S D 50)% A
BECRB W CHERKREIZMH ) Z EAVRBINTEY,, B2 BNARBEOENE LTS h
TW5,

AANL, PD-1E£PD-LIKOPD-L2Di] U 4 ROFEGEILET S Z Lok v, IS/ EREE
T O JEE R BRI ENET U o SERA TR L 8, P f00% 2 FHEME L35 2 L ThilE
B AT D,

AR OVERBEFF S BEORERIGIZ L 2RIERSENH Hbh, BEEIILLICED
AREMED B 5, AR OB EH RO H#ZICIE, BEOBEL 01470, BENSROLNT
AL, BB L7 FEUTE U= B A0 7 itk & 2B & R DR AT & s L Gl 2 g n e I &
1TV, B ORIERISIC X DRIER N DN 255X, BIBRE R LE VAl O 5% D
B VE 21T 5 MER B D,



3. BRRBGE
FFE ST VR M D JROFE M RERR SRR Bt AT U o 8 D KGR IRF IR 2 1T o 7= 72 i IR
RBR DRk AE A R T,

[ %hE]
OEMNH 1 H3E (KEYNOTE-A33##)
PR ST HEETEYE O JF R MERERS ]SRN RIBAAL U o SBEERE ™D (761)) A %22, AAI200 mg
JWEHIFERE (BLF TQ3WL &9, ) HHOENER LRI RET STz,
TEMEIEE Th 520K [KETIWG criteria (2007) (23S < FILHIEIC X 5 5228580
(CR) XiFEmZEzh (PR) OFEIG] X, K1 LBY ThoTo,

D) (1) BFEMEMABEE ICHEENRO b, (i) BHZEnEMmaBghbtzeo
HLNIZCRA L < IEPRAGE bR~ 1o, X (i) B FiE m e e AEi
boYE. U EORHRR 25T, B L IXELOIRRIE ISR Lo BE

F1 AOMEE (KEYNOTE-A333E)

741

75225 (CR) 1 (14.3)

B #7254 (PR) 2 (28.6)
(%) %7€ (SD) 1 (14.3)
1#17 (PD) 3 (42.9)

Fh= (CR+PR) (%) 42.9
(95%(E 1 X [H) (9.9, 81.6)




QA E AR (KEYNOTE-17055%)
B ST A TE O RO MEMERR IR BRI U o XA Y (5341) ZxfRIC, KA
200 mg QAW 5- DB K W2 BN RFT S Tz,
FHEHMMTEH T 5 B2hHE [KETIWG criteria (2007) (2555 < @I K 5 5222850
(CR) XiF#4s37%h (PR) OFIE] 1%, 2D LBV ThoTl,

H2) (i) AZFEMEBEMBAEEZICHERENRD bNZEE, (i) BFE LSRR E
60 H AINIZCRAE L < IIPRME SN o - BE . T (m) EESEIES ] DR 2 N T 3

Th oY%, 2L EORNREEZZ T, Wb L IZEEOEREZICHR LB

#2 HHERE (KEYNOTE-1703R5R)

5343

FERZ84) (CR) 10 (18.9)

s orZs%h (PR) 14 (26.4)

%) “ZiE (SD) 5 (9.4)

#17 (PD) 13 (24.5)

AT A BE 11 (20.8)

F5h#%E (CR+PR) (%) 453
(95% 15X ) (31.6, 59.6)




[Z24tE]
DOENE 1 FH585 (KEYNOTE-A3355#k)
BEREGIIRBR AR T76] (100.0%) (238D B, BWERIZS/ 76 (71.4%) (2580 BTz,
BIWERIZEID LB THHoT-,
#3 BIEH (KEYNOTE-A33RBR) (REMMEirsrsEH)

PRERIRHE (SOC: System Organ Class) FEAGE @fé;/(jgzt)s
(PT: Preferred Term) ! "7 o

(MedDRA/J ver.25.0) 4= Grade Grade 3-4 Grade 5
EIEH 5 (71.4) 2 (28.6) 0
Mgk LY o SREE

FEEPELT BRI 1 (14.3) 1 (14.3) 0

I BRI 2 (28.6) 2 (28.6) 0
PR R PR

SR 1 (14.3) 0 0
MR g, MOERIs L OVRERRRE

SN 1 (14.3) 0 0
FEIE 8 X O kb

ALBE 1 (14.3) 0 0
—f% - EFEER X O G ORI

FEEN 2 (28.6) 0 0
BRI A

TI=rT ) T UAT =T — BRI 2 (28.6)

TARGXURT ) N T AT =T —BHN 2 (28.6)

7ok, ITHSREREEII2H1] (28.6%) TR LT, Tz, MEMEMZER, KBk - DK -
HEDO T, BEERES URMEREEBR, REREERE) . WOWREE (TEAHEREREE,
FORIRERSSE . BIBFRERERESE) | IBUHEIR I, 5 &8 0 Bk, Rk - RREBUTIRMRIE ., BEk, ARk
s (X7 - NU—JEBEREYE) . BEOKRERE (REERLEIEHAEE, BRI E
BERE, ZIALEE, FERBIES) . MK - B JE, BUEM IR, O R., EE e ik fEE
(G PRI R PSR B . PR IR L, ARZFERES . MEMEORIERIESE) | HE OB &, Mk
BREMERE, infusion reaction & UNEAZ IXF8 D AL o 72, AERIWEH R BUR I 13 B 5
(FRARMAMERT 2 51) 2B 0ERE T,



@/ W AHERER (KEYNOTE-170:305%)

B ERESITRBR M T50/5301 (94.3%) (230 S, BITERIE30/53%1 (56.6%) 238D B
Too FBIENS%LL EORIWERIZE4DO LB TH -T2,

K4 BHEN 5% EORIER (KEYNOTE-170 3#E)

(REMEMRYTX REM)

FREBIKSIFE (SOC: System Organ Class)

B (%)

= AN

JEAREE (PT: Preferred Term) uiﬁf%f;ﬁﬁg
(MedDRA/J ver.25.0) 4= Grade Grade 3-4 Grade 5
ERIEH 30 (56.6) 12 (22.6) 0
Mgk L OV o SREEE

B BRI 10 (18.9) 7 (13.2) 0
PN i R

FOPR I HE A TR 4 (7.5) 0 0
—% - EHFEER L OGN ORRE

FLyALH 5 (9.4) 1 (1.9) 0

P57 3 (5.7) 0 0

HEEN 3 (5.7 0 0

7ok, AHEREREEIIAB] (7.5%) .

AEFEEE) 13561 (9.4%) RUOWIRIEDE (X7 « N U—JEBREE) 1314 (1.9%)
HEO FH], BHERERE (RN R MER A,

£, BEMMRE, KBK - DB -

oIk (T IRAERERE T HUIRIRPRRERE T . BIEHE

SR AT,
AREK

AR . ITRBERIR, S & O, ik - BIBUHMARIE, Bk, BEORERES (haEtk

FKBEICRIRIE . BB RIIEIRIEMRE, ZIRRIBE, FRMIEE) |
(et /MEID PESRBESN . v, JRIFERP:, BERTRL

iE, DhZR, B MR

W% - BENRIE . BEE R HE )

ERIESE) . EEOF R, MERERIEMRE. infusion reaction X OFERZ TR D LR o 72, AE
TERRBURDUI R EES: (BARMREER T 25T 28 0ENERE =T,



[ - M)

AR OFRHEFEDBEET VAR LI Iab—32a Tk D AAI1200 mgZQ3W,
400 mgx6 MM (AT TQeW] &5, ) XIE10 mgke (KHE) Z2E MM (LT
QW) &\ 9, ) TERE LZBEOARFOMEHRENRE S iz, £ O/E. KAl
400 mgZ Q6W TH: 5 L2 BEDOAAN D E FIRHEIZ R T 2 FMIEFIE (BAT [Cagsl &1
9o ) 1E AH200 mgZQIW TH G LT2BRDCav o LHBRT 2 & FRISHh T (FH) . £2,
AFH1400 mgZQO6W TH 5 L= RO AK O E FARREICH T D e MIE TIRE (LT T Craxss)
L5, ) 1E AFR00 mgAQ3W THG: LIZBROD Conaxss & Hrile L CRMEZ R & TS D
OO, BARNBFIZBO CEAFESHEE STV D L - HETH 5AHAI10 mgkg (M)
EQAW THAE LIZBED Coss & B L TR 23T & FRIS U (FR) o Sbic, EHEE
(BB % % G AAI400 mgmQOW THE 5 L 72 #4145 1 #0788k (KEYNOTE-5557%88) & ¥
OIS SEMERE T A—2T, a2 b—Ta AT Y Pl L7 EEiRE
FA=ZEFPILT (FHR), MA T, HEROBEEIZIIT 2 BB AR S AF OB
R AT L et & OB 2 RETT DBREEROSE TV AR S L, AHI200 mgE
Q3W3Li3400 mg# QoW T 5 L 7-BROUREE & & AWME T Lt & OBIEIZ SOV TRET S
IR, Lo ME - RO THMMER O ZEMIC B R Z T v & Pl S,

K5 AHROEYWEL AT A —F

[ Conax Cove Conin Concos Covgss Crnins
(ug/mL) (ng/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W! (58.55?.519.7) (27.27?38.1) (17.??11 83) | (1 .97?‘34.1) (49.?;(,)';1 1.0) (30.35(,)';) 1.4)
400 mg QOW' (12;,23124) (32.30?;12.7) (10.11(,).160.8) (142?49) (50,51(,)g 13) (19,28(,)30,9)
40((%%1(‘)&6)\7\, (1351.2,6'10;6.4) NA (a 4_11 '?;4) NA NA NA
10 mg/ke QW' <21§?323> <14§?145> <11;}?21> (421?i33) (2727382) (195, 200)

T:n=2993, 100 [HD I 2 b— 3 X0 RSN EO R Il (2.5%47, 97.5% ) .
Cnax  WIEHE LG54 D e il FIREE . Cave : MIEHEG B ORI MIEF IR, Cuin : FIEHELH (A 712
B i) OFARMIE IR, Cumaxss : EFIRIBIZIT D B MG PR, Cags : EHRIRIEIZIT 2 FH 10
TP, Cuins © EFIRIEIZIS T 2 SRy i

I 56 FIORELIME (95%(FHH X H])

§ 41 Bl DRI (95% IS HEXH])

NA : %7 L



4. FEFRIZOWT

RS Y A7 EHETE (RMP) 1ZEED& | AR ORI 2R EEE ~O W J1RH 23 &
LHEFR T o T, AFIOE G HEUIREBEZBE - FE L, AFOBSICL Y BELREIEAH
ZRBL LTSN T 2 2 ERERTeD . LT DOO~@D 4T A 7o 3 sz (238 T
HTox&Ths,

O MERIZTOWVT
-1 FiEo (1) ~ (5) @u\ﬂ/wb YT Al THDH L,
(1) JEAEFBRENSIEET 203 A FOEEE LSRR (BRIE T IR 28 AR OB L SR Be . o

375 AR EAE BRI, MBS VRS IR T2 &)

(2) FrrERRRERE

(3) FBER I FEDIEE T D B ABIEERE (D ABRREEETREMBE, 25 A iREE /)
ke, 2 AR &)

(4) IRALERRIEE 2B L, SRS LA RIES IR . ARG LAtk i 2 534t
RIEZH L AL R OB s AU I AR 5 i 24T - T D filiax

(5) HUEMEES AL E BN O s S I ZAR D i H 24T > TV D fiax

O-2  JRFEVEMERR MR PBAINE U > SIE O AL S OVRIE 8 B O RIS 57 72 0
i &R FFOERM (FROWTIUNTZE T DIERM) 25, 2B OARFNCE S 5165
DEMLEH L LTHRESH TS Z &,

*®

o [ERitaEFEUSE2EDIMIHE ZE T LT2RICSHELL EO D A TRIEDEERHE 21T > T
WHZ E, 96, 2L EF. BDAEYREAY & LERKRIESFOMHMEZIT-> T
AHZ &,

o [ERNOEFHUSE2UEDPIIIHE ZE T L7 % IZ4FE UL EORERRER 28 L T\WA Z &,
7B, 3MELL R, S g O S A SRYRRE & G IR LR OHME 21T - T
WAHZ &,

@ BEADEEMFERERDOMBHICONT

RS AL BRICAE S 5 SRR DI E S, BERARSE D OfF RN . A2k - Lat
FIAAF RO KL OEMS IS 2 R, AFEFRPRE LGS OWEES, ¥
INERLINIAT O D EHINE > TVnD Z &,

HE



@ BIEA~DRIC2OWNT
@-1 HEgRAHIIC B4 5 B

MEMERR BRSO EEZRBIERNEA LB, 4R RIRIAHI O T, Si%hEa X ixE
BERIRRIZ VT, FEBL L RBIERICIE U CTABTE B OCTE O RIVER ORI M 7 iR
OFERNZY BRI S, BB ATREARRHI A > T D Z by

Q-2 ERREEEIC L 2AFESMICICET2EH

DAZIRICHED D R 2 ik OB R 2 A T 2 BRI FEEPRWER =421 V7 %5
DIEEROAY J—=0 T EATOERIE L WA A TE 2T — LEFERHID B I T
WAHZ &, k. BHIEEICOWT, DAEE L EOFERICHSICEMESNTNDHZ &,

@-3 BIER OZMrox B LT

RIVEA (MEMEREBIS A, KK - DMEsk - EEO TR, BUERZ% - R4 - e
PR - TS - B RPREARAE 2, iRl (R REMER K. RERIRERE) . NS
(T ERAREREE ., FURIRMERERE TS, BIBHREREE) | VRBERIA, 59K, sk - BT
FARAE . BES . BN WERE AR 2, B OGRS (PatER e aiiE ., BRI
felt, ZIALEE. JERMIES) . infusion reaction, 7% « Hlilside « FFBEJe. HIEFHEESAE,
RfEE (72« NU—IEERS) . OHR, BEERMKRESE (oM MRS MR
IR L, RIFERES, MEEURIERIESE) . HEO B K, MERERIEGRE, M%) ITx LT,
MR EE XX R R OB 2 A 3 A =R & EdE U (BIVER O Br-oxbi 2B LT
BROXEEZZTONLEZMECHD L) | EHICEYRLEN TE EHIE->THWD 2
E

10



5. BeExtg L b BE
(G bR B3 5 FH]
O TFRICHENT2BEHCEBVTAFOHEIMEN RIS TN D,
o AFEMBHIBAERZ ICHERNRD b BE
o HEEMHMIEBAMEH LINICCRXIIPRANE S /e - - B3
o AFEMEMAMIBRIC ARG CTh D56, 2B LORNEEE =, L <
IXIE T OVRIEZ I 58 LI B

@ TRICHES T DHEHGEIC SV TE, AAIOANERHEL SN TE LT, KAIOKS
XREIRBIR,
o ALFRIERIBIROBE
o MOHUEMENELA & OO

[“Zea=PEIZ B9 % ]
O TRICELTDEECOVTIAFORENER L SN TVWD Z &b, BKEE21TDR
WZ &,

o AHIORINE LIBIE OB D & 5 184

@ IREATOFAIC B W T FRRICEE S T 2 BFIT OV TR, AFIOEGITHEE X vy,

M OTEFEIRIELD WG EIZIRY | HEICAFZEN T2 2L 2B ETE D,

o HEMMEREDOEH IIBED & 5 HE

o B AR A CRVE S 278 0 D IR K ONEBIME O KR BRI g 2 <0 G o fii
REFDOIIIIEZEALD I B D B

o BHOREERABOGOE SUTIEMEMZRE L IXFEIMED B O ik B O BE T E
D5 BHE

o EESBHEOH L 8L (B G M AEE 2 R <)

o ORI AT 5B

»  ECOG Performance Status 3-4 "V oD F 3

(ED ECOG ¢ Performance Status (PS)

Score | EFe

0 | <ML IEBTE 2, BMALFE LB FAEESHIRZR ATZ 5,

PIREIZI LU BB IHIIR S 7L 2 23, BTHIHE T, BRIEESIE - TOMEREITAT O Z LB TE D,
Bl - mOFE, EHEE

ATRIRE TR OF OEIY O Z L 13T X CTHREEZPMEET TE 220, B D 50%LL EIZXy RALCila 29,

[ROENZHGOHEOREIDOZ L LNTER, BFO 50%LL EE Xy KRR+ Cild =7,

W

LT RV, HOOHORED OZ L34 TEARY, BRIy R+ T4,

11



6. BEICBEL THEE T RNEHTIH

O WASCEFEICN A, BERTEER DNIRILT 5 BRI D & ARF O R KOG Ef#E H O
= OICBER B R A2 T L SO BRI 5 2 &,

@ JBREBIRICHESI D BE I E DOFRBEIHINER OfERMEEZ 5@ L, FEx25E T

NoHE5TH &,

©@ EREWERDO~RT AL MMZOWT

o [BEMEENHSONDEZENHDHDT, AAIOHERGIZHTZ-> Tk, WIHIGER
(B L, MR RIEE, k) OMeRE M OWIERXERIR T O 2%, #1224 +01AT
9k, Fo, MBS UTHWECT, MiE~—b—Z0OMmEZEmMT D5 L,

e infusion reaction’’ & H I D Z L A3H D, infusion reaction3in s H AL AT,
WE) AL E 21T 5 & & b, TERAEET 2 £ TCREORELZ +S5ICBIEZ T2 &,

o HURARERERETE . TERAKEREL ORIBHRERENH LDLNDLZ ENHDHDT,
AN O F 5-BREART & OF 531 I3 E WIC N g RE M As (TSH., RT3, i
BET4, ACTH, ML =aF Yy —VEpiflE) 23+ 52 &,

o BUERFR. FFARA, IFHREREE. IF2. BLHERERIS bbb Z ENHDH DT,
ARFND £ 5-BRhART M OB G- M I E I IFRERER & (AST. ALT. y-GTP, Al-
P, BV LB VEORE) #EMETDHI L,

o SEVEREOEERRBRENH LIS ZENHDLOT, EHICIRO BT OF
MAMRT DL, o, IBROBRFENED LNHGEITIE, NI =R 2%
BITOL)BEERETH L,

o AHIOHEHIZL Y, WEORIESINMIER T D &5 2 DN DERA RREOHRENRH O
PNAHZENDDL, BENRDONIGEITIEL, BB LERIZS U HMRI 72 A
& R A Fr O PR AT & s U CE Y] e gE R M 21TV, B ORE RIS K D EIE
RANRGEDN DAL, ARIOREIH I, ROFEIERE R VE A0 5% %
ZETHZ L, B, BIBRERLVE L OREIC L BIVEROBENRD L
Balid, BB AT DSOS IHIRI OB BET 5 2 &,

o WERRTHR. BOERNLEI ARB L TOSEWERNEET L Z L 0NH 5720, AHA
DOEHHETHRICHEWERA OB+ ICEET 5 2 &,

o VRBERRSE (BUEITBERIR 2 Ede) b bbh, BERFBEES 7Y = R ZES
ZERHDLOT, H¥E, B, EHZEOEROBISCMAEED LRI ET S
Z&, VEERENEDNEGA RS 2R IEL, A A ) URIFIOR 5% O
BIZRIE AT S 2 &,

@ AFNOEKRRBRICINT, BERGEP D128 Z L IO M EITo TVl &%

BB, REIEGHITEICEBRAE CRIROMREZITH Z & FRCAZEBRITIHEE

TN L 2B B L, HEBEHI2AE IR LEEEC BT Z L,

12



