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AA wF T, PD-1 1%, REFEZRZREBICE W OESER T MildofMiamicgEi L, B om
P SO % B Do AR Tl 72 (B RS 2 %, 7B, PD-1 13U Ty R EfH
AT D EICE Y PURZEIRICL D v 7P vsiEae A+ 225K TH 5, PD-LI
DIEFHMIZIB T 2HBUT DTN TH LD, L OBAKMIETIE T Mg 2z
DI EEENCHH L TS, DAMBICI TS PD-L1 O3 EIL, B, .
FFAMAERE . BREE . FE/ NI S OBk 2 IS A T TR ARIK 7 TH Y | RWAEFRE
OBEERHRE S TWD,

BEDON L DEGIKRE T4 & PD-L1 ZBLOFEEAMEN S PD-1 & PD-L1 OfRBKIZEE
DOFSERRRHIZ B W CHEERKZE A2 S Z LRI TEY | Hiiz e N ATEEORER &
LTHIff ST 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Difi U > ROFEARZILESTH Z Lok v, [EE
WU NBREE T OB BRI ENE T U SR TEMA L &, HUEE G 4 FHE (b
T2 L CHUEGN R AT 5,

AENONE B EED BEOREFUSIZ K 2BRWERER & b bi, EESUIELTIZ
BOAREMED B D, AANOIGH X OFREGRIZIT, BEOBIEL ToI2ATV, RE DR
D BN AT, FEH LT HRITIE U R 2 Gk & R & FF OBl & L i
B2 BRI 24TV IR O ROGIZ K D REIWER N DL 2581213, BRI E RV
T UAIDOR GO R E 21T 5 MEDN D D,



3. BREREOE
L L0 i O KGRI IR A2 T o T2 R R IRRBR O Al iE 2 R T,

(2]
OENE I b fHFER (KEYNOTE-041 55%)

EFRIERE D W IA Y A~ T (B #iaz) LTI A~T ) E0n),)
EEERN2 LY A ETOHRIERE 2 AT DRI 7o B A fE R 42 f

(CHIWERRAT %152 37 ) Z %51, AAI 2 mg/kg 3 BB (LLTF TQ3W] v\ 9H,)
B 5 OF MR VL EMEDRRRGE STz, 7ol BHEEHE CREBETHRD b5 12,
PR EBIETT 2 R 9IE IR 23FR 8 B 7R W DF R Z E L T 5 A T, IREILIRE O]
BRI CRBETNRD DD T TARAIOE G2k 32 2 E NAHE L STz, EERF
8 B Td 5 E4R[RECIST HA T4 > 1.1 iz Eo <t &1 L 55847840 (CR)

53 25%0 (PR) ] 1. 24% (5% EHEIXIH : 12~41) Th o7z, 7ok, FANIHEL

7-BEIX 10%TH - 7=,

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

A VY AT X DR A A T DRI R AR B R E R & PRI, RA 2
mg/kg Q3W % 5- K Y 10 mg/kg Q3W 5 G- D AN M OV ety | AL (X sy
U.TEYBI R, WNRTTF RXT VBRI INRT TTF o+ 37 ) Z X
T, LT TNICCRE] 2V 9H,) X E LTRSS, 728, i TR AT
P LT GEIT, FEET 2 R TERPRD DN WEDOBRMICZE L TV 5 BHE
TIE, WKIEILARE O i M TR BIEET T RO B D £ TAAID G 2kt 25 Z L 3]
AE & SAL7c, EEAHEE A XA (LU T0S) &9 ,) KOS EA AR (U
T TPFS| W9 ,) &, AFNIMETFREE & g LT, PFS Z# A EIZIER L7z,

#F1 BoMESE (KEYNOTE-002 35k)

AH 2 mg/kg AFH 10 mg/kg b E
Q3W Q3W
(180 1)) (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

CI: (ZAEIXH. *1 : RECIST 4 R A > L1 U < O Rt K OMEDE #MIE S X 2 s,

*2 0 JERH Cox Wl — FET M KDL E DI, *3: @hlln 7 F v 7 e




100
90 . — W I mg/kg QW
] ——— 3 10mg/kg QIW
80 =N
70 4 —y S
& 60
ﬁ 50
4 407
30 ]
20 8
10
C‘ UL HAUALLALAL) LR UL AL GHEL ILALLL A F UL R LD LU LURLE A PSR, R ALLIGLLUL BN LY UL R
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# SErFiEm (R3]
FH 2mg/kg Q3W 180 131 95 70 61 11 0
FE|10mg/kg Q3W 181 138 ag 79 67 12 0
{bmvE 179 115 80 60 48 9 0

X 1 OS @ Kaplan-Meier Bi#f (KEYNOTE-002 A8k)

100
a0 i e — & Img/kg Q3W
80 3 5 —— #10mg/kg Q3W
g 70 3 {EFEGE
# 60 7
50 -
40 A
& 30 ]
20 -
101
0 T T T T T T T
0 2 4 6 8 10 12 14
at risk# e
ZFH 2mg/kg Q3W 180 153 74 53 26 9 4 2
FF10mg/kg Q3W 181 158 a2 55 39 15 5 1
eS8k 179 128 43 22 15 4 2 1

2 PFS @ Kaplan-Meier B (KEYNOTE-002 F%R)




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

A Y LAY TNCEDIEERORNIA Y AT HEERN 1 LI A FTOLL
FIEIRE 2 AT DARIRUIBR AR RE 7 MR B B RS 2 )R, AA 10 mg/kg Q3W Beh- &
OV 10 mg/kg 2 BRIFRE (BLT TQ2W) W) .) EEOFHMER O ZEMENR, A BV A
~ 7R E LTRET S NTz, 723, BRI CHRIEETAFR O b icimalc, R
T2 RTIERDFRD DAL WEDERIKRIINT L E LT 5 B Tl IRIBILARE O i FEAT
THREBHEITHRO 5D E TARBOE G k95 Z &3 AlRE & S vz, FEEFHNE H
X 0S X OVPFES & S, AANFIA BV A~T7 LHEE LT, OS XO'PFS # HREICIER L
776

#2 FiMEE (KEYNOTE-006 3(E%)

AH 10 mg/kg AH 10 mg/kg AEY LT
Q3W Q2w
(277 1) (279 #1) (278 f51])
e [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 {3 0.00358 0.00052
gl [ A ] 4.1 5.5 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | e R 0.58 0.58
(95%CI) (0.47,0.72) (0.46,0.72) —
p i <0.00001 <0.00001

CI: [ZHEX[#. NE : #iEARA[, *1 : PRI O —% 1 20154E3 H3 B0 v b4 7, *2: J@%
Cox thiINY — FREFTNIC L DAY A~=T L othilg, *3: J@a 7 Z 7 HE, *4 : RECIST &
A RTA4 2 11 RIS SIS U 72 BB E K OB R R K 251, *5 : ST R D7 —
% (20144E9 A3 HA v bA7)



B 50

30-: ——— #10mg/kg QIW
20 A7 10mg/kg QW
10 ] —— seunwy

at risk# EFmER]

Z#F0mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
FH10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULTT 278 242 212 188 169 157 117 51 17 O

X3 OS ® Kaplan-Meier Hi# (KEYNOTE-006 35%)

100
901 W~ e e

80 - A7 10mg/kg Q3W
3?0—_
B 60 -
EW‘_
B 40
& 30

20

10 7

D IIIIIIIIII""""'I""'""I""""'I""'""I""""'IIIIIIIIIII

0 72 ! 6 8 10 12 14
at risk# ARTERLA]

##10mg/kg Q@2QW 279 231 147 98 49 7 2 0
##10mg/kg Q3W 277 235 133 95 53 7 1 1
AEULTT 278 18 88 42 18 2 0 0

X 4 PFS ® Kaplan-Meier BifR (KEYNOTE-006 35)



@ERR L EFEMAHE (KEYNOTE-054 345%)
SERUEGBO AT =M WY oBEEREAEERE (AARAN 15 6l285T) X2, i
BRI & U COARAI 200mg Q3W &5 DA RhEN 2N, 7T RE R E LT

Mat &z, FEEHEE B IXTEER AN (CLF IRFS) W 9,) & &h. AKANTY
FERLEEE LT, RFSZHEICEE LT,

#3 AHEREE (KEYNOTE-054 3A5R)

ARH1200 mg ¥R

Q3W
(514451) (505431)
FrefE (A ] 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: XM, NE: #tEARr], *1 : PRIFSTEOT — & 201710 A2 By NAT7, *2 . 8
B Cox bl N — RET ML D7 TR EDLEL, *3: @Rl 7 Z 7 e, Q3W : 3 i [
b5 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##t (KEYNOTE-054 3A5k)

(ED) AJCC (American Joint Committee on Cancer) JiHi47#H (55 7 i) 103 < FHli. AT — P IMA Tix V) >
IRETN OB 1 mm BB OBE D I,



®FEBELFRIF AR (KEYNOTE-716 #XR)

SERYREO AT — VOB LN C ™ oEMERAEERE (HARAN 3 fZET) &
R, MBI & L CAHI 200mg Q3W G- DA N MR, 77 'R
ERE L CRET S, EEFHMEE B 1L RFS & S, AFNLT 78R L gL,
RFS # HEIIERE LT,

#4 AHERE (KEYNOTE-716 3ER)

ARH1200 mg ¥R
Q3W
(48741) (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 — K™ 0.65
(95%CI) (0.46, 0.92) —
P fE" 0.00658

Cl: FHEX [, NE: #EEAF, *1: 1 B H OFEENTREOT — 4 : 202012 H4 B > b A7,
*2 ¢ @RI Cox NP — RET T L AT TR EDHE:, *3: Bhla 7T 7BE, Q3W : 3
T [ b b 5

& 70
5 60
£ 50
&R 40
& 30
20 | —— ZHEP0omg Q3W
10 ISt
0
0 3 6 9 12 15 18 21 24 27
at risk2% EEREFHMA]
A%200mg Q3W 487 465 401 340 249 149 71 21 1 0O
ISR 489 475 400 336 229 149 77 27 1 0

6 RFS O Kaplan-Meier #ifg (KEYNOTE-716 35%)

(2 AJCC (American Joint Committee on Cancer) J& /08 (55 8 fi) (Z3-3 < FFAfi,

9



[Zz421t]
DOENE b MHERER (KEYNOTE-041 5X5k)
AEFERIT, 41/42 4] (97.6%) IZF@BO B, 1BBRIE L ORREBPEETERVASE
L, 34/42 5] (81.0%) IZRRD BTz, FELED 5% LORWERIZ TERDO LBV T
ol

£S5 RBEEN 5% EORIER (KEYNOTE-041 35) (RAMMEITSER)
B3 (%)

# B RIR53# (SOC: System Organ Class)

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

AFIEM 34 (81.0) 7 (16.7) 2 (4.8)
W WRE

R A REAR T iE 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 #41 3 (7.1) 0 0

L BEER A N 3 (7.1) 0 0
FEIE 8 X O T fRbE =

Z O FEAE 6 (14.3) 0 0

R INRZ S IN 22 6 (14.3) 0 0

= e B 3 (7.1) 0 0

7k, MEMMEE 1E 24%) . KK - BEO TH 2 6] (4.8%) . IFHERERE 3
Bl (7.1%) . FEALHEREREE 2 6 (4.8%) . FUREERERS 6 1 (14.3%) . infusion
reaction 1 {5 (2.4%) MO E IR 16 (2.4%) B LT, £, RkEE (X7
Voo NU—EERES) | BRREREE URMEREMEERE) | RIBESE, 1 2URERA,
HEO LGRS (FREREIREGERE, SR, EREIES) | R, 2% - BsUmmt
fRdiE, EIEMGMESRE, BMZ% - BRI, DA, Sk i IR PSR BIENS . vA i E i
F OVRIFERES IR D ie o 7o, REIERRS TR DU B E S (BRR MR A 5 2 &
tr) ZETDEEREZRT,

@iEs M ARRER (KEYNOTE-002 #X5%)

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%) 278D HL, JRERIE & ORI ERERN G E TE RWEE
FRIL, TN 121/178 B (68.0%) . 133/179 Bl (74.3%) JZ TN 138/171 i (80.7%)
RO BTo, WT I DORETIBLED 5%LL EORIWERIZ TEDO LB ThH o7,

10



#£6 WVWTNHDOHETRERN 5% EORIER (KEYNOTE-002 3R88) (AN RER)

. o , B (%)

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

(MedDRA ver.18.0) 4 Grade Gr3a(ie Grade 5 24 Grade Gr;ie Grade 5 % 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 o RbEE

=i 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
[N IS iE 2 (1.1 0 0 1 (06) 1 (06 0 16 (94) 4 (23) 0
A s

IR BB RE A T 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B IR

(EE 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 56 (327) 4 (23) 0
A 2 (1.1) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) 0
—% - &EFREER 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) O
FEEL 6 (3.4) 0 0 11 (6.1) 0 0 8 47) 1 (06) 0
BRI I

M s 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
Rt L OvGeakhns

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

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

K=z —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 X OV T RRbE

B 5 (2.8) 0 0 1 (0.6) 0 0 35 (20.5) 1 (0.6) 0O
i R 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2) 0 0
9 FEIE 37 (20.8) 0 0 42 (235) 0 0 6 (3.5 0 0
W5 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
ERINTRZ N2 5 (2.8) 1 (0.6) 0 10 (56) 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 REIZBWTENZE L, VEMEMZEE 1 6
(0.6%) M4 (22%) . KIBJ « EEOTH 14 (0.6%) K6 H] (3.4%) . #hfk
BEE (X7 2« NU—EEREE) 2641 (1.1%) KOV 0 B, AFEEREREE 13 41 (7.3%) M
OS5 1] (8.4%) . EHEREREE (RAEMEMEERE) 141 (0.6%) KO #] (0.6%) .
TRAEEAEREE 161 (0.6%) KO3 B (1.7%) . HARIREEREREE 14 61 (7.9%) KTV 15
% (8.4%) . infusionreaction2 5l (1.1%) M O3 Hl (1.7%) . EEOEERFEE (KRG,
TEIRAEERE, ZTEALEE, FEREIESE) 141 (0.6%) KOV 1 B (0.6%) . FEZ 141 (0.6%)
T OV 0 3l I M I0E 0 B KON 1 B (0.6%) . AMZE - BEREZE 0 IR O 1 1) (0.6%)

11



WS E DK 0 LD 2 B (1.1%) BB bITZ, Fio, RBIEREE. 1 BEERE,
A%« BRCHRARIE /DA Sae i MBI SRBER YAt M i Je OVIRZF B9 13
B BRI o T, REWEMBEIIRIUIBNESE S (BAREERT 250) 2atER
G SL N

QA EAEFRER (KEYNOTE-006 #5%)

HEELRIT, 10 mg/kg Q3W £ 264/277 1511 (95.3%) . 10 mg/kg Q2W £f 275/278 11 (98.9%)
e OV TP #E 239/256 151 (93.4%) 1Z78& B AL, TRERHE & ORIREBN G E CTE W aEF
G, TNEN 202277 B (72.9%) . 221/278 B (79.5%) K TN 187/256 B (73.0%) (Z
RO BT, WTENDOORETRIEN 5% EORWERIZT FEDO LB ThH-o T,

£7 ODTNIOBECEREREN 5% EOBIER (KEYNOTE-006 3RB) (eI EM)

BiEk (%)

IRERIRSHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHEE IPI#E
Organ;cmss) 277451 278451 256151
FEARFE (PT: PreferredTerm)

(MedDRAver.18.0) 4Grade G;a;ie Grade 5 “4Grade Grade Grade 5 “4=Grade G;a;ie 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)
PGy WP 5

BRI B A RE U AR S 7 (2.5) 0 0 17 (6.1) 0 0 6 (23) 1 (0.4) 0

PR BB R T i 21 (7.6) 0 0 25 (90) 1 (04) 0 2 (0.8) 0 0
P
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
G 31 (11.2) 1 (0.4) 0 28 (10.1) 0 0 22 86) 1 (04 0
M it 5 (1.8) 0 0 10 36) 1 (04) 0 14 (5.5) 0 0
—i% - 2HEER 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
h AR R A

AST H#§n 6 (22) 1 (04 0 14 (5.0 0 0 6 (23) 2 (08 0
R L O EE

RAIHGE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R SRS & OV S 55

FA M 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
KRG F KO TR
Z 9 FEIE 39 (14.1) 0 0 40 (144) 0 0 65 (254) 1 (04) 0
B2 37 (13.4) 0 0 41 (147) 0 0 37 (145) 2 (0.8) 0
=k A 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 1 %1 (0.4%) . KEGHK - BEO TFH 10 6] (3.6%) K ON13 6 (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%) LTV ] (0.4%) |
TEMAEEREE 1 6] (0.4%) KON 6] (0.4%) . FRIRERERES 28 3] (10.1%) K& TR33

12



Bl (11.9%) . FIEEE 16 (04%) LO261 (0.7%) . infusion reaction 7 il (2.5%)
KOV i (1.8%) . 1 BUHEIRIE 1 1] (0.4%) KO0 i, FEEORZERE (R EIRAE
e ZZTEALEE, FURIEIESE) 0 1 ) OV 1 1] (0.4%) | R 1 41 (0.4%) Je UM 1 41 (0.4%) .
g% « RERBUTRMARAE 1651 (0.4%) K OVO0 i, g - BlMEZ 0 IR OV 1 1] (0.4%) | IR
IZSEIER 36 (1.1%) KOV (0.4%) 23R iz, £z, BEIEMEEAE, L
P&, M R D SR B . ISR I OURIFERIE IR D Lo 72, AEIE
MBI FES (RAREERET L 5T) 23 0EIHERE R,

@EFEILE AR SR (KEYNOTE-054 35#%)
A EHEFRITARAIRETIL 475/509 1] (93.3%) 12, 77 BARETIE 453/502 1] (90.2%)
R LTz, 1RBRIK L OREBGEAEE T W AEERSRIL, AFIFETIE 396/509 #
(77.8%) (2. 77 BAREETIE 332/502 il (66.1%) ([ZHEL LTz, WIT I ORECTHRILE
D 5%LL EORIWERIZT TERO EBY TH-o Tz,
#£8 VTN AOBTRERY 5% EORBIVEA (KEYNOTE-054 3R8%) (22t 5 4EH)

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

SystemOrganClass) AHKIHE 7T REE

HEARFE (PT:  PreferredTerm) 509431 50243

(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
R A s

FOR IR A 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
B 58 (11.4) 0 0 43 (8.6) 0 0
—% - &FREER X OGO EE

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

9% 7 143 (28.1) 4 (0.8) 0 135 (269) 2 (0.4) 0
BRIR A

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

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 7

SER 37 (7.3) 0 0 33 (6.6) 1 (0.2) 0
s, JERFS K OVEhR

PP I 5 27 (53) 1 (0.2) 0 14 (2.8 0 0
R X OV T RRRE

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 TRVEMERZEE 15 61 (2.9%) . KIGZ - O T 23 41 (4.5%) .
FFREREREEE 46 1] (9.0%) . BHEREREE (JRAMEIEMERREE) 26 (04%) . FHEEARE
BEREE 1165 (2.2%) . HUIRBRHERERRZE 105 61 (20.6%) . BIBHEREREE 5 B (1.0%) .
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1 BUBEIRIE 5 61 (1.0%) « 5 E 1%k 2 61 (0.4%) . - BT RAARE 161 (0.2%) |
R 2 51 (0.4%) . EIEFHEESGE 1 61 (0.2%) . Il %K 16 (02%) IFNC 1nfu510n
reaction 2 {5 (0.4%) WO LN, £, MREEE (F7 - NU—EGERES) |

DRz JEREE (REREBEARIEGERE, STALBE, FAREIESE) | IME - Bl it i[ﬁl/J\
BB PESREEIR . AR ) OFRFFERBHIRE O i o 7, ARl ﬁzfﬁ%ﬁfﬁﬂ({ﬁ ESE|
HES (BAMAERYZE50) 280EERE =T,

OFEFEILFEFMAHRE (KEYNOTE-716 ##)
AEFRITIAANITETIL 461/483 151 (95.4%) 1. 77 BARRETIL 444/486 11 (91.4%)
WZREBL U7, 1RBRIE & ORI EBGENEE T ARWEERGIL, AFIBETIT 400/483 4
(82.8%) 2. 77 BAREETIL 316/486 ] (65.0%) ([ZHBL L=, WITNNDORETHRIERE
5% EORWERIZTRO LB ThoTo,

#£9 VWFNILOHETRERN 5% FORIVER (KEYNOTE-716 3RE2) (A MMITRER)

SERIKSH (SOC: System iz (%)
Organ Class) AFRE 7T v R
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
R A s
R R RE TS E 48 (9.9 1 (0.2 0 6 (1.2 0
FOR IR RB AR T iE 75 (15.5) 0 0 14 (29 0
B kL
T 90 (18.6) 5 (1.0) 0 55 (113) 1 (0.2)
B 38 (7.9) 0 0 33 (6.8) 0
—% - EFREER X OGO EE
) E 45 (93) 1 (0.2 0 44 (9.1)
9% 7 102 QL1) 1 (02 0 88  (18.1)
BRIR F A
ALT 540 38 (79 4 (0.8) 0 23 @7 1 (0.2
AST #4m 30 (62 1 (0.2) 0 12 (25 2 (04
BB R d K OV A HEL kB
ESIEiNG 78 (16.1) 2 (0.4) 0 39 (8.0)
77 P9 32 (66) 2 (04) 0 17 (3.5)
eI H KO Tk 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)
ERINIR NG 35 (712) 2 (0.4) 0 8  (1.6) 0

2B, ABIBHCBWCTREMEMEER 8 B (1.7%) . KIBHK - /NMEE - EE DO TH 22
B (4.6%) . EEOREREE (REEREEIERMMIE, RERBRIRE R, 2L,
MERIEIES) 161 (02%) . fPfEEE (72 « NL—JEGERS) 461 (0.8%) . BIE
JFS% - A4 - HHSRERRE - 4% - B LPERRE K 59 61 (12.2%) . HRIEEEREE 101

14



B (20.9%) . FERAHEREREE 12 4 (2.5%) . BIEHERERESE 12 B (2.5%) . 1 BUHEfR
952 B (0.4%) . BEHERERETE RME MR 2%, REIEBERSE) 361 (0.6%) . BEX
161 (02%) . fhde - BERURRMRIE 561 (1.0%) . BIEFESIE 2 6] (04%) . SED
f5g¢ 1 1 (0.2%) . infusionreaction2 ] (0.4%) K OVEE 72 MikFEE (G i MR
DR, IR, IRIFERES, MERRRIERIESE) 161 (0.2%) DR L, £,
g% - BElEESE . DR, EEOBH R, MERERIEMGER LK ORZITRD oo o, K
RIVE R BLIRU X B S (BRRMAERE 2 5) 25 0EHHER LTI,

15



ik - HE]

RIGUIBRARRE /R M RS RS 20 5 & U gd G AR R B (KEYNOTE-002 35k &
U'KEYNOTE-006 #tf#) OfES, 2 mg/kg Q3W. 10 mg/kg Q2W M OF 10 mg/kg Q3W
DWT DL - HEIZEB W THARFOF MR NVZ 2V EZRITFERD i o
776
AF| O FHE SR B REMEAT D5 R, MR AEEE 21T 5 200 mg Q3W LD
AUCqsewc GEFIRREIZHS1T 5 6 JHM DR EE-Refi] iR T iEfE) oIl [10%45, 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) &3EELL ., 10 mg/kg Q3W e 5-FD AUCs uk
(7.49 [4.32,11.3] mg-day/mL) % F[al->7=,
B RENEEE x5 & LT AHIOBRESOSINT OFE R BEt Sl g - & (2
mg/kg Q3W $£5-. 10 mg/kg Q2W $: 5K OY 10 mg/kg Q3W #£5-) D#iPH T AUCss gwk
&G R OVt & ORI BLEITFE O HivZe o Tz,
KA OREMEYEETT V2R LY T 2 b—a 2k, AH| 200 mg &
Q3W, 400mg % 6 W (LT TQeWI &9 ,) it 10mgkg ((KHE) % 2 ¥
BRI (LLF TQ2WJ L9 ,) TEE L-BEOAF O MG f i sn st S,
ZDOFER, AH| 400 mg 2 Q6W TG LIZBEOARA| O EHFIRREIZ I T 5 FH M iE
HIREE (LAT [Cagss) EVVD0) 1E, AHI 200 mg 2 Q3W THH LTZEED Caygss &
BRI LTS (TR, £/, AHAl400 mg 2 QoW TH G- L 72ERDOAFH D
TEFIRREIZ IS T 2 @ iE FIREE (LT [Craxss) EVY9,) 13X, &K 200mg % Q3W
THEG LTEBED Chaxss &L TEAEZ R T ETHISNTZH OO, BARNEEIZE
WTRABRMENHER SN TV D L - HETH 5484 10 mgke ((KE) %2 Q2W T
B UTBED Cinaxss & G L TIRMEZ R 3 & THIS Lz (FR), ol EERAlE
BE AR RITAHK 400mg & Q6W THeE: L -1/ S IHHFRER (KEYNOTE-555 i35R)
I 0B LN FEREICE S EYBIRE T A —F T, I ab—Ta 2k TH
L7c 3B T A —& LI LT (TR), Mx T, EHEOEEICKT 2R
BREGREIZ D & | AFIOMRTE & &AM T L2 & OREZ R 5 RER L€
TOVHMEFE X, AK] 200 mg 2 Q3W XU 400 mg & Q6W THhH- L7 OugdE &
A MESNTZ M & OBTEIZ DWW TR SRR, it L - HEOMTH
IR B OV VISR e 22 B3 7 & PRI E Tz,
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K10 FHIORMBHR T A —F

PR - R Cmx Cave 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.§?? 1.0) (30.35(,)'39 1.4)
400 mg Q6W! <12;,2?24> (320,327 (10_11(,)'169.@ (6149 | Gons13) | (198 209)
40(()3;{;J1[QE:6)W (1351.2?'10 3+6.4) NA (1 4.12 '?;4) NA NA NA
10 mg/kg Q2W! (21@,2823) (14??45) (1 1;1 ?21) (423,2233) (272,7382) (19;,920())

+:n=2,993, 100 [M]D Y 2 b—3 3 0 X BHH SO PRl (2.5%8, 97.5%40) . Cmax : #IH]
Be5-1% D e MG T IREE . Cave : FIEHR 55 O MG TIREE . Coin : FIEHR G (A 702 FeBGA) DR
TEPWIE, Coaxss : EFRBICBT D EEMIEFIRE, Cogs 1 EFRIBIZIT 2 FMIEFEE . Crins © EHFIR
REIZ 1T 2 dRc ARy i JE

1056 FIORATELIE (95%FHIXIH)

§ © 41 BIOKTPEIE  (95%1E X))

NA : %472 L

17




4. MEERIZOWT

TRVBEIBRANRE 22 M SR AR (53 2 KGR AR & U TRE AR A (BFIfHE) 235
LNTNDZEND, YLHEZHUICEMTEOMR THLLINLER DD, £D LT,
IS U A 7 EBRENE (RMP) (TEED & AHI I G2 2 MBS R~ O B ) IR 23
b HhiEk T > T, AFOE LGN HEU) 2 BFE Z2M - FE L, AFOFEGIZ XD HER
BIER Z 5B L BICkHaT 5 2 E B3 Ei 2= L FOO~@ D4 T &= 3 ik
WZBWTHEMNT22X&ETH 5,

@ HEFRITOWT

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

(1) EAEFEREIGET D0 A FR ISR (BB IR 28 A2 RO BE LS R Pt
Hidgle A3 A RS IFEEE ML AU RS . MUY A BSIRIR bR &)

(2) FrErKHES R

(3) FAENFIREN R E T D03 ARSI (D3 ARSI B, 23 AR
W 1IEBE, WA RCEERE R e &)

4) AR FRIEEZRE L. ARIES L HRIERZER 1. ARIES b ARIE2 IR 2
ATH IR F LI 3 DR IEMEICAR D M 21T > T 5 fifiak

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

O-2 EVERAEOLFRE K ORIVERFEBURE O XS 443 72 Fnak & B 5R 2 Ff D [ Al
(FROWTINTIEY T DIER) 23, YR OARANCET 28RO EMTE & LT
BESNTWVWDZ &,

#*

o [ERMFFESE 2 FOWMIHEZIE T L2121 5 ELL EON AIBEDIERIHE %
IToTWBHZ L, 9B, 240 EiT., BNARYIEEZ £ & L BRBESESOHE %2
ToTWNWBHZ &,

o [ERIGRFFIUGE 2 FOMMIHEZE T L7t 5 4RLL Lo B EMEIE T 29 O i
IRIERZ A L TWD Z &,

@ BEANOERMFREFDOEHNITONT

R A 1 R BRICAE F 9 2 FEA DS E S v, BRSO OIF B D, A - &
PRI OB B DNERTSF ISR 5 iR it A HFFRNELE LSS OWE
FH . FERESPIATONDERINE->TWD Z L,
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® BHWEH~DOXRIZDONT
@-1 BHWERRBREOISERICEE T 2 24

M MR B O EEARBIEAN A LZBRIC, 24 FRRZEIEHIO T, Yakhisk X
IE RS SRR (23T, B L2 BIERNCS U CABREE L O CT % O EIEH ORI 24
TR AEORERNY B IS, B HICRIG ATREREHI B> TS Z &,

@2 EENEHICLIAFEFHMGICET BN

DS ATSIRI T 2 BB 2 Jik e O RE 2 A T D BRI FE DRIER =4 Y v 7/
HHEOIEIRDOA T J—= T E2ITWEIRE &L HFREA LA TE 5 F— LEEKS 3 E
i SILTND Z &, 2, BIIEHINZOWT, BABE EZDOFRIHSIZEm ST
WbHZ L,

@-3 RIFERHOZWr-oRINCBE LT

AWER (FEMEMREEIINZ . KRIBK « /DK - BEO TR, BUEAFR - IFA% - iT
PEREREE - R - B LPEARAE %, BHERERE S (RIS RIEMEB K. SRERIRERSE) . N
kRS (MRS, FRERRE, RIREERE) | 1 BERRE, 58905
K. R - RRBURMEIE . DS, AN IREREAR 2, EE O @k (Fhaafh 3R it
REAE . B REREIERIE R, ZTALEE, JHRIEIESE) | infusionreaction, f¥7% - flifEESE -
BRI . BEIEMEE, MREE (X5 2 « NU—EERES) | LK. EBE MR
(G RO PESR B . IR IR L, JREFEREE . MERERIERIESS) | D H K,
M S, MERERIEGERE, fiZSE) O3 LT, Yikhisk )L BB O JE 2 f
T HER & EEE L (BEHOZKOXSICE L THRER O EZZ T oo 5&M81cH 5
Z L) | EBIEUIRAEN TEDHEREINESTND Z &,
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5. ERRLIRDBE
(2 B+ 5 ]
O TROBEIZBWVTAFOFEEN RSN TN D,
o AETFRIERE O 220 R OYLFHRIEIE O & 2 ARIB OB A RE 7 I R G
o SERUIREOAT—VIB, IC "2 3m ™Y oFEERAEEE BT D15
AR
7%, BRAF WG TAEREZHT HHFEITBWTIL, BRAF EHNC X 5168 S &
THIE,

@  TREICEY T DARBNOPE K OE IR HOW T, AFI OB ZIMED MRS SN TR
5T, ARRNOEGRG L 725720,
o fhOPrEEMEREEAl L OFH L TG S BE

[Zz2MEIZB3 % F1A]

O TRICEYTIIEFIZOVTEIARKOEZGNEED L SN TNDZ D, H5 51T
DRI &y
o KRAIORIIR LIBBUE OBEERE O & % B3

@ IREETOFHEIC BV T FRRICE Y T 2 BEF IOV T, AR ORI S e

D, OIRFERPUL A 2 WG EICIRY | HEICAAZEHT 22 L 2BETE D,

o EMEMREDEH UIBED & % B

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

o ACREERBOADE XM L IXFERMEO B R R OB EED
b5 BE

o EEEBHIE (S HELZ &) Ob o B

o FEEOBY IR EE AT L RBE

»  ECOG Performance Status 3-4 /3 0 &

(£ ECOG ® Performance Status (PS)

Score E#

0

e R R TE 2, Rl L R U REAEENGIRZ: <ATA S,

PRRIZIE LWEENIHIBR S5 28, BTAIRE T, BAEESMHE > TOEREIITO LR TE 5,
Bl mEOGE, EEEE

BATAIRECTH S OF ORI O Z L3 X CTHEEEDEEILTE R, HHO 50%LL Eid~y R4Cild 27,

[ROENZHDOHFOEY O & LNTERY, BHFO 50%L EE Xy Rk Cila =3,

W IN

AL TRV, BOOHEDEY O Z LFeEL TEARY, BRIy R+ Tl
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6.
@
@
®

BB L TERETREFH

NG SCESITIN %, BEIRGEEE MRS 2 R I2 3D & ARH O Rei: K OV 16

FAOT DI HE R EREZ FICER L ChroERTZ L,

RGN D . B XL E ORI IMEL etz +ai L, RE 25

ThoEGTHZ L,

EREWEH O~ T A2 MZHOWNT

o MEMMERENRDLLDLNDZENRH DD T, KFIOFRGIZHT=->Tix, WIHE
W ORI, PR R EE, WkeE) ORERE & OWE X SRt o Fhiss, #leis +
ATH Z bk, Fio, MBS UCHRE CT, i~ — 7 —5OMmA % FHid
5Tk,

e infusionreaction 3% HDOID Z &N d D, infusionreaction N3FRD HITZHEIZ
X, EUIRALE AT D &L b, IERNEIET D £ TREDIRREE oy Ic s
THI &,

o HURIRFERERSE . T RS R OCRIBEEEENRL LD Z ENH DD
T, AFIO B H-BAERT K O G- R I3 E RSN WS RERR S (TSH, b
T3. 5 T4, ACTH, Ifih =T —VEDRIE) & Eiid 5 I &,

o BUEMK. AR, IFEREE. TR, {bHEEERN L LONLZ ERH D
DT, AN OG- BRAART & OB G- HIF I3 E I FRRER A (AST, ALT,
y-GTP, Al-P, B U LBV EDORE) Z2Ef+5Z &,

o SEIEE (MERLOIMEEREREET) HEOEERREENRS DD
ZERBHDHOT, EMCIROREOFRERRT S L, o, IROBEN
RO OLNTHEITIT, EONCEFEEZZ2 T2 L) BEZEET L2 L,

o AHIOBHIZXY . BEORECITENT D L& X DDk IR REBORTE
BNHLDLNDZENH D, BENRDOLNGEITIE, BELEZFRIISUT-
B ) 72 sk & RRBR A RO BE AT & EHE U CE bR NIRRT A TV, IRE D
FOSZ X B EIWER D St 2 35E81001%, AREIOWRIEUTH IR, K OFIE EE R
NELHOBRGEZEBETHZ L, B, BIBRERLVEYOKEIZLYEHE
M OYEEDRFRD HNRWIGEIZIE, B BE ARV o LIS O Sz il 80
LEET DL,

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

o 1 BUBESRIE (BUE 1 BUBEIRIFR & Sde) 23d Db, BERFEMES TV R—v A
WZEDZENRBHLDOT, Ag, EL, RHEOTER OB MM ED LA+
SEETDHZ L, 1 BEERBEN DN S AICII RS2 R L, A2 o fl
H OB HEOMYRNELZITH Z &,

RIGUIBRARE 72 B BRAERF AT 28X, AAIOBRRERICB W T, &5

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

MiZ1T> TN Z L E#BEIT, ARFIEGTIXEMNCHROMREITH Z &,

SEAYIERG O M R ERE ~ O AHBRE & U CTHEMT BRI, AAIOERK

AERICBWNT, HEFBOASERBERET 12 BRI L T 6 7 AMZ &AM
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DI AT > TV Z & 2B E I, AFI OG- PILEHHN N EOMREZITI Z L,
k. iRk L LTHEMT 2561013, ARIOKRGHEIE 12 7 AHETLE
THZ L,
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REfEHHEET A R A
RavTnal) X<v7 (EBLFHEBEZ)

~TE R~

3412 A (FF84E 2 AET)
AT BE

IS 3




SR/

XL DI

ARFN DR, TERBET

i IR A

HiE%IZ DU T
WX G L 72 D B
BHIZE L TRHET R&EFH

AN S

P2
P3
P4
P14
P16
P17



1. IC®IC

IS DA INE « ZEMEORERDT DI, I SEFIT DB IEZR AR Hivd,
SIBIT, ITEORFHEAMOMEANT LV | HURESES 2 & oG i RS VAR
NDOHT, ZNHDERGAEIIVNEREE TS 2 2 L WO L e > TR Y | B
HE L UCEORATTEF 2016 (AL 28 4 6 A 2 HMERIAE) ICBWTH, HEIELED
O LHEE A XD Z & & STV D,

PRERBFP SR T, M ERSOCR R T 1 7 7 A VSBFOESES E B SR 5 2
ENDD, ZDIH, AR OE VBT 2 1EW 0% T 2 £ TOM., MiZEHELD
BEZEZT D2 LIS BE T LCERT S & & bic, RTERAAREL L2
Wk E & D 2 LB ATRE e — B OB A - T R CHEA T A Z N EETH
ol

L72ino> T, RIATA RTA Tk, BBEESLINE TITHE LA TV D EFHEYR - §
SRR IS & LN OEIRS OFoi /25 2 Wt 2 8L500 DB T 35 2 7 RO
BEHREAZRT,

B, AITA RTA A, A TEUENESL T SRS O, ASEEIEA B AEARNE
Trras, —MFENEN B ARBRRNBHES K OUESHENEN B A ANBHEE 720106 &AFRL
L7z,

R L 7 HER XA B —FSEEE 100 mg (—#%4 a7 n U X~ (E
R z) )

B ERDMEEUTSE T - BROFERE

NG LRAMEROAE - LOFEMEEA & OfFHIZB T, @E. BRAICE, A7
0l X~7 GEEF#z) & LT, 1108200 mg % 3 #EREE
E 1151 400 mg % 6 R T 30 0T CREERET 5.

s IR T ¥ & MSD RISt




2. ARIOFE. 1T

FA M—ZREEE 100 mg (—#4 - XAaT v ) X~ B z) LT
[RH LvvH, ) 1%, PD-1 (programmed cell death-1) &Z®D VU > K TéhDH PD-LI1
K OVPD-L2 L OfEHEHAET S, & MbigG4 £/ 7 v —F AHRTH D,

PD-1 #RF& 1T T AlAE G022 BE AR 2> D Rk D 7o DI 03 AR 23 FI 3 % 32 72 S g il i
AA »F T, PD-1 X, HEEZRREICS O CEER T MiaoMBRmICBIH L, 3w
P2 B % B Lo AN B ST 72 g OS2 I 2, 3725, PD-1 12V T R &
BTHZ LIV PURZARIRICE B VP nEE RICHIET 5%/ KTH 5, PD-
L1 OEFEMEMBICBT 2RIUTDT N TH L0, < ONAMIETIE T MiaOE X 240
Z 5 F EBENCHB LTV D, BAMIICEIT S PD-L1 OEFEIIT, B, e
. FFAEdE ., DNELE. FE/ANRENE /R E O A RN AT TITRARK-THD . K
AT OMBEERRE I TWD,

BED IS A DEGIRE T 1% & PD-L1 FEELOMBIMED S PD-1 & PD-L1 O EE XI5 D
T AR C BV CHEARKE ZH ) 2 EAURB I TERY . H RN A TR O &
LTHIffEnTns,

AFE, PD-1 & PD-L1 L OPD-L2 Offi U H > FOFEA#LET D Z Lick ., &5
WUNBREE R OISR RIS ENE T U o BRE TR L S8, PUEE e 2 Fin L
T5 2 & THRIEEZR AT D,

AT VEFHE LT 355 < B DG ST & 2 BIHEFSER & & oL, B RSB
I B RN B B, ARIOR G RO 5% I01E, BEOBSRE FAICT, B
P BT AT, B L7 RIS U 7= S ph 7 Atk & RRBR 2 B [E T & e
L Clb R BN 24T\, BIEORRERISIC X B BUER A EbR 2 B AT, B
ROV LRI D $E G A D ) AL B A AT 5 D B B,



3. EEEREE
LT « FHIE OF B OAGERHCEHM 21T - 7= T/ R O s 273,

[ %]
O [EFEHLFEFH RS (KEYNOTE-775,/E7080-309 #&5k)

7T FF KN e BT FRIERE D & 2 UIBRARE R HETT - R O E IR BH 827
(HARAN 104 Bl &G Te) 2RI, AFI200mg 3 ABMMRE (LLF TQ3W] w9, ) &
HEULon"F=720mgl B 1EEGOIFHEE (LLT TRA/ LoA"F=T) L), )
DARNE R OV EVEDR, AbFE (R YALES U7 U 2 X EL) ZxtlBe LT
BREt S vlo, FEFHmE B IXAEFEIE (LUT T0S) Ewo, ) K OVEERE A 17 1 fi]
(LN TPFS) &9, ) &&H, ARAI/ L AR"F=T1F, ABFEE LR L T 0SS KO
PFS #HEIZIERE L7 (1, K1 KUK 2) .

£1 AR (KEYNOTE-775,/E7080-309 3ER)

KA/ 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™ = 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"F=720mg (&) 21 H 1ETES L,
0 RF YL ET Y 60mg/m? %2 Q3W, I 7 U XX &/ 80mgm> &%= —A (1 2—A28H
M) o1, 8 X155 HEIZHE G- Liz, *3:202010 H26 HT —4% 1> hA 7, *4 : J&§] Cox
BN — RETF ML DI0FEE (FRYALES XTI 7 Y ZxBL) Lo, *5: @iln
7T U RE, *6 : RECIST HA K7 A > 1.1 fRICHS < B PN A g E




30 ] ‘.'"'ﬁﬂﬂ,_.h
20 ] FHH A — —
10 ) [ — Z#I200mg Q3W RULVINF=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 2 0
{E2EE 416 373 300 228 138 80 40 11 3

1 OS ® Kaplan-Meier #if (KEYNOTE-775,E7080-309 X&)

100
90 - — AHI200mg QAW RULYNF=T
80 - ——— {ePRE
70 |
% 60 - i
50 \
[# 40 - e,
3 ] “
a’ 30 ] ‘h\“
20 "l h_“_’
10“ _"1_““'_"-0-—.___'_*'
0 T T T T T T ___I___I__-'
0 3 6 9 12 15 18 21 24 27
7
at risk#% RIERAEFHE (A]
FH#1200mg Q3W KU
LYNF=T 411 316 202 144 86 56 43 17 6

{EF2EE 416 214 95 42 18 10 4 1 1 0
X 2 PFS @ Kaplan-Meier Hifg (KEYNOTE-775,/E7080-309 7X&%)



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

(EFIRIERE DI AT - TR OFEARREE2810 # (AARAN 7 #HlxEte) ZXRIC,
BEDOI A~y FEE (MMR) OIREEIZIL-S% MMR IEH (pMMR) (588 fii) i
MMR K4 (AMMR) (222 ) OEMBNZ, AAF EALFRE OX7 U2 X2V
VR TF ) & OPEREE R ONF D% OARFIBEAEES (DL TAKIRE 2 vH, )
DA R 22D 77 'R LALFIHEE L OUFABIELR OZE D% O T 7 Rk h™

LT TR EWo, ) ZxtiRE L —EHeEmABR TR SN, FEEHMbE
HI1X PFS & &4l1. pMMR OV AMMR OWTHOER TH ARKFIFEL T 7 B RRE L g L
TPFS #HEIERE L= (F£2, K3 KO 4)

1 IR ABIERE & U FIRIEEN & 2 BE OGS, Yk b RIER TR 12 DA %8

Z T3 LI B I ANATRE & Sz,

0 U TFOWT NS T 2RBEDRRG L ST,

» RECIST ver.l.l1 22 WM E T HEIH A %= H 3 % International Federation of
Gynecology and Obstetrics (LT, [FIGOJ ) 4338 (2009 Fhi) THIIXIVA 1
DB (A B

> RECIST ver.1.1 {2353 < JlE FIRER A O A % [ 572\ FIGO 4748 (2009 4ERR)
IVB 1 ST FR 58 O 75 A FR

*3 0 KA 200 mg QAW &5 (F=2—AD 1 HHICEE) &7 U ZXE/L 175 mg/m? [

JER IS DT/ 7 V2 X LOMEGEN TERWEFICHLTIX, FeEZXEL

75 mg/m?> (HA(X 60-70 mg/m?) X377 /v 7 I A7 Y X )0 175 mg/m? D5

NA[fEL Ehiz] K OH VAR T T F > AUC 5 mg-min/mL F4 2 DJEIC Q3W &5 (%=

—AD 1 HHEIZERE) %6 a—AhH L, 20%, MR L LTRHAI 400 mg 6 18 [

b (BLF TQeW) L5, ) THE L7z GRERBHIAAR, HERFRIE O AR KNI 200 mg

Q3W H G- Th - 7=78, akBRiRT T 400 mg Q6W #H G ICE T S niz) |

*4 . 778K QAW KL (Fa—AD 1 HAICKE) L*3 LE—DL¥EEE 6 2— A K5

L., ZDO%, #EFREL LT 78R QoW TG L7z GRBRBAME, MeEpRiEM o7

TERIZT QW HEETh oo, BiET T QoW & EIZET In) .

#2 PFS"' OBMERE (NRG-GY018, KEYNOTE-868 3Bk, MMR DIREER])

NP RH™
Lk Y . ﬁ
MMR D 15 % FRAE LA (95% C1)
(95% CI) .
P fi"S
. 13.1
AR 294 (10.6, 19.5) 0.57
pPMMR ™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: Z#XH. NE : HEE R,

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

* - FEEANTRE DT — % 12022 4F 12 H 6 B bA 7, *3 : FRENTRED T — & 2022 4F 12
H 16 B v b4 7, *4: @H Cox N — RET ML DT T REEE OLEE, *5 : @)l

7T T RBE

100
90 -
80 |

— FRICERTEEOHARE
TS ERE(PEEE DHAE

Hi b

at risk#\
FHLEBECOMAEE 294
TRt EEELOHBEE 294

X3 PFS @ Kaplan-Meier Bi#t (NRG-GY018,”KEYNOTE-868 35%)

12
HIEEEFHRE (A]

57 29
36 15

162

144 4

(pMMR D FBE)

100
90 |
80
® 70
3 60 |
50 - :
Iaia 40; g on
ggBO*_ R “E‘,
20| — FEcismreonmEz 0000 e
10 - IS5t (PR DHEIE
%0 6 12 18 24 30 36
at risk2% EIEEYS IR A]
FECEEEECOHBAEE 110 85 45 24 10 9 2
TR EEEEOHBEE 112 69 25 9 4 3 0
4 PFS @ Kaplan-Meier #i# (NRG-GY018,”KEYNOTE-868 3E) (dMMR DHE#)



[Zc4=tt]
@© [EBRIL[R 5 A

#BR (KEYNOTE-775,E7080-309

Al BR)

HEFERIIAHF L o TF =T HE 405/406 5] (99.8%) . fLFHRIERE 386/388 5] (99.5%)
ICFBO LA, IMREL ORRBEBPEETERVAEFERRIT, ZLH 395406 fi
(97.3%) K ON364/388 1 (93.8%) IZFRD LTz, WINDRETREEIE D 5% Ed

BERNITERDEBY ThoTo,

#3 VWINHLOETEEFAE 5% EORIER (KEYNOTE-775,/E7080-309 3(8%) (L2 RERM)
I VAN & .
zj/simﬂgrjgzn%lfs) ( 2o @‘IJ%C (%)
P (P prefened KRN Lo AT =R feHeisn
(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
MEFR LY v ARfEE
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 BB SiE 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 HERIR D iE 24 (5.9) 4 (1.0) 0 129 (33.2) 96 24.7) 0
[/ INBR D i 33 (8.1) 4 (1.0 0 22 (5.7) 4 (1.0 0
P53 I
RO B RETT S 42 (10.3) 4 (1.0 0 1 (0.3) 0
FROR B RBAR 222 (54.7) 4 (1.0) 0 0 0
B 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
Nl 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
1PNz 8 34 (8.4) 0 0 10 (2.6) 0
s 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
MRS 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 X 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 JEIE 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
B PR R
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' ;Zii%%;{ h 62 (15.3) 12 (3.0) 0 12 3.1 2 (0.5) 0
Eg;%;[’]m VER7 77 27 6.7) 4 (1.0) 0 5 (1.3) 2 (0.5) 0
iR E (10.3) 0 0 1 0.3) 0

Hm



wE ok 4> B ( SOC: Bl (%)

System Organ Class)
s (PT prefened AR L ST = TR e
(MedDRA ver.23.1) 406 {31 388 {3l
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
U o S—EHN 36 (8.9) 20 (4.9) 0 2 0.5) 1 0.3) 0
U o SERER D 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
i/ MR 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 Bk E 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 7Y &Y RifE 23 (5.7) 2 (0.5) 0 1 0.3) 0 0
K~ 7" v 7 Al 39 (9.6) 3 0.7) 0 12 3.1 0 0
B #& R d & O ARk
B iR 87 (21.4) 4 (1.0) 0 17 (4.4 0 0
i1k 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 R
TR AR 32 (7.9) 0 0 27 (7.0) 0 0
GV 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 Es L ORI R
HEAR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
PR ER. MOERds K OMithm e =
IR 77 (19.0) 0 0 2 (0.5) 0 0
I 26 (6.4) 0 0 7 (1.8) 0 0
FRg ¥ X OV TRk
WEESE 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
;fﬁ 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 L 249 (613) 149 (36.7) 0 4 (1.0) 2 (0.5) 0

B, AH VN TF =T RUCB O CRIEMEMEE S B (1.2%) . KK - Mk - &
FEDOTHI 50 11 (12.3%) . EEORfEHEE (PEihR BEERAIE, BRI AR R
ZIEALBE, FRHEIESE) 4 Bl (1.0%) . #fRkEE (F7 2« NU—JEREESE) 9 4

(22%) . BUEATHR « P4 - ITHgReEREE - T - BibMEfRE 28 109 1 (26.8%) . H
IR RIS 237 # (58.4%) . THEEMHERERE 2 1 (0.5%) . BIEHERE 4 4

(1.0%) . 1 BUBERRIE 3 1] (0.7%) . EHEREFRTE (JRMIE HVEMER J8. SRERIRREF R5E)
1361 (3.2%) . HEXK 461 (1.0%) . sk - BEUHRRE 2 61 (0.5%) . BEAEMEE 1
B (0.2%) . Mgk - BEREZE 1B (0.2%) . SEIBER 3 H] (0.7%) . Oz 161 (0.2%)
K (N infusion reaction 5 1 (1.2%) 23R bz, F7-. EERMIEESE (G MiL/ Mg

9



WD PESEHERT, VERILPER L, AR R,

ERRIERIE )

1 BRI A K O R 1

Hl b

oMo Te, ARWEAREBRIUIBEE SRR (RAREMERE 250) Z2a Bt

RERT,

@ [EEHF

HIMFHFER (NRG-GY018, KEYNOTE-868 #5#)

HEFERIIAFNEE376/382 4] (98.4%) . 77 BAREE375/37716] (99.5%)

TR & DR BN

358/377 il (95.0%)

IZERD B,
HETERWEERGIL, FHEH 365382 il (95.5%) K O°
IZRO LIV, WO ORETHIEIE DN 5% EORWEAIZ TH#R

DERYThHoT,
AEFESR, RIEH. Z2MRETFEOFEBIES L pMMR KT dAMMR O % G5
LCHRH L,
R4 OTNHOBTREEEGD 5%LL EOBIEA (NRG-GY018,/KEYNOTE-868 #8) (&M xH 54 M)
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 44 377 141
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)
MEB LY R EEE
1. 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 Wb E
RO A R e 23 (6.0) 0 0 9 2.4) 0
FOIR IR BEAR T 41 (10.7) 0 0 11 (2.9) 0
H i E
{5 Fs 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
LT 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
—f% - RHEEER X OBGIHAORRE
W T7 225 (58.9) 5 (1.3) 0 197 (52.3) 7 (1.9) 0
JRYSIE R T OV AR U
PR R Y 19 (5.0 7 (1.8) 0 3 (0.8) 0
BE, PR L OWE A IHE
AL D i 42 (11.0) 3 (0.8) 0 43 (11.4) 5 (1.3) 0
B R KR AT
TI7=UT ) R TUA
5 = S5 — BN 42 (11.0) 3 (0.8) 0 31 (8.2) 2 (0.5) 0
TANRTE T I b
SvRT x5 PR 40 (10.5) 6 (1.6) 0 18 4.8) 0
M7V ) RAT 74
e 35 9.2) 1 0.3) 0 33 (8.8) 1 0.3) 0
27 L7 F =80 39 (10.2) 2 (0.5) 0 12 (3.2) 0

10



SIS AN .
@ B OBl ok 4y #(SOC: s (%)

System Organ Class)
%erj; & ( PT: Preferred e SRR
(MedDRA ver.26.0) 382 377 5
4= Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
U 2R EREO 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
MR EE D 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 ERHE 97 (25.4) 26 (6.8) 0 107 (28.4) 23 6.1) 0
R L OB S
Box el Bl 66 (17.3) 1 0.3) 0 65 (17.2) 2 (0.5) 0
e 1 24 (6.3) 7 (1.8) 0 16 4.2) 0 0
K7 A7 2 v e 22 (5.8) 1 (0.3) 0 15 (4.0) 0 0
&4 VU o AE 31 8.1) 3 (0.8) 0 39 (10.3) 11 (2.9) 0
&~ 7 %> 7 AfE 41 (10.7) 2 (0.5) 0 34 9.0) 0 0
&7 - U v e 32 (8.4) 4 (1.0) 0 14 (3.7 1 (0.3) 0
B HE R & OV Ak
A EiivR 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
MK T 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
DU g 37 9.7) 2 (0.5) 0 26 (6.9) 0 0
PR R PR
FRERE 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
K= 2 —m XF— 98 (25.7) 3 0.8) 0 86 (22.8) 0 0
SR 27 7.1) 1 0.3) 0 27 (7.2) 0 0
_ﬂﬁﬁ@ﬁ:lg nAT 117 (30.6) 4 (1.0) 0 113 (30.0) 2 (0.5) 0
MRS, HERds 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, ARBECB W TRBEMEMKE 46 (1.0%) . KRB - /MG - HEO T4
(2.9%) | thiglEE (72 - SU—EREEES) 98 6 (25.7%) . BUEMFZ% - A4 -
HTHEREFEE - AT - BEALPENRAE & 91 B (23.8%) . FURMREERERETE 54 61 (14.1%) .
FERREREE 2 6] (0.5%) . BIBEERERS 3 61 (0.8%) . 1 AUBEIRSS 161 (0.3%) . &
PRRERR T URAE REMER R, REEERSE) 4 61 (1.0%) . Bx 1 61 (03%) .
K - BUBUHERIE 2 61 (0.5%) | BEAEFHEEAE 161 (0.3%) . Mk - BB - FHEs 1

11



il (0.3%) . SE IR 2 F (0.5%) . LAk 14#] (0.3%) MU infusion reaction 52 {5

(13.6%) RO, Fo, BEOKERE (PEMRLEERMIE, FERLEREAR
SEMERE, ZTEALEE, FRRIESY) | EERMIERES (Rt MO PSRBT . B
PER I, FRIFERMES, MEYERIERIEZE) | EEOH K, MERESIEGERR ORERIZRD 5
o lo, ARERMFEBURDUIIEERSR (FRAREERE 2 5T) 2B DERRE R
SR

12



(A - =]

AKFNOREFEY T T VAR LY I 2 b —a 2k, AH| 200 mg %
Q3W, 400mg % Q6W X (X 10mg/kg (KHE) % 2 HRIME (LLF Q2w &), ) T
B 5 LTS OAF O Mg hIRE AR Sz, T OREFR., AHKI 400 mg 2 Q6W T 5 L
T=BROARFN O EHFIRFBIZIT 5 MG FIRE CAT TCagsl &V, ) 1E. AAI 200
mg % Q3W THH LTZEED Caess LFALIT D & FHIS NI (FFR) o £72, AKI400 mg
Z Q6W TG LIZBEOARAOEFIREBICH T 2@ MmiE T IRE (LT [Chaxs] &0
9. ) 1E. AAI 200 mg & Q3W TEH L72BED Craxss & B L TRl Z R & THIS 1L
ZHbOD, ARNBHEIZBWTHARMENHRE SN TS AL - & TH 5 A4 10 mg/kg
(KE) % QQW TG L7ZBED Chaxs & B L CTIREZ T & FRISHE (TH) |
E Bz, EEREAEBRE 2 SSICAHK 400 mg & Q6W TG L7=iEs 55 1 AHiBR
(KEYNOTE-555 &) X 0o EREICEK S EYBRENRT A —FT, v Iab
—3 a2 ALY PRI LB EE R T A — & LHEPI L (F£) , A<, #&komiE
(CB U D HEARBRAGRIC LS & . AR OB R & A UL 2N & OB 2 BEtd 5
BREE — SN T T VDMEE S, AKI 200mg 2 Q3W XX 400 mg & Q6W T 5 L7=EEd
BRI & A ME UL e L OBEIZ OV TRF SN R R, ERROAE - AROMT
BN VRN 72 =T 7 & TRl S 7,

£S5 FHROEYELNT 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 mg 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' a 2;’2?2 4) (32%??2,7) (10.11(,)'16 0.8) (14??49) (50.51(,).57 1.3) (19.%3?;0,9)
40(%§J1(‘2ﬁ6)w (1351.2,,6'10 316.4) NA (14.1:?4}5.4) NA NA NA
10 mgkg QW' (212,2323) (14?41‘45) (1 1;1 ?21) (423,248139 (272,7282) (19;9;00)

T:n=2,993, 100 FD X a2 b— 3 L) FHEN T BEEO HRIE (2.5%, 97.5%5)
B DRSS MLIE PIREE . Cave @ HIEH G5 O MIEPIR L, Coin : FIEIEE G (T A 70 2 F50) OFRARMLIGE iR
E\ Cmax,ss : ﬁﬁ%%i\t%”— 6%%@{%[‘3{%&\ Cavg,ss : ﬁﬁ%'ﬁﬁ(iﬁﬂféqzi@mlﬁ¢/}%§\ Cmin,ss : Hﬂiﬁ#%ﬁgizgﬁ‘

% Foe AR 7 P

1056 Bl ATME  (95% 15 HE X [H])
§ 41 Bl DRI (95% IS HEXH])

NA : %47 L

13
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4. HEFEIZHOWT

AFN OG- D) 72 BE 22 W« FiE L, AFOFREIC L0 EEZRENWER 288 L2
WX D Z ENRER T, LTOO~@D X T A= sl B W TR
Th D,

O HERRIZOWT

D-1 T (1) ~ (5) OWVTIMTEYT DR CThHDH L,

(1) JEAETBREDRET 22 ARSI SRS (BRE I IR A3 A2 L U e
HUEAS AR R RLRRRE,  HUE)S ARSIl e &)

(2) FrEREREIRPT

(3) HRERFRINFENIEE T D0 AL (DS AR ERT, 2 ARHOEEE
I RlE, 23 AR HEHEE R 7 &)

(4) ISREFREEARE L, SIS ARttt 1. SR LA iest 2 X
SN L PRRERSNRRL 3 OBtk B4R 2 Jim H 24T © T D ik

(5) PUEMEREESAI T & BN O SRR FEHEAR D B H 21T > T D itk

D-2  TEREO(FHE R OFEIWERAFR R ORS00 72 ks L 5 2 FroEil (T3
DT HIUDNIEZ ST D EAN) 23, YR OARFNZ ST DIBEOETE & L CThE
SINTWDHZ &,

#*&

o [ERIGFFIUSE 2 FEOWBINHEZE T L7212 5 £LL LD D AR DERIRIHE 21T -
TWbZ e, 26, 2FURE, BAEYREEZ T L LTCERIESZOWHEZ1T > T
WwWnHZ&,

o [ERGFFEUFE 2 FOPHWHE ZE T L7212 4 FLL EOBIKRRERZ A L T Do Z &,
95, 3 FLULRIE, I AFHEIGO DS A SYIRIE 2 & T DS AABRIR DERIRIHE 21T > T\ D%
Zk,

@ BNOERREHEEOABICONT

BRI 5 B AR S, SRS OIEIE D, AN - Zeatk
SN RO B OVERTSE T H IR, A EFRIE L A O T, 5
PHERNATONB (KR > TV 5 2 &,

14




® BUWERH~OXINZ2NWT
@-1  fEskkmlc B 2 24

P MERR B O EE R RIEA NI A LIBRIT, 24 RERIZZIEIRHIO T, Mi%hEak X
VREEERIRR ST, B LRWERNCIS U CABZE R O CT ZORIVER OBEERIZ LB e
BRAEOFERA Y A I DAL, EBICKRATRERARHINE > T\ D Z &,

@2 EFRREHEHICEDEEFRMICICBT 2B

IRABHIC D B B 2 SR R R A T B R R E BRI T =42 ) v
EGOIEROA Y Y == 7 EATOEIRE LA 367 T & 5 F — DERIRH
flESNTNDH L, ks, BBIREICOWT, DABE L ZOFRITHMRMS TS
z&,

@-3 BUWEHOBH-CRIRICEL T

B (FVEPERIR AN A . KIG% - /MEZ - EEO TR, BUERTR - IFAE - T
PERERR T - T - BEPEARE 5, BPERERET (RMEFRIEMEE &, REREBERSE) |
WOl (FIAERRERT . HURIRPERERT . AIBHRRERRT) | 1 BRI, 5E9
B, k- MURUTHRMRIE, R, WA ispkie &, EEORERE (hathRK
BOERRIE, BOWRIIRAREBRE, ZIALBE, BIREIESE) | infusionreaction, MM# -
g - FHEAK. EIEMMEAE, MREREE (7 2« NUEREEE) | Ok, HE
I (S P MR PESR BRSSPSR L, ARIFERES . MERTRIERAESE) |
HEOHR, MER, MERERIEGRE, FE5) (LT, Yk SUTaBEE R
DOEMEZ AT HEMEEE L (RBIEH ORBE-CMISICE L TRER U EEZ T b
LHRMICHD L) | EHITEYRLENTE DEHPESTHND L,

15



5.

BERGREIRDBE

(A2 B4 % ]

@

@

7T FFHUHN B G T e DS AL TFREEL TR U - UIBR AN RE AR AT - B OB RS R
FIZBWT, AR L Lo RF =T AR E OFHE S THEIMEN RIS TV D,

EEFEE D IR WNHELT « BROFEEREEEICBWT, AKHIE 7Y 231Kk
OH NIRRT T F & OPFREG KO D% OARFN ML 5 DA ZHMEI RS T
Do

TR T 2 BE T3 D AAN OB K O FIEIC W TR, ARAIO A ZPED
MELSNTE LT, AAIOFTEGRG L2720,
FIGO 7348 T H] K O T oD F8 A
OXITQ TAFNDANEN T S TUVRUWMBOFTENEIEEA & OfF S
EFIFERE D IRNELT « RO FEERBEF I T 2ARK L Lo n"F=T 20
FatE & OOFRES
fiir i fili Bh R 1%

[z tEIZ B3 2 FIH]
O TRICEYTAIEFIZOWTIIAFOBEENELD L SN TSI End, BEA

1T\ &
AHN DR xF UIBUE OB EIRED & 5 B

@ WRBRATOFMEIZ BV T FRICESE T 2 BF IOV T, AFOFGITHELE S e

WS OTERERIRLA R WVIGEICIRY | HEICAAEZEN T 2B E TS
éo
RV PENIR SO A OF SUIBEED & % B

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

H OEREOADE, XXEBMHEM S L <ITFHMO B OB R R OO &
% B

ggs il (GBI 2 5 Ty) Db L BE

Ttz DRGSR 2 A 5

ECOG Performance Status 3-4 "V o

(ED ECOG @ Performance Status (PS)

Score

EFR

0

< MER JEBTE %, FFETL R U HFEARIIRZ UTZ S,

1

PIARRIC I LS ENIHIR S D23, BITARET, BEAEECEE - TOMEHEIEAT O 2R TE 5,
AN S NE S

BATHRECHOOH ORI O Z L33~ TRELEBERITI T2, AHD 50%2L EiF~y R Cild 29,

ROENZHOOHFOEY DZ & LNTERY, BFO 50%LL EE~Xy Rk il 27,

Alw|o

LT RV, HOOHOEY OZ L3 TEXARVY, BRIy R+ il 27,

16




4

BECELTEETN&FH

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

@ VBRGNS, BE TE OFBEICA R a2 +odi L, FEL
BThoETLHZ L,

@ ERBMEHD~3T A MMZONT

o MEMMEENLLOLNDZ ENBDLDOT, KFOEEIZHTZ > TiE, HIHIAER
(EG0dv, PR RIS, k) OGO X SRAEOEMmSE, B4 7
11792 &, F7o, REIIS U THE CT, Mif~—h—50mELFEHT 5 &,

 infusion reaction 23% H I D Z EA3H 5, infusion reaction 3FE D H AL AT,
HOREZIT D & L bIZ, IERBEIET 5 £ TREOREZ +0IcBled 52
L,

o HURIRBEREREE . TERMAEERE R ORIBHEREENRSDOND Z ENHDHDT,
AFN O£ 5-BIART K O G- B P E IS N W ie i ds (TSH, 58 T3, iF
Bt T4, ACTH, ML oL F Y —VEoflE) Z2E 52 &,

o BUEATS. FFAE, IFREREE. TREXOBLHEEERDR H b Z ENdH DD
T, ARANOBEBRLART & OG- I I3 E S gaER & (AST. ALT. y-GTP,
Al-P, BV LEEORE) BEMTDH L,

o SEIER (IERE NI BREXREZGT) FOEBRIREENRHODNDSZ &
BHLHOT, EHMCIROBEOFELAZHEZR T2 L, 70, ROEENIROL
NI AR, HONICEREEAZ2 T Lo BE 2R ET L L,

o AFOBEHIZIY | WEOREINIERT D &B 2 DDA RERSHREN H
LD Z ENDD, BENROOLNTLGEITIE, BB LEFELRITS U -HEMY
TR & RRER A RO R AT & U CE O BRI W ATV W ORERIGIT K
LEWER D gD 256 12E, AFIOKRFE I I, R ORIEEE A LVE CHIO
BHEEEZEZBRETDH L, b, BIBREFRLVE L OREIZE Y AWEROSENR
D HENR WA, BB E R LA OGEEIFI OB EET S 2L,

o WHERKTHR., HEMNOHEIAKRBL THORIERANERT I ENHD-0, K
FOEEE THRICHEWERORBUI S ERTH 2 &,

o 1 AUBERRSE (BIE 1| BUBEIRIS 2 & te) Db Db, BEREIES R T v R—v R ICE
HZENHDHOT, O, EO RS OEROR B M O LS ER
T5HZ &, 1 BB RBEAREDN -SSR L, AR Y R OB 5
DOEGNRIE AT 9 Z &,

@ AHFNOEGEHRRABRIZI\ T, KEYNOTE-775,/E7080-309 &5k CIXMIELEIFITNE 8
AR Z & (BRI ERGEIT X v EED) ICEMEOFHMEiZTo T2 &, K&
Y NRG-GY018 /KEYNOTE-868 B ClIfi A0 9 B HIX 9 W Z &, DL 12
W Z LB OFMI 21T > TWe 2 & 2B EIC, AAIR G I3 E S B
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RIS 4

REEREETA RTA4 v
Ra7nal w7 (BEFHEBZ)

~BWEEEBETERE (TMB-High) 2F T 2EHE~

TMAFE2H (Ff 84 2 AWET)
BETBE



Bk

AN e

XU ®IZ
AHFNORFE, ERET
Bl DR e
el ANE
BeGXI5 LI D B

BEIZER L TRHET NS FH

P2
P3
P4
P8
P10
P12



1. XCHI

RS OB M - BEMEOREROTZDITIE, T SCEEIIE S ol B2 2K
BND, 51T, IHAEOREREFOMEHSIC L0 | PUREIRS 72 & OB 7287 BE A%
FPEIREDARIND T T, 2O OERGZ FEICHNE R BEIRMET 2 2 & 3EE O
RRE & 7o o TRV RIFMBGER & EOFAR T EE 2016 (AL 28 47 6 H 2 H MEILE)
IZBWTY, EHMEENEOHHORBEHEEEZXS Z L SN Tn5,

BORVE RS R S E, I E PR 2 7 1 7 7 A VBB FEOESRK S, & 5 )M R
RHZENDD, DD, AIEROLEMEICET D EHRN 0S5 £ TOM,
MHEELOBEERZIT D ERPR SN BEEICR U THERT L & &b, BIE
RN U= LB e ki & & D 2 & DN AR 7R — i OO B % il 7= 9~ [ e B <
THILENEETH D,

L7eBoT, KA KT A4 Tlik, BIRERES 2N E TIZE LN TV D EFIRFR -
Bler RN S & | DL OEIE S O feid 728 2 HEE T 2 8L80 b LE R BfE B %
FROEERRZRT,

I, RIA RTA 0%, MSIATBOE N E L ERE R O, A FEARAR
BRI . — AR N B ARERRNELE S K O FE N B AR 2 O )
Db EERR LT,

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

KR ERDIENIAE © DAACFIIEZITHE LBV GBS 74 % & (TMB-High)
AT HEAT - BROERE GEERRIERNNEE RS E IR D)

MEERDREROHE  @%., AT, a7 n) X~ (EEkz) LT, 1
1] 200 mg % 3 & MR X% 18] 400 mg % 6 3 R T 30 45
DT TR BT 5,

B B 58 ¥ - MSD RS tE




2. AHNOKE, 1ERBF

XA M—F SEEHE 100mg (—%4 : XA T7n ) X~v7 BIEFHEEL) DU TR
Al vy ,) iE, PD-1 (programmed cell death-1) &% @D U &> KT % PD-L1 LN PD-
L2 L OfEEZEHEET S, v MbigGe £/ 7 a—F A8k TH 5,

PD-1 B&B&IE T HIFE 002 B AR 2> & KA 5 72 DI 08 AR S FI 3 5 3270 So 22 il 18
AA T T, PD-1 1%, fEHEZDRREICHWTIEER T fifaoMaRmicsii L, B om
P SO e B T AN ST e e E FOS 2 i35, T7eb b, PD-1 (XU T REf
BT DX VPRSEBIC LDV T T IVBRERZAICHIET 2% BRIETH D, PD-LI
DIEFHMRICHB T H2HBBUT DTN TH L0, L ORI TIE T Moz 2
DI EEENCRHL L TV D, DA D PD-L1 O HIE, B, Pl
FEMERaEE . IRELEE . FE/ NI & O 4 e N A TTHRARKFTH D | ARWAEFR
& OFEBMEDHE STV 5D,

BELDIN A DGR T1% & PD-L1 FELOFABIEL S, PD-1 & PD-L1 OfREEIIIEE
OFIEFREZ B WV CEHEREE ZH ) Z EIUREBINTE Y #iiz/e BN AIREOER &
LTHIff ST\ 5,

AANE, PD-1 &£ PD-L1 X OVPD-L2 Diifi U 7> ROFERELESTHZ Ll kv, 5
W NBREE R O SR AR EM: T U o 7 BRZ2 7ML S8, U 2 BiS b
T 52 & THIEG IR EZ T 5,

AHNOVEFREFFIZ S BE DR RIG L DBIERSEN S &b, BE XTI
BLFREMENH D, AANOERGH RO G%ICIE, BEOBIZEZ 72TV, BE
O HNTEGAEITIE, BB LT FRITIS U7 P 70 ek & B A FF ol fil & i L Cil
U728 RIZ W 21T\ B O RIGIE X D EIER D SO 5 56121%, B RE AL
EUHIO B EOEG) IR IVE 2T O MR H D,



3. ERERARAR

S AACEERIE R T U T @O ES s AR E (LT [TMB-Highl £\9,) 2FH
T LT - FROBERE (EUER2IRRNREERIG AR D) OAGRRHIFHE 21T - 7=
TR EIRRBR O RE &R,

[H 2]

IS I FZE L AHRRER (KEYNOTE-158 35#%)

LFRRIERE O B 2T - BB OEEEE BAFI L1257 A~L D& 7 —
TN UVTH] 200~1,595 #) )BT, AAl 200 mg 3 EMFE CLF TQ3wW] &
7o) BHOEIER WZEEI ME & iz, AFIOHF L, FoundationOne CDx (2 &
Y TMB A =2 7" /3 10 mutations/megabase (mut/Mb) LA E & 5HiH X754 12 TMB-High
EHETDH EE L, ENTHIEICHES T, 70— A~T 1TSS - ER s BE 1D
WTRRAT M T DT,

TMB-High 295 102 ] (HARA 6 #flzETe) &K TMB-High Z4A L 72\ 689 {4
(HARAN 71 flzEte) I8 5, FEFHMEEE Th D RECIST A K74 2 1.1 iRiC
O HIHIEIZ L D2 BFEOME 2019F6 H27 HT—4% 1y bA47) 3R 1DE
B THoT,

*1 —RIBFE & U CEEERICEM SN TV eI N HEZE TCHW O TV D T
R R OV B R8T % G T TR\ ISP UME S RIIZS O B3 D3 LA AL B Tz,

¥ BT N—FIZBNT, TNENRUFORERHAEAN BT,

A BEPE R ERE) . B : JHEE (HEX ONEORE, 7272 L7 7 — % —ERMBIES

ZER<), C:ffi, B, NG, FEG. B OURENR B Sk ORI IES (B bR S

AL N S WAESS) . D E N (RESOXMERESE 2R<) . E: E%5E (R

S ERGEE) . F oA ORSEERGE) . G /g, H: HRE, 1 RS, T MR

B (WRESUXMBERERE 2 BR<), K: mE~A 7 a7 74 FRLEME (LT TMSI-

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

B3 HHETEE

*3 0 5% BT LOVBEEE TRl S 7RI R K OFERIFRZAE R 6 SRR R 51 D28 5
K OBEFN IR ERDN H D EEBEZONAIERERW-H HEES -0 OE RO

(mut/Mb)
F1 AR (KEYNOTE-158 3RER)
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 @ 225, PD : HAMEIT, NE :

I ARE. CT : (FHE X

o PR E TR BRI S TR ER A e L & S, IRBREES 54212 Non-CR/Non-PD & 51l & 1

-,




TMB-High #H3% 102 {5l (HARN 6 ffil&Z5Tr)) KO TMB-High # 4 L72\ > 689

(AARN T BlA2ETe) 2B 5, RECIST HA RI A4 > 1.1 BIZES S PRfEIlc X b
DAFER DN ROFER 201946 H2T BT —2 vy v47) IR 20 LBV TH-o
7=,

#F2 BAREBOEMESE (KEYNOTE-158 35k)

TMB-High Non TMB-High
7N AT B (%) #%h (CR+PR) BE (%) 7£%) (CR+PR)
102 5] (FhE (%)) 689 1] (FhE (%))
ANl 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
B SHIE 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
1 N 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 AT 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
I 91 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]
[EIBRILFEEE M AEEER (KEYNOTE-158 ##%)
HEFERIT 103/105 1 (98.1%) (2. BITEAIE 67/105 5] (63.8%) IZ#H LT, L
TR 5% EORWERIZTTED LB THoTz,

#3 HEBN 5% EDORIEA (KEYNOTE-158 3BR) (22t st S4£EH)

B RIRSy¥  (SOC: System Organ Class) B (%)
JEAFE (PT: Preferred Term) 105441
(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 AR U 7 (6.7) 0 0

PR MR B REAR T i 13 (12.4) 0 0
B ks

T 8 (7.6) 0 0

L 6 (5.7 0 0
—% - EFREER X OG5 ORRE

I 9E 13 (12.4) 1 (1.0 0

9 57 17 (16.2) 0 0
R L OV hEE

FARER 11 (10.5) 0 0
B R KOG A FL AR 5

5 P 6 (5.7) 0 0
FEREF KOV PRk

Z 9 12 (11.4) 0 0

Sz 9 (8.6) 0 0

7k, MVEMERIRE 4 61 (3.8%) . KRIBHK « /IMEK - BEDO TH 3 H] (2.9%). BIER
PR T4 R RE R « 2% - A LM ABAE 2% 5 1 (4.8%) | AR IRBEREIRTE 15 41 (14.3%) .
R REREREE 1 61 (1.0%) . 1 BLBESRIA 1 6l (1.0%) . BHRerEE (RAME RVE MR % .
HRERIRREF %) 161 (1.0%) KON infusionreaction 1 5 (1.0%) e LTz, T/, =
FEO R EEE (PR AEEIERARE, R ERE . 2R, FREES) |
PREREE (X7 0« NL—IEGERES) | FEABEEREE . R, Mk - MRl fiRE, &
JEMIE S E, BN - flilEg. S E DR, LR, HEEMEES (SN i M
PSRBT, IR, JRIFERES, MERRRIERIESS) . MERE RIEMERE L OFEEZITRR O 6
NIRdole, REWERFEBURDIIREEFSR (BRREMHRTE 2 58) 23 0EHEREE
N A



(Mt - HE]

ARFNORHEHEYBREET LV EZFH LY I 2 b—a 02k v, KA 200 mg %
Q3W. 400 mg % 6 HHIFM (LT TQeW) &5, ) XX 10 mgkg (AHE) % 2 #E[H
k@ (LLF TQ2W) &), ) TEE LIZBEOARK O MG RENRT S iz, ok
H. AHI 400 mg & Q6W TH G- L 7ZBROARF O & FIRAEIZ I3 1T 2 Mg FIREE (LA
T TCagssl EVV9, ) 1. AAI200mg 2 Q3W THE LT2BED Caygss & FEELT 5 & T
Shiz (FF) . 72, AH400mg % Q6W TG L =R ARHK D EHIRAEIZ I 1T 5 %
AEIEFIREE (BLT TCmaxss) &V, ) X, AHI 200mg % Q3W THG L7ZBED Craxss
L CEEEZRT E TSN DD, HARNEFIZEB W THEAMEDNHER ST
Lk - HETH D285 10 mgkg (RHE) % Q2W THEE L7ZBED Chass & HlE L TR
fEZrRd e FlEni (FR) . &b, BEREAEEE 25 5UIAA] 400mg % Q6W
TG L2V EIRER (KEYNOTE-555 #B%) X 0 1535 7= F2HMEIc -5 < Sy shne
WRIA=BFT v Ialb—ra Ak FRILIZIEDEIRE T A —& LRI LT (THR),
MMA T, BEDONAFRIZI T 2 EERBRAAR I IR D & | AHI DR & & AT %24
PR & ORI A2 METd DIREBEUSET ADESE S, A4 200 mg & Q3W XX 400 mg %
Q6W THeh U7-BROMREE & & A X T2 atk & OEIZ OV TRFT S =/ R, b
FEO ML - HEOM CTHIMELR LRI R 2RI v & TRl Sz,

£ 6 FHOEYERNT A —F

ik - Cinax Cave Coin Conavss Cavess Conns
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
200 mg Q3W! <58.55?'519.7> <27.27?'298.1> (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?gL3) (192?309)
4%2%%%§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 LY HH SN BMTEEE O FRAE (2.5%45,97.5%55) . Crmax @ FIEHE
5% OR@ MG H IR, Cave : HIEIFE 5% O MIEPIRE, Coin : HIEIFEEGHR (DA 702 FERT) ORI
FFYREE . Crmaxss 1 TERARFEIZI T D B MG TR EE . Cavgss : TEFIRIEIZIS T 2 FIIMIE T IREE . Crminss 1 E T IRREIZ
BT D AR 775 i e

I 56 BIORMEEIE (95% S FIXH])

§ 41 BIORMEEIE  (95%(EFIX )

NA : %72 L




4. HEFRIZOWT

KA Z G D, B Y 2 7 EHEHR (RMP) (ZH-D < AH 0 25K i 22 4 R AR )
DU IIEEIN 8 2 fiigk Tl - T, RKHN OG- e BE 22« FrE L, KHl O
HAZ R0 EEREWEHZRBL LIZBRICRHG T 2 2 L RAnEE /e, LT OO~@ D7~
THEWMTETHRICBWTHEATIRETH D,

@ HERIZHOWNT

D1 TFied (1) ~ (5) OVWTNNICHEY T LR THDHZ &,

(1) EATHEREDIRET 205 AR PE S GBI RS A2 RS L R P
HUE S A RSB EEHL SR BT, HUERDS AV SRR BE 72 &)

(2) FrErERBmEpL

(3) FERFRENFENFEE T 203 A FEEEFE (S V2R R, 25 A iai s
W IREBE, S A IEEEEHERE R 7 &)

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

ST KNS L FHIEZIE R 3 Oliak FEIAR D JmH 21T > TV D ek
(5) HUEMERESAI AL E BN OfEE EAEI LR D R H 21T - TV 2 Jitigk

®-2 xHeE 7‘0&675‘5Aﬁ‘;ﬁf(“0)4K$f§¥£&U‘EIH’EJﬂ%§fEE#®ﬂFE (2G0T ik &Rt A
FroBE (FROWTINITEEY T HERM) 25, U2 EBOAFNCET D8RO K
EHEE L TRESNTND Z L,

*®

o [ERAOFFEUSHE 2 FOHUIIIHEZE T L72RIC 5 HLLEO N ATRIRDEEIRIHE 2
1ToTWBHZ e, 95, 24 EIE, RAERYERELZ & LZRRESZOHHE %
fToTCWAZ &,

o [ERMRFFESHR 2 EOYHIHEZE T L7211 4 UL EOEKRRBREZA L T\ 5
Zl, 9B, 3ELDLRIT, G E TR D0 AFEFEI T O N ASEYIRIEZ S e TR
DEFRHE 24T > T\ D Z &y

@ BENOERLFRERDEHIZONT

IR B S 5 A DI E S, BRSNS O D 7@?&3 M- 22
eI OB B ONERSF ISR D iRt A FFRNELE LG E OWE
FH . FRHSLDIATON D EHINE->TND 2 L,

® BUHEH~OIIZOWNT
@-1 HEskAHIC B 2 B

VR ME IR BB DO EE 2 BIER N34 LT-BRIC, 24 BFREIR2IRIKHIO T, YaZhisk
TEEEREER IRV T, BB LZBIER DG U T AR EE L O CT FDRIEH ORI
BRRAORERDN Y BHRIZEL IV, EHITHIG TR IAHINE > Tnd Z &,




@2 EENREFICILIZ2HFEFSRANIGICET 2 EH

DA HE D D MR e ik k OB e 2 9 2 [BIRIEEE DREHE=42 Y 7/
HEOTERDAY J—=2 7 HITWEIRIE & A A TE 2 F— LEFIRH 33
EINTWDZ &, ok, BIHEHNZOWT, DAERE L ZOFEICH5IZE ms T
WnHZ &,

@-3 EIfEROBEr-oXISICBE LT

AIVER (RVEMERR BN A . RGR - DG - BEO TR, BUEATR « FFR4 - BT
PRRERRTE - JIF2% - BEVERE 22, BRRRERRE (RANEREMERE R, REREBERE) . N
SrusbE T (T IACHRERE T . HUIRIRIRRERE T | BT PRAERRTE) | 1| BUBEIRIR, 5 & 0 Ik,
AR - BRRUTBRAE . AR SN T IARERE N 42, B DR IR (haha 5 Bt Al
HE. BORERBEARIEGRE . ZTEALBE, FORJEIESE) | infusion reaction, JM7% « HESE - Fri
7%, EIEMIEIE, MRS (X7 2« NU—IEERESE) | DR, EERMIKREE (G
PEVEIL R PESRBER . B PER i, JREFERES, MERERIENES) . EEOF R, mE
2%, MEREBIEBAE, MEEESE) (S8 LT, BRkhs ST B R OBt 2 A9 %
AR EEEE L (RIEH OZKox N ICBE L THRER OB AZ T o556 H 5 2
&) EHITHEYREDN TE HEHIRE - TS Z L,



5. B#EXG LD BE
(B0 B3 % F1A]
O TEROBEIZBWTAAOFGIEN RSN TN,
o DBAALEFNEELICHEE L. TMB-High 284 2117 « HREOEE (GEUER) 72
TR NS5 2R D)

728, TMB-High [T 5 ARA O _R=F o BWrRaE L LT, lRiE4 :
FoundationOne CDx A7/ L7007 7 A JLISEKGR I LTV 5,

BREIZHTZ > T, BFEEROTA RT A4 VEORFOERE BB, Tk
FIREFIT L D TMB BRARE R~ D528 K O &I WO 2 R OF BRI > T
T 52 &,

@ TRICHEET 2 BB IS 2 AR OFR G K O ITIEC DN TE, AR OAZMED
MWL SN TR LT, AFOHREGHIZR LR LR,
o FiioMiBIRIE
o MOTUEMEEAIL OFH L TR Sh o BA

10



(‘e atEicBE 4 % FH])

O TRICEYTIEEICOVTIAFIOEENEZRLE SN TND Z D, H521T
bipnz by
o ARHFNDOpSTIR LIBBUE DBEERED & 5 B

@ BFEATOFEIZI VT NS T 2 BF T OV TIE, AR OFEITHERE S g

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

o MEMMZEEROAED UIBHED & 5 BE

o JEE R CRE Y 2580 D B K ONE B 0 B i sk 2% <0l e M fiti 2%
FEOMIZRIEMEECN A BN D BE

o  HOMEERBOEDE ITBMERZRE L ITHEEMEO B O REEOBEERE D
b5 BE

o BB ME (GEmiMlaBEELS) Ob o _BHE

o MO IIBEE AT HEE

e ECOG Performance Status 3-4 "V 0 3

(ED ECOG @ Performance Status (PS)

Score | EFé

0 | e<MER<IESTE 5, Ml lF U HFEAEESHRZ AT D,

PIREIZIR LUNEBNEHIR S5 25, BATARE T, BAEESLHE > TOMERIITI 2B TE %,
il - B, EEE

BATRRECH D OH DY O Z L3 T X CTHEEZIMERILTE 220, B O 50%LL EidXy FATil =3,

RONZAZOHDEY DZ L LTI, AHD 50% Ea~Ny Rk Tl 24,

W

LT RV, BAOHFDOEY OZ L3 TERY, BRIy Rz,

11




6. BEIZBEL THEETREERH

O  IRASCEEIO A, BIER TR DRI 5 BRI 2D & ARH O R KON IEfE
RO DI HERERE TCERE L T oA+ s 2 L,

@ IEIRBRMAICENL B BE T OFBRICAIMER OEBMEE B L, FE 25
ThoEE5ET5HZ L,

@ ERBERAO~RY AL MZHOWT

RVEVERERR S LoD 2 EBH DD T, KB HIZHT--> Tid, HIHE
W CEEIAL, PR IRIEE, kEE) ORERE & OET X i O %, Bl s 1
AT H Tk, Foo BEITS UTHIES CT. M~ —h —F Ot 4 Fhi
5k,

infusion reaction 23 & H DL 5H Z &3 5, infusion reaction 23388 H AL HA 1T
X, EOIRALE AT S & & BT, IERMAEIE T 5 £ TREDREL +0Ic8lg
5L,

R REfR S . T RAEEEREE R ORIBHEREERN L b2 &0 H LD
T, AAFN OB G-BAERT M OB G-I R IE NN WS EER A (TSH., 78
T3. #8E T4, ACTH, I =LY —VEORIE) % FEhid 52 &,
BIERT . A2, IFEERES . IR, B{EMEIRERD O OND Z 03 H D
DT, KHIOEG-FALERT K O 581 i3E W T eEREm & (AST, ALT,
y-GTP, Al-P, BV LVE U HEDOHIE) 2 FET 5 &,

SEIER (MR L IR BREX 25T FORERERIREENH DD
ZERBLHOT, EMWICIRORFORMEZERT L2 L, 70, BRORFEN
RBOLNTHEITIE, HONCEREEZZ2 T L )BEFELRET L L,
AHNOBFIZ LY | WEDORIERINTER T 25 &5 2 DD Ek 2 705 BN iE
DHOLOLNDZERDHD, BENBOONTLHAITIE, BB LZEFRIIS LT
BEFY A 72 sk & BB A RO R Al & s U ClEb) 22 8RB W 217\, 8 o
FOSIZ K DRIWER 23800 2555 121, AFIORIES T 1L, R OFEIE RE A
IWERIOERGEEZBETHZ L, 2B, BIBRERNLVE S ORGIZEYEIE
M OYEEDRTRD BIRWEE T, BIF BB AV 2 LIS O il 7 o180
LEETDH L,

BT 1%, OB BB ARBE LT LRIERN BB T 22 Enb 5729,
AHN O GHETRICHEWEH OB SIZEET D2 &,

1 BUpERRI (BIE 1 BUBEIR IR 2 & te) b b biv, HERFEMESS 7 R—v &
WZEDLZENHDLOT, AfE, El, EHFEOER ORI CMBEEO R+
DEETDHZ &, RN DG AIIIR G ZHIEL, AR Y U
H OB GHEOWEY) RNELZITH Z &,

@  AHNOEEKRZBRIZIBW T, KEYNOTE-158 iR TII & 5-R460 5 1 AERNT 9 W =

é:\

1 AEDARRIT 12 B Z S ICHAIMEOFHMEZ T > T\ Z £ 25510, ARlKRE

HHIE RSB B A TR OMEE 21T Z &,
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1. XL®IiC

EIESLDGINME « ZRMEDORERDTZOITIE, I SCEEZEADWZE E2R AR D it d,
SO, ITFEORFEINOMEANT LV | GURBESRES 72 & O 728 ERRE P EGR
NHHT, ZNHDERAEIOVEREFI T 5 2 L DWEEROME L 72> TRV | #AME
M L UEEDEATTEF 2016 (CERK 28 4 6 H 2 ARERIE) ICBWTH, FHESLFED
flEH ORI EHEEZ D Z & & ST 5,

FHIER PR E, SR ERRL ST v 7 7 A VDB FOESEML E B BN R 5 Z
ENDD, ZDIZD, AR ORI EE T HIEHRA 05T 5 F TORM], MEELD
BREZRLS 2T 5 2 ENHIRF SN D RREITH U TERT 5 & &b, RWERDIEEL L 72 BRIC
BRI a & D 2 L N AIREIR — E DB Al T T RSB TRE S Z L N EE T
HD,

LIci3o T, BKTA R4 TR, BB ZNE TITE LN TV D EFHEZR - F
FHIRMIZHASE | DT DEIESLO5#E/ 2 A HEE S 28150 DB B B2 7 MO
HHHATRT,

B, AIA RTA AL, MIATEIENER mE RIS ORRE, AR EEIEA B ARG
Trras, —MFENEN B ARBRRNBHES K OUESHENEN B A ANBHEE 720106 &AFRL
L7z,

KRG L IR DRI ¢« A M—F SR ERE 100 mg (— 4% RAaTn ) X~ (E
R Z) )

MBERDMENIE  ET IR O = Sk
AT T 1 SEER

REERDMEROAE « <HELTUTFHFO 7B S >
i DHEMEREE A & O I T, BE. RAICIE. A7
nl) X~7 (G&aFHHz) & LT, 1[E 200 mg % 3 ¥R
E 1181 400 mg % 6 FHEFFE T 30 02T CRiEERET 5.
< WP T 7S SR >
VAT T F U m AW RRHME U R & ORI VLT,
WE. KA, a7 nl) X~ (Baf#fiz) LT, 1
7] 200 mg % 3 B [EFEIRE X3 1 18] 400 mg % 6 i fE] & T 30 55
T CRTEFRET 5, BEHIRIZ24 W AR ETET 5,

il 5 B 72 ¥ # - MSD #RREtE




2. ARIOFHE. 1T

FA M—ZREEE 100 mg (—#4 - XAaT v ) X~ B z) LT
[RH LvvH, ) 1%, PD-1 (programmed cell death-1) &Z®D VU > K TéhDH PD-LI1
K OVPD-L2 L OfEHEHAET S, & MbigG4 £/ 7 v —F AHRTH D,

PD-1 #RF& 1T T AlAE G022 BE AR 2> D Rk D 7o DI 03 AR 23 FI 3 % 32 72 S g il i
AA »F T, PD-1 X, HEEZRREICS O CEER T MiaoMBRmICBIH L, 3w
P2 B % B Lo AN B ST 72 g OS2 I 2, 3725, PD-1 12V T R &
BTHZ LIV PURZARIRICE B VP nEE RICHIET 5%/ KTH 5, PD-
L1 OEFEMEMBICBT 2RIUTDT N TH L0, < ONAMIETIE T MiaOE X 240
Z 5 F EBENCHB LTV D, BAMIICEIT S PD-L1 OEFEIIT, B, e
. FFAEdE ., DNELE. FE/ANRENE /R E O A RN AT TITRARK-THD . K
AT OMBEERRE I TWD,

BED IS A DEGIRE T 1% & PD-L1 FEELOMBIMED S PD-1 & PD-L1 O EE XI5 D
T AR C BV CHEARKE ZH ) 2 EAURB I TERY . H RN A TR O &
LTHIffEnTns,

AFE, PD-1 & PD-L1 L OPD-L2 Offi U H > FOFEA#LET D Z Lick ., &5
WUNBREE R OISR RIS ENE T U o BRE TR L S8, PUEE e 2 Fin L
T5 2 & THRIEEZR AT D,

AT VEFHE LT 355 < B DG ST & 2 BIHEFSER & & oL, B RSB
I B RN B B, ARIOR G RO 5% I01E, BEOBSRE FAICT, B
P BT AT, B L7 RIS U 7= S ph 7 Atk & RRBR 2 B [E T & e
L Clb R BN 24T\, BIEORRERISIC X B BUER A EbR 2 B AT, B
ROV LRI D $E G A D ) AL B A AT 5 D B B,



3. ERREGE

AT UL FFE O 75 Sl K VR PITEA T 7 B S O AGRIRFI R 24T > 72 32 2R B PRARBR

DRSHE %~

[ 2hrE]

O [FEEEILFEZF MRS (KEYNOTE-826 #tf#)

TRVBHITEIR DL 23 72 <

ESFPRIERE D 720 (LB & L TOR GRS ER

) EATIIHFEOFESHEEE 617 B (HAN 57 fladle) 3BT, AH| Lo
PUEMIEGR (N7 D 2 F BV ROTTFTR-HA LN X~T (B FHEH#Z)

(LLF TR_R =T v,
77 /AR EMOFEMEEGS & OOFRELE (78RR P EXRE LT

) )

EOPEHREE RAIRE) ™ OFIMER O 2D,

B

THEfS e, HEFHmE B IXeEAE (U Tos) &), ) KROEREEALFH

il (LLF TPFS] &9,

BIIER Lz (&

F> AUC 5 mg-min/mL fH¥ &) ©

1. 1 KO 2)
*1 0 AHKI200mg 3 B (ULF TQ3W) &w9H,) &G (Fa—=xo 1 HAWKEE) LLT
OHEMEREEA] GRS EMAERE Z L I3EIN) oWnTFhnz0tH Lz,
c X7 U ZF 175 mg/m? K OT T FFTHRHF (AT T F 50 mg/m? AT ANVART T

NIFKa—AD 1 HEXIT2 HHICHRE) TRE,

<7 Y 2 xR0 175 mgim?, 7T FFRF (VAT T F 50 mg/m? ITANVRT T F

v AUC 5mgmin/mL fHY4 &) KR X<7 15 mgkg DJAIZ QAW (a2 —AD |
WL, VAT F I a—A0 1 HEXIZ2 HRICES) T#Hh5,

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

AR Z LB onTnnziti L,

#1 AR (KEYNOTE-826 3AER)

) L&, ARIBELT T2 ARBEL LT OS X O PFS & F

DIEIZ Q3W (F=a—2D | HEICHKE, VA7 TFF

AR 75 REE
(308 1) (309 f3)
e [ A ] 24 .4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
os™ AN R 0.67
(95%CI) (0.54, 0.84) —
P " 0.0003
hfE [ A ] 10.4 8.2
(95%C1) (9.1,12.1) (6.4,8.4)
PFS™™ Y= R 0.65
(95%CI) (0.53,0.79) —
P il <0.0001

CI: 54X, NE : #7E i 2021 =S A3 BT —X By bA 7, *2: @RI Cox LBl
—]\“fc?“/w:ié77tfﬁik0)tmﬁx *3 . @Rlla 7T 7 fE. *4 : RECIST A K74~
1.1 KRG HES < TR5R ALY £ fifi ) &



90 \-\\
80 N
70 "
560 . '\
gso \-\-. e
# 40 e ¥
30 "o
o AFHE
10 7ovrm
0 v . v : v -
0 3 6 9 12 15 8 2V 24 27 30
at riskey TN (R
AFIRE 308 291 277 254 228 201 145 89 36 6 O

7T R 309 295 268 234 191 160 116 60 28 4 O

X 1 OS ® Kaplan-Meier Hi#f (KEYNOTE-826 75%)

100
90 \
w4
£ 70
w ’
50 - .\\
40 ‘ -
330 ey ‘. ..W\.*_.

) .
207 aa

Wi sexm

0 . R e . .

0 3 6 k] 12 15 18 21 24 27
RNEEFEN (8]

o

at risk 3
AHIEE 308 263 229 155 123 110 70 35 10 O
7T v AREE 309 259 195 113 89 71 39 13 1 0

X1 2 PFS ® Kaplan-Meier g (KEYNOTE-826 3R8%)



(PD-L1 F&BLIRBLR DA 2h1)

[E BRI RIS MAHFER (KEYNOTE-826 #ER) (THAAN DI BE DT — X IZHD
X, CPSBNZFEMNT AT o T B 3ME (RBHIR N 2 5 1) ROREMEORERITLLT
DEBYTHoT,

AFIFEDOFRMEIZEAL T, CPS 23 1 KiiDH A2, PFS KUY OS DIER DRI/ S
VMBI ASERO DALz (2 KON 3, #£3 KO 4)

728, PD-L1 OFBLRDUZ L 6T, KFlOZEET v 7 7 A VITFRECTH T,

* o FESSERRICIIT D PD-L1 ARE LioMilatk (EEMa, ~27 e 7y —Y KO0 v
BK) Ea i ES s ChR L. 100 23 U7 fE

# 2 PD-L1 EBURIBID PFS O R EMFNTER (RBREYEMAEIE, 20215 A3 AT —F% vy bE7)
4 BERE B ANy M RRE [95%CI N Y— R ZEAEHO p il

(%) (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 ’ . .
PS=I0 Semm 116 82 (707 82 [63,100]  [0.49,094] 0.4269
AHHE 158 87 (55.1)  10.4 [8.9,15.1] 0.58
CPS=10 b e
FZRAREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44, 0.77]

CI: {ZHEIXE. *1 : FIEEZWENC B B EMEiEE (FIGO 2009 5ICHKS<SIVBH)  (HV ., L) . "RV X
~70fHoEE (HY., /L) KOPD-L1 OFILKM (CPS 1 AKiii, CPS1LLE 10 K4, CPS 10 LA L) % J&hl
K& L72ER Cox Heflny— RET L, #2: OF 5L, @PD-L1 BRI L OC@FE 58 L PD-L1 IR &
DAEFNEH & 258 & U723 Cox Ll n— REF /L, *3 : YERI T



100
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! ! 1 L 1
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Progression-Free Survival (%o)
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I
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Progression-Free Survival (%o)

40 20
] 75 R '
0 T T T T T T T T T 0 . v . . - - 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 335 25 2 12 11 9 4 1 0 0 kpint 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
l()ﬂj '*\_Ll
s AL
e L | AR
é 4 \ .L\\
7 60 K
] i,
& S
g:j: w] TIFTERE Tty
U‘ T - - - - - - T
3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
T 158 138 124 8 62 58 35 21 0
Fowppe 139 131 95 60 47 3 19 3 0o 0
X 3 PD-L1 ZZLRILEID PFS @ FREMENTRED Kaplan-Meier B#R
(RBREYERHIE, 20214E5H3 BT —4% 0y b4 7)
(£ EX : CcPS<1£M. £EX : 1=CPS<10£HM. TX : CPS=10 £H)
# 3 PD-L1 EERHHI D OS D 1 BB OPEFEITER Q021ESA3ZBET—F Iy 84 7)
. v AU N HPRE [95%CI] ANP— R ZHERD pfiE
PD-L1 ¥&# 5 .
RR KGR K (%) (A) [95%CI] (Wifa]) "2
CPS<1 AFIHE 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] ™
ks 115 52 (452 244 [182, — .
1=CPS<10 fﬁjﬁf X (45.2) L18.2, =] 0.67 9 0.3278
7T REE 116 66 (56.9) 15.9 [13.4,23.5] [0.46,0.97]
fie 158 66 (41.8 — [19.1, —
CPS=10 i&%Jﬁf ‘ (41.8) [19.1, —] 0.61
FSvREE 159 88 (55.3) 16.4 [14.0,25.0] [0.44, 0.84]

CI: fFHIX[A, — : HEEARE,

*1 : YIERSWIREZ B0 2 mBRiER  (FIGO 2009 Z33HIZIE-S5< VB #)

(BHv, 72

L) . RN AT HHOE® (HV, 72 L) KMOPD-L1 OZRBIRI (CPS 1 K, CPS1LLE 10 K. CPS10
LI k) #RERlRT & LkER] Cox et — RET L, *2 : O GHE, @PD-L1 FBURIW & OO 5-4F & PD-LI1
& L7239 R Cox LN — RET L, *3 : BREBRA 72 FRNT

FEBLRDL & DA H AR 2 I8 B




100 1 100
) AFHIHE 1
80 1 o 804
—_
cﬁ = °° -
' S’
Z 60 £ 604
: c
= 401 E 40:
—
b ] . — D
5 7 7R &
] 20 o
20 77 RRE
g 4
0 T T T v T - - - - . v 0 T T r r T r r T r T
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)
KFHIE 35 31 27 25 24 20 13 7 2 0 0 Apipt 115 111 106 97 86 75 56 36 13 3
75 KR 34 34 33 28 23 20 16 5 3 0 0 rFexRp 116 110 100 90 73 59 44 24 10 3
1007
AHIHE
_ 80
=
-] 5
£ 60 S,
£ oy et
s b W
w2 D it +
= 401 1
= \
5 1 ;
z _me g JEmaiy i
e 7 7 —IZ lf_‘ TFF w
20
0 T T y T T T T T r r T
0 3 6 ] 12 15 1B 21 2 21 W
Number at risk Time from Randomization (months)
AFHITE 158 149 144 132 118 106 76 16 21 3 0
Fs5eRpe 159 151 135 116 95 81 56 31 15 1 0

4 PD-L1 ZBLREBID OS @ 1[5 B O EIfENTEFD Kaplan-Meier Hi#R
021 4ESHA3ZBET—F by b47)
(£ EM : CPS<1£MH. £FEX : 1=SCPS<10£[. T : CPS=10 £H)




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

RIGHET D FIGO2014 HEATHI 3 DIB2~1IB #i (U o Eis 1) SUIIM~IVA 1]
(U v EEEB R S RENE) O Rt T 1= S A 1,060 4511 (A AN 90 51 2 5 2p)
ZXBRIC, AF L R REE (VAT 7 F RO F COAMMBRE, KO
Z D% O/INRIRIRHR)  (LLF TCCRT) &5, ) OO (R#AI+CCRT #) 2 OF
R N2 T AR E CCRT & DU (FZ AR +CCRT Bf) B axtle Lz
“HEHERRBR R S, EEFHMEEE L OS XV PFS & i, AF|+CCRT B

TR +CCRT REL e LT OS M ONPES 2 A EICHER Lz (4, K5 KUK 6) .

*1 o E SIS T A RIBH TN, BEBRIRE X X2 EEEZZ T TE LT, homEEE
W K DIRERED B3

*2 0 A 200 mg & QAW (= —AD 1 HRICHEKE) TS5 a—R, Y A7 T7F 40 mgm® %
1 ARG T 5 BIXX 6 BHEG L OHEBRIER (FMBIRE & 2 D% O/NRRIRE)
#%. KK 400 mg % 6 B CLF QoW w9, ) #&E (F=a—=2o 1 AEICK
)y T15a—2&Fh5 L7,

#¥3: 7 T78RE QW (F=2—AD 1 HHAICEKS) TS5 a—A U2 L[E—d CCRT fH%.
TI7RRE QW (Fa—AD 1 HRAICKE) TI15 a—2% 5L,

# 4 AR (KEYNOTE-A18 :BR)
AF|+CCRT £ 7 ¥R +CCRT B
(529 #1) (531 #1)
e [H ] NE NE
(95%CI) (NE, NE) (NE, NE)
0s™ AN — R 0.67
(95%CI) (0.50, 0.90) —
P fE* 0.0040
o [H ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ ™ A= R 0.70
(95%CI) (0.55, 0.89) —
P " 0.0020

CI: {BHIXH, NE : HEEARE,

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

B Cox NP — REF WAL DT TR +CCRTEEL DOHEE, *3: J@RIn 7T U 7HE., *4
PR O —% 202341 49 A A7, *5: RECIST HA K74 > 1.1 BIZHES< 15
B Y R i)



10

w— KA+ CCRTHE
e TR +CCRTHE

at risk3%
AH|+CCRTHEE

7% R +CCRTEE

£MN(A)

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

529 527 522 509 S00 463 412 374 326 273 210136 63 N1 1

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

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

100 ¢ w
o] b=
80 M
;70 ”\"\‘ -“0 - ‘'
604 .\‘ -
w<
40
30
30 s KA+ CCRTHE
g' w7 TR+ CCRTHE
9 3 ¢ ¥ 12 % W 1 3 ¥V B
ot R T IR ()
AF+ 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

X1 6 PFS @ Kaplan-Meier Bi#f (KEYNOTE-A18 7Bk)
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[Zc4=tt]

O EFREFEFEIHFERER (KEYNOTE-826
HEELIIAFIEEI05307 6] (99.3%) . 77 BAREE307/3094] (99.4%) 1238 S,

alER)

BRI E DR BEBEARNEE CTE WA ERGIL, T4 298307 #l (97.1%) KON
300/309 il (97.1%) IZFRH BT, WINDLORETREEIEN 5% EORIWERIZ TH#R

DERYTHoT,
£S5 WTNIL OB TREEEH 5% LORIER (KEYNOTE-826 BER) (RRMEAITXIRER)
BEBIRSH o o
(SOC: System Organ Class) AHIRE 77 RHE
JEAGE (PT: Preferred Term) 307 4l 309 44
(MedDRA ver.24.0) 4> Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
REIEH 208 (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (63.8) 4  (13)
MR LY v ARlEE
=yl 149 (485) 76  (24.8) 0 132 (42.7) 65 (21.0) 0
BN E LT ER YA i 21 (6.8) 21  (6.8) 0 13 42 13 (42 0
I 1 BR R i 38 (124) 14 (4.6) 0 31 (1000 7 2.3) 0
A F BRI 68 (22.1) 37 (12.1) 0 57 (184) 29  (9.4) 0
MR 55 (1790 21 (6.8) 0 58 (18.8) 12 (3.9 0
W WA
FOPR A e TTHEE 19 (6.2 0 0 7 (2.3) 1 0.3) 0
RO IR BEAR T 52 (169) 3 (1.0) 0 25 (8.1) 1 0.3) 0
B Gk
R 15 (4.9 0 0 19 (6.1) 1 0.3) 0
i 49  (16.0) 1 0.3) 0 49 (159 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 - EHEES L OB 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
FEIEE D JEIE 20 (6.5) 2 0.7) 0 9 (2.9) 1 0.3) 0
FEEN 16 (52) 0 0 9 (2.9) 0 0
JRYSIE S L OV A HhUE
PR & R 16 (52) 5 (1.6) 0 12 (3.9 6 (1.9) 0
B, PR L OES OHE
AR S SR 16 (52 2 (07 0 13 (42) 2 (0.6) 0
BRIR IR AR
t@ﬁ?ﬂ?:‘/?i 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
M7 V7 F = s 16 (52) 0 0 13 (42) 0 0
B v ER B D 56 (182) 40  (13.0) 0 47 (152) 26 (8.4) 0
RN &l 49  (16.0) 21  (6.8) 0 40 (129) 14 (45) 0

11



B (%)

HE BRSO
(SOC: System Organ Class) AFIHE 7Rt
JEAGE (PT: Preferred Term) 307 4 309 44
(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 O &R E
AARIBGE 45 (147) 4 (1.3) 0 33 (10.7) 1 0.3) 0
B Rk & OV G kiR E
A EfiYR 53 (17.3) 1 0.3) 0 57 (184) 3 (1.0) 0
i P 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 R A 12 (3.9 0 0 19  (6.1) 0 0
it 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
SERLTE 26 (8.5) 0 0 24 (71.8) 2 (0.6) 0
KRR = 2 — 1 /35— 69 (225 3 (1.0) 0 78 (252) 6 (1.9) 0
B L ORI R
HAER 38 (124 6 (2.0) 0 2 (71 3 (1.0) 0
320 & N TS SRRON 75
£ i 26 (8.5) 1 (0.3) 0 36 (117 1 (0.3) 0
FEIE 3 KO TRk
i B 171 (55.7) 0 0 172 (55.7) 0 0
O FEIE 29 (9.4) 2 0.7) 0 17 (5.5 0 0
&% 33 (107 3 (1.0) 0 27 (8.7) 1 (0.3) 0
R NITRSIN 32 17 (5.5) 6 (2.0 0 8 (2.6) 0 0
1
4 1fiL 54 (17.6) 20 (6.5) 0 55 (178) 23 (74) 0
B, AFIBHCRB W CHREMEMER 3B (1.0%) « Kk - /MBS - EEO #2361

(7.5%) . TR BB (Paghka i BOERARIE, R AR, S IATHE, IR
KHUEE) 1B (03%) . WEHEE (£T L - SU—REGERESE) 75 51 (224%) . B

HF2% - PR - HFRERERETS - 7% -

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

(22.8%) . FEEMAEEREREE 1 F (03%) . BIEEERES 4 6 (1.3%) . BiEkEE
RAE E MR 28, SRERIRBRE) 1161 (3.6%) . BER2H61 (0.7%) . Wik - BEEUH
FRIE 2 1 (0.7%) . MéZ% « BB 1 61 (0.3%) . Ok 161 (0.3%) . EHEDHRK 2
Bl (0.7%) KON infusion reaction 37 il (12.1%) 2RO L=, £z, 1 BUMERSF., BEIE
FRAEIRE, 5 & Mk, EERMIKMESE (ol MR MEEEBEN, wilrEE ., 7R
FERRE, ERERIEOES) | MEREEIEGER L ORERITRD bk o T,

RPLIBESES (RRRAERE 2 ale) 2a ORI RE R,

12
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© [FEREEILFEFEIFMERE (KEYNOTE-A18 55k)
BEFRIIAK+ CCRT BE 525/528 # (99.4%) . 77 &R +CCRT £ 526/530 {3
(99.2%) IZFR O AL, 1RERIE L DR REB/VPBETETRWVWAEFEFERIL., T Zth
512/528 1511 (97.0%) M TN513/530 41 (96.8%) (2588 HALlz, WO RE THRELEISH
5% EORIERIZTRDO LB TH -T2,

#£6 WTFNINDOEETEHEEN 5%IULOBIER (KEYNOTE-A18 3E8) (Ratfiria4Ed)

BiIE (%)

HE BRSO -
(SOC: System Organ Class) AHl+CCRT #f 772K +CCRT #
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 EE

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

i HRERIBE 114  (21.6) 56  (10.6) 0 94  (17.7) 52 (9.8) 0

1/ SRS 73 (138) 8 (1.5) 0 60 (113) 6 (1.1) 0
HI 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 112 (@12 3 (0.6) 0 30 (5.7) 0 0
B G

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

% 72 (13.6) 1 0.2) 0 66 (1250 1 0.2) 0

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

L 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
—f - EHEER L OB GELORRE

) 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
JRYSAE 5 S O e

PR S G 38 (1.2) 7 (1.3) 0 37 (7.0) 2 0.4) 0
B, FER L OWEAS 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;?:‘/7‘: S RTART2TE 89 (169 10  (1.9) 0 58 (109 5 (0.9) 0
—7.?;3:;;%/&7 SR TeAT= g (152) 5 0.9) 0 51 (96) 2 (0.4) 0

gz L7 F = 42 (8.0) 0 0 42 (19 0 0

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

i ER B D 156 (29.5) 79  (15.0) 0 148 (2790 78  (14.7) 0
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B (%)

HRERRTE
(SOC: System Organ Class) AFH|+CCRT &t 77 &R +CCRT &t
HAGE (PT: Preferred Term) 528 4l 530 41
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
ifiL /IR B 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 b 173 (32.8) 104 (19.7) 0 183  (34.5) 111  (20.9) 0
Rt L OsAEREE
BAEGR 83  (157) 3 (0.6) 0 88  (16.6) 2 0.4) 0
&AL A fE 26 49 6 (1D 0 29 (55 4 (0.8) 0
&A Y ¥ Al 74 (140) 22 (4.2) 0 58 (109) 15 (2.8) 0
K~ 77 AlfUiE 91  (172) 13 (2.5) 0 88  (16.6) 11 (2.1 0
K7 R U 7 AiE 45 (85 5 (0.9) 0 45 85 7 (13) 0
B H ks & OV G Lk
RAER 39 (1.4) 2 0.4) 0 34 (6.4) 0 0
R R 7
BRFEARA 2 42) 0 0 28 (5.3) 0 0
B L ORI R
PEPR IR 60 (114 1 0.2) 0 47 (8.9) 0 0
ERHR R KL O EE
B AR 29 (5.5) 3 0.6) 0 29 (5.5) 0 0
FEIE 3 KL O Pk E
O FEIE 28 (53) 1 0.2) 0 17 (3.2) 0 0
i 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 6] (0.2%) . ffkES (72 - SNL—EBEHE) 16 4

(3.0%) . BUEATHK - FFAR4 - IFHRERES - T2 - B LMERRE R 139 1] (26.3%) . H
IR RERE S 147 B (27.8%) . FIEHERERES 4651 (0.8%) . 1 HUBERIN 161 (0.2%) .
ERERERR (R VPR 2. SRERIREFREE) 1061 (1.9%) . BEZR 3B (0.6%) . ik
Ko BB - FRER 1 B (02%) . SE DL 1 ] (0.2%) . infusion reaction 3 15

(0.6%) MOEEDOHR 26 (04%) NRD LN, T, FTERMEIERE, HR - M4
MO RMEE , FEER I E, DA, EE MRS (i OB SR B, TR
MR, AREFERES, MEERIERAES) | MERERIEGERE R OFEZIER O bivinoiz,
AEIWERRBUR IR ERESR (FRREMEE 2G50 250EERE2 R,
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[ - HE]

AKFNOREFEYBEE T VAR LY S 2 b —a 2k, AH| 200 mg %
Q3W, 400mg % Q6W X (X 10mg/kg (KHE) % 2 HRIME (LLF Q2w &), ) T
B 5 LTS OAF O Mg hIRE AR Sz, T OREFR., AHKI 400 mg 2 Q6W T 5 L
TeBRDOARF O EFH KRBT 2 FHMIEFIRE (LLT [Cugs) &9, ) 1E. KA
200 mg & Q3W THE LTERD Cavpss EHET D & PRI (TR) o o, KAl
400 mg & Q6W TH# G- LIZBRDOARAI D EHFIRIEIZ I 1T 2 e MiEHIRE CLT T Craxss)
EVvI, ) X, AAI200 mg & Q3W THE G L7ZBED Chaxss & Ll L CEfEZ 9 & Tl
ENTboD, BANBRFICBWTARERER SN TWD AL - HETH 5 AHA
10mg/kg ((KHE) % QW TG L7ZBRD Cuaxss & Ll L CIRfEZ R & PSR (F
) . 6T, EMERANEBRE ZRGICARHK 400 mg & Q6W TH G L72Es S 1 HHEER

(KEYNOTE-555 #f#) K 01552 EHHMEIC RS FEYEN BT A =21, I
—a L PRI L EIRE T A — 2 LB L7 (THR) , AT, BEONA
FEIZ 31T 2 B IRFABRAAR [T D & . AHIOIRTE & & A 20 T2 & OB 2 it
LR ST VDREE S, AKI 200mg 2 Q3W XX 400mg & Q6W TH 5 L7=EE D
BRI & A ME UL e L OBEIZ OV TTRFT SN R R, ERROAE - AROMT
BN VR NI 72 2R T 7 & TRl S T,

KT FHROEYER AT 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 mg 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' a 2;’2?2 4) (32%??2,7) (10.11(,)'16 0.8) (14??49) (50.51(,).57 1.3) (19.%3?;0,9)
40(%§J$ﬁ6)w (1351.2,,6'10 316.4) NA (14.1:?4}5.4) NA NA NA
10 mgkg QW' (212,2323) (14?41‘45) (1 1;1 ?21) (423,248139 (272,7282) (19;9;00)

T:n=2,993, 100 FD X 2 b— 3 L) FHEN T BEIEO HRIE (2.5%, 97.5%5)
B DRSS MLIE P IREE . Cave @ HIEHE G5 O MIEPIR L, Coin : FIEIEE G (T A 70 2 F50) ORARMILIE iz
E\ Cmax,ss : ﬁﬁ%%i\t%”— 6%%@{%[‘3{%&\ Cavg,ss : ﬁﬁ%'ﬁﬁ(iﬁﬂféqzi@mlﬁ¢/}%§\ Cmin,ss : Hﬂiﬁ#%ﬁgizgﬁ‘

% Foe AR 7 P

1056 Bl ATME  (95% 15 HE X [H])
§ 41 Bl DRI (95% IS HEXH])

NA : %47 L

15

v Crax : %)]IEH:Q’;?‘




4. FEFIZOWT
IS Y A7 FHEHE (RMP) (D& KK O EEL LGB ~O Wk
HilA3 8 2 igk Tdo o T, AFIOLG 7288 Z2HT - FrE L, AFIOFEGIC LY HEE
ZRRIWER 2 R85 LT BRICKRIIR T 5 Z L 3B 772, LLFOO~@D 3T A= 3 Hiak
IZBWTHHT 2 R&ETH D,

O MFITHONT

D1 Fid (1) ~ (5) OWTFRNITHELTHMHRTHD Z &,

(1) JEAFBREATEET 22 A HE LIRS (BT R DY A HOE B AL BE
HUEAS AR RLRRRE,  HUE)S ARSRERbE e &)

(2) FrEHEREIRPT

(3) ABEFIRAFENIEET D05 AR (D AURHREHEIE TP, M Ao
JIBE. M ARSI HEER 72 &)

(4) IR EFRREE R E L, SRIEE Lol 1. SRS Lk ikt 2
M AL IR 3 Ok FEAESR D a2 1T > T D fitisk

(5) PUEMEREZAINLLE BN OREs% HEEI R D R 21T > T D itk

O-2  FE S OLFHRE M ORI ERFEBF ORI 4r 2 ik & ek e FroEfl (F3R
DUWFTINNTEE G T D ERN) 25, URE2BOAFNI ST DI OBEEE L L TRE ST
nWHZk,

e

o [ERGRFFIUSHE 2 FEOWIIWHE ZE T L724212 5 FELL B O D3 ATBIR DERIRIHE 21T -
TS Z L, 96, 2L R, BARWIREZ L LIRS FEONHE 21T > T
W5 Z Lk,

o [ERISREFEUSR 2 FONHWHE ZE T L7 ICAFLL LOBRREREZ A L TnD Z &,
95, 3 LRI, APHIEIS O 03 A SRR 5 & Lo S ABIR DERIRIHE 21T - T
5T &,

@ BNOEELEREROEHICONT

PR B R 5 A DR S, RO D O A, AEE - Z2atk
SO O B OTERTSH A DRI, BT LA OmE ST, %
PHRNATON B K > TV = k.
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® BUWEH~DOXIHIZOWT
@-1 fERRAEHICEE S 2 B

VR PE MR R O B AR RIVE MR AE LT2BRIT, 24 BERIZIRIRHI O T, iz X
I LEHEE R Z BT, BB LRIWERNCIE U CABEEEEL O CT ZEOFEIWEH ORI 3 72
B OFERNY B RIZE LI, BEHICHISARER IR N > T Z b,

@-2 EFREFEICLI2AFFERICICET 5 E M

DA D HM ekt V2 AT 2 BRI FEPEERHE=42 1) 7
EEDIEROA T ) —= 2 T E2ITOVEIRE LG A A TE DT — LEBERH 23
SN TNDZ &, ek, BRHIRHICOWT, BDABE L ZOFIRICASIHAMEN TS Z
&

@-3 BUWEHOBH-CRIRICEL T

B (FVEPERIR AN A . KIG% - /MEZ - EEO TR, BUERTR - IFAE - T
PERERR T - AT - BEPEARE 5, BPERERET (RMEFEMEE &, REREBERSE) |
WOl (FIRAERRERT . HURIRBERERRT . AIBHRRERET) | 1 HUBERIR., 5E9
BRI, k- MUBUBHRMRIE, R, WA ispkae &, BEORMERE (hathRK
BOERRIE, BOMRIIRARERRE, ZIALBE, BIREIESE) | infusionreaction, MMZ -
g - FhEs. EIEMMEAE, MEREE (7 2 « NU—EREEE) | Ok, HE
I (S M MR PESRBE S . PSR L, ARIFERES . MERTKIERAESE) |
HEOH R, MR, MERERIEGRE, FiZ5) (I LT, YRk U TaBEE R
DOEMEZ AT HEMEEE L (RBIEH ORBE-CMISICE L TRER U EEZ T b
LHRMICHD L) | EHITEYRLENTE DEHPESTHND L,
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5. RERMZLRDBE

[B2hiIC B3 5 FIH]

O WIGHIRIFE OB 72 < . ALFRIERE O 720y (LR E & Lok G5 EITR
<) ETIFROFESHEAETICBNT, AHL 7 V2L K0T T F 84|
(AT ZFUXFANVAT T F ) OPFFHBEGIONCAA], <7V x2xvL, TT7F
FHRIF] (AT TFUXINIINRTTF ) ) KON X< 7 OPFR G OA M
DRINTND,

@ HEATSUIHF O = G B 1Ok L, ERESEFE B AHFER (KEYNOTE-826
BR) 2B\ T, PD-L1 R8I (CPS™) IZ& W ARMEN R DEAARE I TND
Z& (p6~8 B 6. CPS BIDAKAI DA DU TR bf:hf“iﬁﬁf
BEOBRINEIT) ZENLEE LV, CPSH 1 RMTHD Z ERHERINTBEIC

Wi, ARFNILSOIEERIE S Z RS 5.
* o ARA|OFZWEL L LT, PD-L1 THC 22C3 pharmDx [ % =] (BR7e4) ARSI TW 5D,

@ RIBWED FIGO2014 HEATHIAHEDIB2~IB H (U o EifnfBtt) UIIMI~IVA H#
(U o/ EHERB M T2 M) O RFTHET e S BE 2B\ T, AflE CCRT (v
AT T F R T COITIRE . KO D% O/INRRIEHR) & OOFHEG-OF D)
PERTREN TN D,

@ TFERUTEYS T HAARF OGO FIEICHOW T, BKEIOENMERHESLENTE D
ERNN 02 B o PR A ST AN
o IirtRAfiBhIE A
o DXIIBTAHKIDHINEN T TR MLOFTEMEREA] & OFF 5

[Zz 2RI B3 % FIH]

O FRICHEYTIERFICOVTUIAFIOZRGEN KD LI TWD Z b, 5%
{Threnz &,

AFN DRI LIBUEDBEERE D & % B

@ BBRRATOFMIZIS W TFRICIZ ST 2 BF IOV TR, AFORGFHER S
WA, OIGIEEIRIZ S 2 VG EICIRY | HEICAF 2T 2L aBETE
60

o WEMEMEEBEOA UIB DO H D BE
o RIS R CRER 28R D BE K OTRENE O I R A P etk i 45 45 o
18



N RIEEZA L 2 D i

« BOERBOAON UTEMERZE L XD B AR B ORI O &
%

o ISR GELSAISRIELZ &) ObbERE

o OB IIBEEE AT 5B

«  ECOG Performance Status 3-4 ©V D #EF

(ED ECOG @ Performance Status (PS)

Score | EF%

0 | &<MEREETE %, FFilL R U R AR HIRZ AT D,

PIARRIZI LVEEN IR S 5723, BT RIBE T, BAEESIE - TOMEEIIITI 2N TE D,
Bl DGR, FHIEE

HMTRIBET A OH DEIY O Z L I3 R TAEEIEAEEII TE 720, HHFD 50%LL Eid~y RALCl 2,

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

Alw|do

LT RV, HAOOHFOEY OZ LEEL TEARVY, BRIy R+ Tl 27,
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&

BECELTEETN&FH

O ISCEFEICIN R, ROERTEER DRAET 5 EBME T D & A O Rt K OV EAE
R D= DI B E R E B L T DRI 52 L,

@ VRIRBHAGIZENL D BE I T OFEITAH MR etz ol L, [AEZ 5
ThoEEGETDH L,

@ ERBMEHD~RT A MMZONT

o MWEMIEERNDLLOLNDZENHDLDOT, AFOBEIZHTZ > TiE, FIHIER
(BG0dv, PR REE, ) OfEE R O X fRE O EESE, Bleis 7
1152 &, F7o, REIIS U THE CT, Mif~—h—50mELFEHT 52 &,

e infusion reaction 23& HDOID Z E A3 5, infusion reaction 2FRE H AL AT,
WO AEZAT D & L b, SERBEE T 5 £ TREOREL +H0Ic8lgg+ 5 2
L,

o HURIREERERETE . TERMAEERERORIBHERENSDOND Z ENHDHDT,
AFN O£ 5-BAIART K O G- B P EIIC N W e i ds (TSH, 58 T3, iF
Bt T4, ACTH, Mo F Y —VEoflE) Z2E 52 L,

o BPEMK. A2, IFREREE, Fx., SEEERRS b D 2 ERH 5D T,
AFND e G- ba T R OB G-I I E I iFsRER & (AST. ALT, y-GTP, Al-
P, BV AEVEOWE) 2ERTDH L,

o SEIER (EREMITEBRER L ET) ZEOEERIREENH DD Z &
NHLHOT, EMICIROBREOFELAHRT LI L, £, ROEENRD L
NI EIZIE, HONICEREEAZ2 T Lo BEEHRET L L,

o AFOEHIZIY, WEOREISTRRT D &5 2 b bkkx R EBOREN &
bbb END D, BRENBDLNTEAITIT, BB LIZFERITE L5
TR & RRER A RO R AT & U CE O BRI W A TV W ORERIGIT K
LHEWER A EE DN D56 1TIE, AR OKRFE TP I, R ORIEEE A LVE CHlO
BEEEZZBETDH L, ok, BIEKRERNLVE L OREIZIYRITEROUE?TE
D BN WEEAITIE., BB RE RV LA OGEEIFI OBMGS EE TS Z L,

o WBERTHR., HEMNLENAKE L THOEIERNEEATL ZER”b D7D, K
F OB TRICOEWERORBUZH0ICEET D2 &,

o 1 AUBERRSE (BME 1 ABEIRIS 2 &) b Db, BEREMES T v R—v R
HZENBHDHOT, O, E, RS OGER OB M E O L0 ER
T5HZ &, 1 BRI AREDN - GA TS 2RI L, AR Y CRIR OB 55
DG RIE AT 9 Z &,

@ AN ORIV T, KEYNOTE-826 Bk CIZMIELAEIM T, 54 B E T
X9 T, ERLERT 12 B S ICHEIMEOFMEITo T D L KO
KEYNOTE-A18 &5 Cld CCRT 58 7% 75 2 /I 12 #HH & & ICHIEOFHE 21T
STWEZ LEZEIT, KFIEGPIENICEGRAESE THROMREITI Z &,
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EERHEET A 71
RuTrY RAeT (RETHBRL)

~ R FE M RERR RN R BB U oV~

SF546 A (5Ff84E 2 AET)
JE A B EAE

HIs 6




Bk

1. [ZC®IZ

2. AKAIOFER, TERERF

3. FRRAKHE

4. FERXIZOWT

5. ®EXG LB

6. WHIZEL THEHETREHFIH

P2
P3
P4
P9
P11
P12



1. [IL®IC

EILOFME « BEMOHEROT-DIZIE, M SCEFICESW B IERERB RO b
Do IDIT, IEFORFHEMOMEHRIT LV | FUREIE 72 & OFF 70 Bk E 35
DAGRENDH T, 2o DEEKGNZ BV ERBFICIRMT 2 2 ERARBROFEE 72> TR
V. POFEVECEE & SO #2016 (CER284E6 H2 H BIFET-E) ICBWThH ., SogriyE K
SO ORECHEEZ XD Z & & ST D,

BRERRE SR T, FEYWERCZ 2T 0 7 7 A VDBEEFOERS LA SN R e D 2
EMBD, ZOTd, B OZEMICET A ERA &R T 5 TOM, YikERLD
BRREAZBS ZT 52 NS NBEICH L THEAT S & & bic, BITERANIEE LEZEIC
Bkt a & D E MRl — E OB A T T EEEEA AT A Z ENEETH D,

L72iRo T, RIA RT A Tl BIREMES ZNE T/ LTV S EFETR - B
RIS EE S & | LN O EE G O 72 2 T 2800 b B gt B2 5RO
HREEAERT,

B, RITA RT A A%, INATEIE N EIE S ERE AR O HENE, AAERTEN B ARERR
fEEREs . — AR B AREERNEHE 2 ) O fAEEE N B AR MRS O 1D % & VERR L
77

KR E IR HEIN XA ML—FAREE100mg (R4 XA Tr ) X~ (E
o7 %))

R ERDABEIANE R SUTEEIAME O SRS MERERR IR B BARL U > N

REERDMEROHE @, AT, *a7n ) XA~7 (Ealfz) L LT 1
[B1200 mg 7 338 [ bR 13 1151400 mg - 63 R T304 27 T
NIRRT 2,

s AR 58 ¥ & MSDEEASHE




2. AFIOR. 1ERBF

XA b —F EIEFEI0mg (%4 - NATRrY XvT (BEETHEEEZ) ., DI IRAD &
VW9, ) 1E, PD-1 (programmed cell death-1) & DV 7 KT HPD-LI L UPD-L2 & DfEA %
E#LET D, b MEIgG4E /) 7 v —F A FRTH D,

PD- 1% I 1 THM A 50 728 B AR 70> B kL 2 72 9D I AS AUHII 5 FI - % 5 7 S 8 il 481 & o
v F T, PD-1IE, FEEEZRRRBICB O CIEMAITHIIL O MR mIC R L, B ERERSE2 8
TR RI R 0 SO 2 fili 92, 37205, PD-ULY T RERAETHI LITX
PRSI L DV 7T mZEa AT 2 /K ThH 5, PD-LIOEFMIKICIK TS
EHITDOTNTHLHN, L ONAHK TIETHOE & 282 51 CWRICEE L TV 5,
DS AKIREIZ 351 HPD-L1 D @Bl L, BRI, Jesers . FHmmAps ., DRESR . FE/INKIRw i
R EDRA T NATTHRARK T THY | IRWAEFE L OMBENHRE ST D,

BEELD DY A DERIR) T4 £ PD-LIFSBLOFEANED & | PD-1 & PD-L1 DRI VL NE S D 50)% A
BEZRB W CHERKZEI 2D Z EAVRBINTEY, Fiiz2BNARBEOEN & LTS
TW5,

AANL, PD-1E£PD-LIKOPD-L2Di] U 4 ROFEGEILET S Z &2k v, IS/ EREE
W O B R B AR ES EMET U VS ERZ TR E(L S8, JUEE s 2 PRSI L 325 2 & ThiiE
R AT D,

AR OVERBEFF IS BEORERIGIZ L 2RIERSENH b, BEEXIILLICED
AREMED B D, AR OBEH RO H#ZICIE, BEOBEL 01470, BESROLNT
AL, BB L7 8T U= B R0 7 itk & feBi & R DR AT L3 U Gl e g R b &
1TV, B ORIERISIC X DRIER N DN 255X, BIBRE R E VAl O 5% D
G VE 21T 5 ER B D,



3. BREREGE
& ST VR M D JRO MR RERR SR R Bt AT U o 8 D KGR IRF IR 2 1T o 7= 72 i IR
RBR DRk AE A R T,

[ 2hE]
OEMNH 1 38 (KEYNOTE-A33##)
PR ST HEETAYE O JF R MERERS HIR B U o BEERE ™D (761)) A %82, AAI200 mg
JWEHIEIRE (LT TQ3WL &9, ) HH5DOENER LRI RET 7z,
TEHMEIEE Th 520K [KETIWG criteria (2007) (23S < FIHIEIC X 5 5228580
(CR) XiFEmZEzh (PR) OFIE] X, Rl LBY ThoTo,

D) (1) BFEMEMABEEICHERNRO OB, (i) BZEIEnEMagiEse0
HLANIZCRF L < IEPRAGE bR~ o, X (i) B FiE m e e A
bHoYE. U EORHRR 25T, B L IXELOIRRIE ISR LICBA

#F1 FAYHERE (KEYNOTE-A3335%)

741

75225 (CR) 1 (14.3)

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

Fh= (CR+PR) (%) 42.9
(95% (51 X [H) (9.9, 81.6)




QA S AR (KEYNOTE-17055%)
BRSO EER T O RO MEHERR IR BRI U o XA Y (5341) ZxfRIC, A
200 mg QAW 5- DB K W2 BN REFT STz,
FHEHMMTEH T 5 RB2hHE [KETIWG criteria (2007) (2555 < g EIC K 5 5222250
(CR) Xi¥#4s37%h (PR) OFIE] 1%, 2D LBV ThoTl,

H2) (i) AZFREMBEMBHEEZICHERENRD bNZEE, (i) BFE LR
60 H AINIZCRAE L < IIPRME SN o - BE . T (m) H 52 18 s R A | AN AR

Th o556, 2MEU EoRNRE A =T, B L IXEEOIERZICHRE Lo EHE

#£2 AHEERE (KEYNOTE-1703R8%)

534

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




[Z24tE]
OEWNE 1 FH585k (KEYNOTE-A3355#k)
BEREGIITRBR AR T76] (100.0%) (238D B, BWERIZS/ 76 (71.4%) (2580 BTz,
BIWERIZEID LB THHoT-,
#3 BIWEA (KEYNOTE-A33RB) (REMMIrdSEH)

PRERIRHE (SOC: System Organ Class) FEAGE @fé;/(jgzt)x

(PT: Preferred Term) ! "7 1
(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 E 1 (14.3) 1 (14.3) 0
BRI 2 (28.6) 2 (28.6) 0
PR R PR

SR 1 (14.3) 0 0
Mg, SRS K OWERRE S

ik 1 (14.3) 0 0
FeIE 8 X O bk

ALBE 1 (14.3) 0 0
— % - 2HEER L OGO R EE

FEEN 2 (28.6) 0 0
BRI I A

TI7=T ) N TUAT =T —BHN 2 (28.6)

TANGXRAET I ) TG UAT =T —BHN 2 (28.6)

7ok, ITHERERREEII261] (28.6%) TR LT, Tz, MEMMZER, KBk - DEHK -
HED T, BERES URMEREEBR, REREERE) . WOWREE (TEAEREREE,
FORIRERESE . BIIEFRERERESE) | IBUHEIR G, 5 &8 0 gk, Rk - RREBUTIRMRIE . Bk, ARk
s (X7« NU—JEBEREYE) . BEOKRERE (REERLEEIEHAEE, R REIRE
BERE, ZIALEE, FRBIES) . MK - B JE, BIEM I e, OfR., EE e kS
(G PRI R PSR B . PR IR L, RZFERES . MEMEURIERIESE) | HE OB &, Mk
BREMERE, infusion reaction & UNERZ IXF8 D AL o 7=, AREIWEH FEBLR I 13 B 5
(FRARMAMET 2 51) 23 0ERE T,



@/ M AHRRER (KEYNOTE-170:05#%)

B ERELITRBR M T50/5301 (94.3%) (230 B, BITERIE30/53%1 (56.6%) IZ38H b1
Too FBIENS%LL EORWERIZER4DO LB TH -T2,

F4  HEBERP 5% EORIER (KEYNOTE-170 3#E)

(REMMTXIRER)

#REBIKSIFE (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 LY o SREEE

B BRI 10 (18.9) 7 (13.2) 0
PN 3 R

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

FLyALH 5 (9.4) 1 (1.9) 0

P57 3 (5.7) 0 0

FHEEN 3 (5.7 0 0

7ok, AHEREREEIIAB] (7.5%) .

AEFEEE) 13561 (9.4%) RUWRRREDE (X7 0 « NU—JERREEE) 1314 (1.9%)
EEO TH], BHEREREE (RN R MERA,

£, FEMMRE, KBK - DB -

oIk (T IRAERERE T . HUIRIRPRRERE T . BIEHE

SR AT,
SRER

AR . 1TRBERIR, S & O, ik - BIBUHBARIE, Mgk, BEORERES (haEtk

FKBICRIRIE . B RIIEIRIEMRE, ZIERIBE, RIS |
(et /MEID PEERBESN . bR, JRIFERP:, HERTRL

E, DRZR, B R M

LEE/ QR 1) /N XTI T )

ERIESE) . EIEOF R, MEREAIEMRE. infusion reaction X OFERZ TR D LR o 72, AE|
TERRBUR DI EES: (BARMREER T 25T 28 0ENERE =T,



[ - ]

AR OBREFEDBEET VAR LI I ab—32a /TR D AAI1200 mgZQ3W,
400 mgz6 MM (AT TQeW] &5, ) XIE10 mgkg (KHE) Z2 MM (LT
QW) &9, ) THRE LIZBEOARFOMEFREPRT Sz, TORMR. KA
400 mgZ Q6W TH: 5 L 72 BEDOAAN D iE FIRHEIZ I T 2 FMIE PIE (AT [Cagsl &0
9o ) 1E AH200 mgZQIW TH G LT2BRDCa o LHBT 2 & FRISHh T (FH) . £72,
AFH1400 mgZQO6W THe 5 L= RO AK O E FARREICH T D e MIE TIE (LT T Caxss)
EVV9, ) 1E AAR00 mgaZQ3W THE: LTZBED Craxss & Hillt L T & R & TRISHZ 6
OO, BARNBFICBW CEAFESHEE STV D HE - IR TH 5AHAI10 mgkg (MH)
EQAW THAE LIZBEOD Coss & el L TR 23T & FRIS U (FR) o Sbic, BHEE
BB % %I G AAI400 mgZQOW THE 5 L 72 #4145 1 #8788k (KEYNOTE-55578%58) X ¥
OIS SEMBERE T A—2T, a2 b—Ta ATK D Pl L7 EEiRE
FA=Z LY LT (FFR), MA T, EEOEEIZIST 2 BB IC RS & . AHI DR
R & A ST R e L O B 2 RE T DR RS E T VR S v, AHI200 mgE
Q3W 13400 mg# QoW T 5 L 7-BROUREE & & AWME T Lt & OBIEIZ OV TRET S
IR, Lo ME - RO THMMER eI Hf R Z TR & Pl S,

K5 FEOEMER T X —F

[ Conax Cove Crin Concss Covgss Crninss
(ug/mL) (ng/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL)
200 mg Q3W! (58.55?.519.7) (27.27?38.1) (17.15.11 83) (91.97?‘34.1) (49.?;(,)';1 1.0) (30.35(,)';) 1.4)
400 mg QOW' (12;,23124) (32.30?';12.7) (10.11(,).160.8) (143?49) (50,51(,)g 13) (19,28(,)30,9)
40((%%1(‘)&6)\7\, (1351.2?'10 ;6.4) NA (a 4_11 ?2 4) NA NA NA
10 mg/ke QW' <21§?323> <14§?145> <11;}?21> (421?i33) (2727382) (195, 200)

T:n=2993, 100 [ED I 2 b—3 3 X0 B SN EO R Il (2.5%47, 97.5%5) .
Cnax : WIEHE G54 D e il FIREE . Cavg : MIEHEG B ORI MIEF IR, Cuim : FIEHELH (A 712
B i) OFARMIE IR, Cumaxss : EFIRIEIZIT D B iE PR, Cags 1 EHRIRIEIZIT 2 FH 10
TP, Cuins © EFIRIEIZIS T 2 ARy i

I 56 FIORELIE (95%(F X 1)

§ 41 Bl DRI (95% (5 HE L)

NA : %7 L



4. FEFIZONT

R Y A 7 EHENE (RMP) ICESE | AFIOEIE L LVEEGIEE)~0 i K612 &
HHiEX T o T, AR OG- EY) e B 2 B0 - 558 L, AFIO#GI2 L EEZ2EIER
ZREBL LTBRITIS T 5 2 & BTz LT OO~@D 3~ T & 72§ Mgk 12 3V Tl
HTo&Ths,

O MEFIZTOWNT

D1 Fi2d (1) ~ 5) OWFNNTEYT AR THDHZ &,

(1) EAFBRERET 25 A BHEEEILREES (BRE RS A HEGEE LU,
A ARSI HENL SR, HUE S ARSI T L)

(2) FrERERERRT

(3) HBEFREFEGET D D ABFEEERPL (DA BB ERPL, 2 AR R /)
B, S ARSFEEHEEIRL 2R &)

(4) IMRAFIRIER 2 5% U, SSRIES RIS REN . S SRIES L RG22 T ah
SREIA L PRI B3 O i % S UE AR B B 21T > T D fitiak

(5) PUEMEEEAIT & ENE Ok AR D R H 21T > TV Dk

O-2  JFEMERERE A RIBHIAG U > SBE AL SR K OVRIE S8 BURE D 6 SIS 445 72 50
i &R FFOERM (FROWTIUNSIZE T LERM) 25, U2 RB OARFNC S 5165
DEMLEH L LTHRESH TS Z &,

*

o [EREUSH22EDOVIHME ZE T L2125 LL O s VTBE D EEIRIHE 21T > T
WBHZ E, 96, 2L EE. BDAEYREAY T & LERKRIESFOMHME 21T > T
AHZ &,

o [ERNOEFHUSE2UEDYIIIHE ZE T L7 % IZ4FE UL EORERRER 28 L T\WA Z &,
7B, 3MELL R, S gs MRS O 03 A SRYRRIE & G IR LR OHE 21T - T
WAHZ &,

@ BEADERMFEREEDOMEHICONT

A EHRE P HE T D BUEA NRE S, RN D OFRE O A2 - Ltk
AR RO KL OEMS IS 2 MR, AFEFRBRE LGS OWEES, F
INERLINIAT O D IEHINE > TND Z &,



® BIERA~DIINT 2N T
@-1 HEg Ak BE$ 5 B

MIEMERR BRSO EEZRBEMNRAE LB, 4RSI O T, Si%hEa X ix
BERRRIZ VT, FBL L RBIEMICIE U CTABTE B OCTE O RIER ORI M B 7 iR
OFERNY BRI, BB ATREARRHI A > T D = by

Q-2 EFEREEE L 2AFFSIICET BN

DAZIRICHE D D R 2 ik OB R 2 A T 2 BRI FEEPRWER =2 Y V7 %5
DIEEROAY V—=0 T EATOERIE L EHE A TE LT — LAEFRHID B ST
WHZ b, ks, BHIEEICOWT, DAEE L EOFERICHSICEMENTNDZ &,

@-3 BIEH OZMroxt i icBa LT

RITEA (REPEREBIS A, KK - DMk - EEO TR, BUERZ% - HFAR4 - HEE
PR - TS - B RPEARAE 2, ERERERE T R REMER K. RERIRERE) . NS
(TERAREREE ., FURIRMEREREE, BIBHREREE) | VRBERIA, 59K, sk - BT
RARAE . BES . BN IERE R 2, B O ERTE (PR A RAE ., BRI
e, ZIEALEE, FERIESE) . infusion reaction, fM7% « BAMES « G, HIEFIESIE, #h
RFEE (72« NU—IEERSE) . OfR, BEERMKETE (R M MRS MEEEBER
WRIMAPEE L, RIFERES, MEEURIERIESE) . HEO B K, mME K, MERERIEGEE, %)
WZxF UCL YRsER% ST B = R B O B 2 5 5 (A & U (RIVEH OZWr-oxt s
B L CTHRER X EAZZTONDIEMICHD L) | EHICHEY R ALED T DRG] A%
STWbHZ &,
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5. BeExtg L R B BE
(G5B 3 2 9]
O TFRUCEY T DREFICBWVTARIOFIENREN TN D
o HEEMBHIBMHEZICHREIED D BE
o HEEMSBMIEBAME0H LINIZCR X IIPRAE S /e - - B3
o HZFEMEMMIABAEICAREE Th 286, 2L EORTERZ 2, B L <
BT DTRIE L IR LT B

@ TRICEZY T HHEHFEICON TR, KAIOEIMERHELSNTE LT, AKAloEE
KL TR B0,
o AbLFRIERIBIEOEE
o fOPUEMEEEA & OO

[“Zz Iz B3 % F]

O TRIZEYTIEEFIZOVWTUIAA DR GNEZE SN TNWDE I EhD, HEEITD
WZ ok,
o AKAHIDORSTIT R LIEBUE OBEERE D & 5 B

Q@ IREATOFAMICIB W T RIS S T 2 BF IOV TR, AFIOEGITHEE S vy,

L OTERERIUL D RV AR Y | HEICAKIZHEN T2 2L 2BRETE 5,

o REMENEEEOADEU iﬁjfﬁ@%é &

o JafBE R A CRHVE S 2 78 6 D I K ONEBIME O KR B s 2 <o G fii
REDIICRIEMEELR A LD BE

o HOREERABOGOE SUTIEMEMZE L IXFEFMED B O iR B O BE T E
DD BHE

o SO H 5 EE (B FiE LM aB A 2 R <)

I S ADY TS Xiﬁﬁéﬁﬁﬁ‘é BE

»  ECOG Performance Status 3-4 "V D F3

(ED ECOG ¢ Performance Status (PS)

Score | EFe

0 | &<MEREBTE 2, BMALFE LR FAEGSHIRZR ATZ 5,

PIRBIZI LU BB AR S 7L 2 238, BTHIHE T, BRIEEIE > TOMEREITAT O Z LB TE D,
Bl mOFE, EHEE

ATRIRE TR OF OEIY O Z L 13T X CTREEZPMEEZ TE 220, B O 50%LL EIZXy RT3,

BHNZHSDHEDREIY DL LNTERY, A0 50%LL A2~y Rk 21,

BN

LT RV, HOOHOED OZ L34 TEARVY, BRIy R+,
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6. HEICEEL THEETNEHIH

O WWASCEFEION A, BIERTEER DNIRIET 5 BRI D & ARF O R K& UG E 6 H o
= OICBER B R A2 T L SO BRI 5 2 &,

@ JBEBIRICHESI D BE U E DOFRBECHINMER OfERIEEZ 5@ L, FEx2ET

WoHEGTH &,

@ EREWERDO~RT AL MZOWT

o [BEMEENHSPLNDEZENHDHDT, AFIOHERGIZHTZ> Tk, WIHIGER
(B L, MR RIEE, iukeE) OMeRE & OWIEXER IR O 2%, #1224 +01AT
9k, Fo, MEIDE U THWECT, MiE~—b—Z0OMmEZFEmMT D5 L,

e infusion reaction’’ & H I DH Z L A3H D, infusion reaction3id D H AL AT,
WE AL E AT 9 & &b, TERMAEET 2 £ CREORELZ +0ICBIEZ T2 &,

o HURARERERETE . TERAKEREL ORIBHRERENH LDLNDLZ ENHDHDT,
AHNOF 5-BREART & OF 531 M I3 E IC N g RE A (TSH., ERET3. i
BET4, ACTH, M=o F Y —VEpilE) 23+ 52 &,

o BUERFR. FFARA, IFHRERRE. IF2, BLHERERNR S Lbhd Z ENHDH DT,
ARFND £ 5-BAhART M OB G-I I E MR IFRERER & (AST. ALT. y-GTP, Al-
P, BV LB VEORE) EEMETDHI L,

o SEVEREOEERBRENH OIS ZENHLOT, EHWICIRO BT OF
MAMRT DL, o, IBROBRFENED LNHGEITIE, HONICEREERE 2%
BITOL)BEERETLH L,

o AHIOHEHIZL Y WEORIESINMIER T D &5 2 DN DERA RREORENRH O
PNAHZENDDL, BENRDONIGEITIE, BB LCERITS U HMRI 72 H
& R A Fr O PR AT & L U CE ) e 8RR M 21TV, B ORE RIS K D EIE
RAMEEDN DAL, ARIORE I I, RO RE R VE CEIOR5% %
ZETHZ L, B, BIBRERLVE L OREIC L BIEROBENTRD L
Balcid, BB AT DSOS IHIRI OB BET 5 2 &,

o WERRTH., BOERNLED ARB L TOSEWERNEET L2 08D 5720, KA
DOEHHETHRICHEWER OB+ EET 5 2 &,

o VRBERRSE (BUEIBERIR 2 Ede) b bbh, FERFEES 7Y R—=v R ZES
ZERHDLOT, e, B, EHZEOEROBICMAEED LRI ET S
Z&, VEEREN DDA IS 2R IEL, A A ) URIFIOR 55O
BB AT S 2 &,

@ AFNOEKRBRICINT, BERGEP D128 Z L IO MEITo TVl &%

BB, REIEGHITEMICEBRAE CRIROMRZIT O Z & FrICAZEBRITHEE

TN Z L 2B B L, HEBBHI2AE TIIRhRICE LEEREC BT 2 &,
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