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TS Z &, Ik, BEAEFIZOWT, BDABEELTORE DI EN TS
Ze,

@3 BfFAOBBCRIEICE LT
AN T S AU S 350 CHEBE S TV S BIERIC R LT, i
SV BREEREREI 0 B P 2 45 PR &S L (RIMEFI ORI o1 B L C IR
UXBEZIT BNBEIM B2 L) | EHICHE LI TE 5 %> T 5 =
L,



w

BEXNRERDBE

TREZEZEY T DA FIEIZ DN T, AANOFGIMEDRHLI N TE O T, AFlD

Xt L e b,

e PD-LIFGME (CPS=1) D3HERS AL TR WHER2EGME: DO IR UISRANHE 22 M6 T « FFE
OB EEEBRE IR 5 B

o INEAHBRE L

CIZEY T HEFIZOVWTIIAROFGE N E SN TNWDH Z e, 52T
io@b\ L.
o AHNDREATZHR LIRBUE O REERE D & 5 B

TRIERT OFHIIZ 3T FER _Eiéi‘fééﬁ%‘ IZOWTIE, AAlOFREGITHEE S L7

D, AOIRERPUR A 2 NG EITIRY | HEICAFZEHT L2 2L 2BETE D,

. %E@M%%@Aﬁﬂiﬁﬁ@%é$%

o B AR A CRIE R 2380 5 R M ONEBIME O H Afiist e R G it % %5
DI RIEVEZAL R - I D B

o HOKEREEOAEDE SUTEMMZF L IXFMEO B B R EOBEERED
Ry e

o EERBRE GEMEMaBHIEL 5T) ObHEE

o EOBYSUIMEREEA T HEE

e ECOG Performance Status 3-4""0 o g

H

() ECOG > Performance Status (PS)

Score

=
JEFR

0

< R JEBITE 2, FHETL [ U HHEAERHIRZR <ATR D,

PRREIZI LUEBNIHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITO LN TE D,
Bl - BEOFE, FHIEE

BITRRECTH DY OHOEY O Z L3 T X THREEZSMEEITI TE 20, BFD50%L EiZ~y RAATila 29,

[BHNTZEHSOHEDEY DZE LTERY, HFD50%LL EE2 Xy Rk Tl =9,

E- RUS R )

E<BHT RV, AGOHFOEIY D LFE TERY, BRIy R lFTHId,




xEFERHEET A FF A4
RA7Tul) XAv7 (BIEHEEEZ)
(BR7%4 : ¥4 b —& SRERE 100 mg)
~EfEAE~

T2 92 (Ff 745 AKET)
B4 BE
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1. ZL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIRAGE P4
4. FEFRIZHOWT P18
5. BHxtGL e b P20
6. HEHEICELTHETRXHIRA P21



1. IXT®IC

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
Bb, 5T, IEORFAROMARNC L0 | FUREIRG 22 & OB 72 Hidi/E A%
FFEIMPEARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
AR & o TR Y RIFMBGER & SO IR T #2016 (Frk 28 A% 6 A 2 HEERE)
ICBWThH, EHERLEOHHORBEHEEZXS Z L LS TWn5D,

AR AR E SR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRNHD, ZO7h, MR OLEEMEICET A ERNH0EMT 5 E TOR,
WEEIRLOREEZ R 2T D ENHIRF SN EBE IR L THERT S & L i, BIE
R U7 BRIC LB ekt 2 & D 2 & DN ARE 7R — 8 O E % Jiii 7= 3 A% B C i A
THZENEETHD,

L7eRoT, KA T A4 TiE, BARBERESLZNE TICHELN TV D EFITH -
BHER RN EED & | LU O E IR O feii 7o ) 2 HEE 3 2 8LA0 6 B g B %
FROEEFRREZRT,

B ARITA KT A %, MSIATEOE NESE SRR S, A E AR AR
BRR BRI s . — M E AN B ARERRNRHE S L OAE RN B AR &R 2 O 7
DY EER LT,

RIG L IR HEINL A b —F EEEE 100mg (— %4 e T ) X~ 7 (Ein
THAHLZ))

REERDMMTAR « Heph B

MNEERDAEROAE - BH., RAIZIE, a7 el X~v7 (EBEftz) LT 1
[8] 200 mg % 3 A [EHIFE X131 (5] 400 mg % 6 M [HfE kR T 30 53 fH
T TRIEFET D, 7272 L, IRMERIEOSE 1T, &5-HIH
L 12 THEETET 5,

il 3& Ik 58 3¢ & 0 MSD RSt




2. AAIOKK, 1ERKERF

FA M—F RilEE 100mg (—fi4 - A7 U X7 (Bia 1 z), LUF TR
Al EvvH,) 1X, PD-1 (programmed cell death-1) &% ® VU 4> K Toh % PD-L1 KO PD-
L2 L OfEAEZEHERET S, b MblgGd £/ 7 v —FAHEKTH 5,

PD-1 f& 1T T HiAQ o0 BEARKSAE 2> & 6 2 72 O IZ 3 AUKIRE AN FI FH 9 2 T2 7 s 2 il 4
AA »F T, PD-1 1%, fEFREZREBICEWDCEER T MfdoMiamicgB L, 3om
P& SO % B e A X TRl 72 e S OS2 %, 705, PD-1 13U Y R &
ATHZ LKV PURZRRICL D v 7P Ve AICHIET 5B/ KThH S, PD-L1
DIEFMHMIZIB T 2HBUT DTN TH LD, 2L OBAMIETIE T Mlao@ s 2Mmz
DI EBENZHRBLL TWD, BDARIIZIST 5 PD-L1 O &3 8%, B RbaRs. .
AR, IRELE, FE/ NIRRT S O 2 RN AT TPRARRKR - TH Y | IRWAEFR L
OHEBEMENRE I TWD,

B OB A DGR T#% & PD-L1 BELOFHEEAMN S, PD-1 & PD-L1 O IFIEE
D PERRREIC BV CHEERKREZE S Z LRI TR Y | iz N ATEROER &
LTHIfF ST 5,

AANZ, PD-1 & PD-L1 X OXPD-L2 Ofi ) A ROFEAZRET L Z Lk v, EE
W NBREE T OISR B ENE T U v SERATEM L &, HUEE G 4 FHE b
T2 Z L THEGNRARET 5,

AFN OVEFIRE AT IS < S8 O G5 FORIC & 2 BIERSE 2 & b, XTI
B AN B D, AFIOR G K OB GHIIE, BH OB E 0TV, B3R
W BV AITIE, FEBL L 72 HRUTIE U 7= SR 72 itk & 0B % O BEAT & s L Col
B2 8RR 24T\ IR EE DR RS K D BITER DN b 2561218, BIRKRE RV
L FI OB GEOEY L AT S LR D B,



3. ERPRARE
FEME LA O KGR IR IR 24T o 72 B2 BRI B O il &2 7R 9,

(B 2]
OEWNE 1 b fHRABR (KEYNOTE-041 #5%)

EFRERE DI UIA BV A~T GEG X)) CLF AU LA~T 1 £ D,)
EEERN2 LY A ETORTFRIERE 2 AT SRR Ao ik AR BT 42 4]

(B DIERENT R 52 37 BI) Z x5, K2 mgkg 3 HEMRE (LLTF TQ3W) L1 9,)
B 5-OFIER NZEMEDNRET S 7z, 2B, BiG R CREBET RS DN HEIT,
PREBHETT 2 R IR 3588 B AL 2 WE DORFRINIZE E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DN D £ TAAIO B G225 2 LN ATRE & &z, 1ERTE
MHIE B Td 5N [RECIST H A R A > 1.1 BUZHES < dheflliE iz L 55242855 (CR)
SOTERS 7R (PR) ] &, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

@EF4F T AHRER (KEYNOTE-002 #5#)

A VY AT X DR AT DRI AR B BAE RS 2 XU, RAI 2
mg/kg Q3W # 5K TN 10 mg/kg Q3W 5 DA OV aMEN, (bFiiE (X Ny
V. TEYOIR, ANVRTTF XTI VAN IIINR T TF o+ ) H ¥
T, LT TNICCRE] 2 9H,) X E LTRSS, 728, MM CRABHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEDORRICZE L TV S HEE
TUE, WRIEI LA O WG R TR BEIT B0 B D £ TAAIOB S ikt 25 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) OIS AR AR (UL
T IPFS) &W9,) & &k, RANMMbLFRIE L R LT, PFS A A EITIER LT,

#£1 FiIMERE (KEYNOTE-002 3{E)

AHA| 2 mg/kg AA 10 mg/kg o230
Q3w Q3W
(180 1) (181 #1) (179 1)
e [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
0S | N¥P— R 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P fE"™ 0.1173 0.0106
e [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | M — K™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P "3 <0.0001 <0.0001

CI : [3#EX[#. *1 : RECIST HA KT A > 1.1 BRICHEES < FHRRRHE K ORI 5P 12 X 5 R

*2 ¢ JER] Cox Wl — RET M K D b5IE L Ok, *3 : @hlln 7'Z 7 e




100
90
80
70

& 60
ESD-_
# 40 7
30
20
10

—— 39 2mgrkg GBW
——— Z10mg/kg QGIW
(R

at risk#
## 2 mg/kg Q3W
##10mg/kg Q3W
{ES8GE

180
181
179

131
138
115

b LR LU R ety ELURLAL LU L L
9 12 15 18 21 2

33 36

27 30

77 (R)
95 70 61 1 0
99 79 67 12 0
80 60 48 9 0

X 1 OS @ Kaplan-Meier fi#f (KEYNOTE-002 :A5%)

—— 3 2 mg/kg Q3W
——— @ 10mg/kg Q3W
eC 3

at riskEs
ZF# 2 mg/kg Q3W
##10mg/kg Q3W
{LFERGE

180
181
179

153
158
128

4 6 8 10 12 14
SRR (A]

74 53 26 9 4 2

82 55 39 15 5 1

43 22 15 - 2 1

X2 PFS ® Kaplan-Meier fiff (KEYNOTE-002 3RE%)



@UFFMFHMAHRER (KEYNOTE-006 #X5#)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
LI 2 T DARTR UIBR A RE 7 B SRl R 2 kRIS A 10 mg/kg Q3W BE 5K
OV 10 mg/kg 2 BREIMIE (BAF TQ2WJ LW 9H,) HEGOFEMER LR, A BV A
~ 7 aRRE LTl SN, ks, BEgAHE TRDEITARD b GaIT, Rl
T2 RIIER DT BN WEDRRRINIZZE L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G kT 5 Z LA AHE & S, ZEFHMEEE
IZ0S OVPFES & &, AANFA B A~T7 LH# LT, OS XO'PFS # HEICHERE L
7

#£2 FiIMERE (KEYNOTE-006 3RE)

AF] 10 mg/kg AF] 10 mg/kg AE) b~
Q3w Q2W
(277 1) (279 1) (278 1)
R (A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0S™ N — K™ 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P i3 0.00358 0.00052
rhofr [H ] 4.1 5.5 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | MH— K72 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fi" <0.00001 <0.00001

CI: 28X, NE : #ERA[, *1 : PRI OT —% 1201543 A3 B v M4 7, *2: J@hl
Cox LHINYP = RETNVICE DAY A~ T LD, *3: @Rl 7'Z 0 7 e,
A KT A 2 1.1 RICEES S U7 B R E R OISR EIC XL D
Z (201449 H3 Ay b4 7)

*4 . RECIST &
R, *5  RRARNTEEO T —



B 50

——— FA10mg/kg QIW
F#10mg kg Q3W
— AEULTT

at risk#}

S (A]

##10mg/kg QQW 279 266 248 233 219 212
#%10mg/kg Q3W 277 266 251 238 215 202
AEULTT 278 242 212 188 169 157

177
158
117

K3 OS?D

Kaplan-Meier Biff (KEYNOTE-006 3%%)

= 3 10mg kg QIW
## 10mg/kg QIW
fPULTS

at riskE

##10mg/kg QW 279
##10mg/kg Q3W 277
AEULTT 278

4 6 8 14
EREEFEMA)

98 49
95 53
42 18

231
235
186

147
133
a8

~

X 4 PFS @ Kaplan-Meier i (KEYNOTE-006 3X5%)



@EPILFEFE RS (KEYNOTE-054 #5R)

STARYIREO AT = W oEpRAEBRE (BAN 15 fl2at) 23R, i
RAHBIIETE & U TARAI 200mg Q3W # 5-OFNMER OV ZEVEN, 7T 'R EXtRE LT
et &7, FEEIEE B XEER AN (BLF TRES) EW9H,) &S, AFNET

FERLEHEE LT, RFS #HEIZER LT,

#3 FiMHEE (KEYNOTE-054 3X8)

AFI200 mg 77K

Q3W
(51441) (50541)
e [H ] NE 20.4

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

RFS™ NP R 0.57
(98%CI) (0.43,0.74)
P "3 <0.0001

Cl: MK M. NE: #ERT, *1 : PREITIEOT —2 20174E 10230y h47, *2:

Je&

Bl Cox B NY— RETIWIZ L D27 TR E DI, *3: @hln 77 7 E, Q3W : 3 #fHfH

b 5-
100 -
90 |
80 hh"‘-\“-
& 70 - Tt
i 60 - i N
i 50 A .'.-"-llﬂl-l-i—i
%R 40
g 30 7
20 | —— #FAI200mg Q3W
10 ] TStk
0 T T T T T
0 3 6 9 12 15 18 21 24
1 H
at risk% ERRLEFHEB]
AF1200mg Q3W 514 438 413 392 313 182 73 15 0
TSt 505 415 363 323 264 157 60 15 0

5 RFS @ Kaplan-Meier Bi#R (KEYNOTE-054 3A5%)

(U AJCC (American Joint Committee on Cancer) M (55 7 i) (2RSS <A, 27— VA TiX Y v~

PNEINOEERBE 1 mm BOSE DI,

8



GEEEAFEFEMEAS (KEYNOTE-716

Ak BR)

TRYBRE DO AT —VIB LN C "2 oEMEREAEERE (AN IHEET) %
KIGT ., IR ABNETE & L TAK 200mg Q3W #&5-OF MR WZ 2R, 77 'R
R E L TR S vz, BERMEEBIXRFS & S, AFNET T R LR LT,

RFS #H BIZIER LTz,

F4 AR (KEYNOTE-716 )
AF1200 mg 77 R
Q3W
(48711) (4891431)
e [H ] 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)
INH— R B2 0.65
(95%CI) (0.46, 0.92) —
P fl* 0.00658

Cl: EfEX[H. NE: HEEARR], *1: 1 [8HOFFEMFITREOT —4 1202012 H4 B> "4 7,
#2 ¢ JEHI Cox HeffNY — REF ML 57 TR LD, *3: @hla 75 7 BiE, Q3W : 3

S S T 452 5
100 F
90
80
K 70
B 60
5 50
% 40
& 30
20 | —— ##E0omg Q3W
10 FStik
0
0O 3 6 9 12 15 18
at risk2% EEREEFHRB]
AFI200mg Q3W 487 465 401 340 249 149 71
FSth 489 475 400 336 229 149 77

21

24 27
21 1 0
27 1 0

6 RFS @ Kaplan-Meier gt (KEYNOTE-716 #E®)

(2 AJCC (American Joint Committee on Cancer) JHHI/ME (55 8 i) 12253 < #¥4fh,

9




[Zz421E]

OEWNE I b fHRER (KEYNOTE-041 7U5k)

AEFGIL, 4142 5] (97.6%) (258D b, IBBRIE & ORRBEBENEE TE WA
L, 34/42 5] (81.0%) IZFRWD HALTZ, FEBLED 5%LL EOREWEHIZT TERD LBD T
HoT,

#£5 RHEEHN5%LL EORINEMA (KEYNOTE-041 3RER)  (RAeMMTXISRER)
Bk (%)

2 mg/kg Q3WFHE
4231

SRERIARSYEE (SOC: System Organ Class)
HAGE (PT: Preferred Term)

(MedDRA ver.20.1) 4=Grade Grade 3-4 Grade 5
2RIEA 34 (81.0) 7 (16.7) 2 (4.8)
PG WA 5

B B A REAK T i 4 (9.5) 0 0
B Ik E

T 3 (7.1) 0 0
— % - EFEER X OB G OREE

T 5 (11.9) 0 0
AR AR A

AST H4n 3 (7.1) 0 0

T B ER A N 3 (7.1) 0 0
FEIE R KOV T AR

O PEIE 6 (14.3) 0 0

IR INTRZ3IN>- 42 6 (14.3) 0 0

M A B 3 (7.1) 0 0

. EVERZRE 1B (2.4%) . K7k - EEOTH 2 4] (4.8%) | IFHERERT 3
Bl (7.1%) . TEAEERE 2 61 (4.8%) . FURIERERTE 6 61 (14.3%) . infusion
reaction 1 il (2.4%) KOS E D IER 161 (2.4%) 23580 bz, E7o, PREE (F7
o NLERERESE) | BIRRERRTE (RMEREMER RS | BIBEE, 1 BRI,
HEDORGEE (BEHMBEIRIERRE, ZIPHEE, HREIES) | R, HiR - B
e, EOEMEETE, Mot - BEIRAR . GDAZR. SRR IMRIBUDPESR BN, YA IR
K ORIFERBSHIFR O S a o 1o, ARWERIZEBURIUIBNESR SR (RRMAMR T 25
o) 2 LEFREZ TR

@iEsh i 1 AHRER (KEYNOTE-002 i)

HEFESLIT, 2mglkg Q3W #f 172/178 15| (96.6%) . 10 mg/kg Q3W ¥ 178/179 15| (99.4%)
JZ OV ICC B 167/171 5 (97.7%) 258D B, 1RBEE & DR EBEBRN B E TERWAE
FRIL, TNTFh 121178 #1 (68.0%) . 133/179 il (74.3%) K TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th-o7-,

10



6 WINOORETHRERN 5% EORIVEA (KEYNOTE-002 3RBR) (2Nt REH)

1% (%)

FRERIKyHE (SOC: System

2 mg/kg Q3WH 10 mg/kg Q3WH ICCH
Organ Class) 917%({3% i g17;J ?ﬁd i 1717;1
FAGE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Gr?:a\de Grade5 <4 Grade Grade Grade 5 4= Grade G;aje Grade 5
LRIER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) O
Mg LY /R fEE

2 5 (2.8) 1 (0.6) 0 7 (3.9 0 0 35 (05 9 (53) 0
1 BRI E 0 0 0 0 (0.0 0 0 14 (82 6 (35 0
I R ERIE 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 O
ML N i 2 (11) 0 0 1 (06) 1 (06) 0 16 (94) 4 (23) 0
PN 3 AR 5

FR I R AR T RE 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B EREE

fE 5 (2.8) 0 0 9 (5.0 0 0 14 (82 0 0
i 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82 3 (1.8) 0O
G 8 (4.5) 0 0 16 (89) 1 (06) 0 56 (327) 4 (23) O
Mg 2 (1.1) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) 0O
—f - A EERS L OGO RRE

) hE 6 (34) 1 (0.6) 0 8 (45 1 (06) 0 10 (58) 1 (06 O
9 55 40 (225) 2 (1.1) 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) O
FEEN 6 (3.4) 0 0 11 (6.1) 0 0 8 (47 1 (06) ©
PR IR A

1SR 0 0 0 1 (0.6) 0 0 13 (76) 5 (290 O
Rtk L O EE

RARIOE 8 (4.5) 0 0 17 (95 2 (11) 0 26 (152) O 0
AR I & OV G i ik

RA i 13 (7.3) 1 (0.6) 0 12 (67) 1 (06) O 9 (53) 1 (06) O
PR 9 (51) 2 (1.1) 0 7 (3.9 0 0 10 (58) 1 (06) O
PR SRR

KM= 2 — T — 2 (11 0 0 0 0 0 14 82 2 (12) ©
BERLTE 1 (0.6) 2 (1.1) 0 0 11 (6.4) 0

B4 KOV Ak

it 7 i 5 (2.8) 0 0 1 (0.6) 0 0 35 (05 1 (06) 0
B2 R 9 (5.1) 0 0 9 (5.0 0 0 2 (12 0 0
Z 5 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5) 0 0
W5 21 (11.8) 0 0 18 (10.1) 0 0 8 (47) 0 0
i RINITRZ SN2 5 (28) 1 (0.6) 0 10 (56) 1 (06) 0 0 0 0
A BT 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

725, 2 mglkg Q3W B TX 10 mg/kg Q3W BEICH W TENFh, I VENRE 1 41
(0.6%) KN4 (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 261 (1.1%) KO0 fi, AFHEEREE 13 61 (7.3%) M
V15 5] (8.4%) . BHERElEE (RANEMEMEBLRE) 161 (0.6%) KO1H4] (0.6%) .
FEEAEEREREE 1 6] (0.6%) KON3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
B (8.4%) . infusionreaction2 fii] (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 i, EEE AR )HE O il Je OV 1 131 (0.6%) . Ak - BRSSO il K O 1 5] (0.6%) .

11



WRCHE 55 0 BIRTH 2 B (119%) AR BATz, Eho, BITHE, 1R,
5% - BRECTHARSE., D%, SemebEiL MSRAPESRBER, T ILPER LR AR 1
Wb b T, ABWERFETRBLI B S (WHRAIRE 2 61) & aikdt
AT,

@A FMAHRER (KEYNOTE-006 #k5#k)

HEFESLIT, 10 mg/lkg Q3W £ 264/277 1511 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPLE 239/256 5] (93.4%) 1Z388 B AL, TRBEE & ORIRBERNA G E TE WA ESE
Lid. FANFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K TX 187/256 1l (73.0%) |
WO BTz, WTIUDDORETIBLED 5%l EORIWERIZTED LB THo7-,

KT DTN TREED 5% EOBHWER (KEYNOTE-006 3UR) (LM REM)

B (%)

' EBIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2Wit IPI#E
O;ga”f'aSS) _ 27741 27845 2564

FEAGE (PT: PreferredTerm)

(MedDRAver.18.0) 4Grade  CP%  Grdes 4Grade  ©%%  Grades 4:Grade Géaje Grade 5
2RIEH 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)
W Wk
B A RE TUAESE 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
HUR IR AR A T 21 (7.6) 0 0 25 (90) 1 (04 © 2 (0.8) 0 0
B Ik
i3 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
INIZES 8 (290 5 (1.8 0 4 (1.4) 4 (1.4 0 19 (7.4) 16 (6.3) 0
T 40 (144) 3 (1.1) O 47 (169) 7 (25 0 58 (227) 8 (31) O
H A Hz A 11 (4.0) 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (11.2) 1 (04) 0 28 (101) O 0 22 (86) 1 (04 O
e 5 (1.8) 0 0 10 (36) 1 (04 0 14 (55) 0 0
—f - A EFER L OB G OREE
79 31 (11.2) 0 0 32 (115 1 (04 0 16 (6.3) 2 (0.8)
955 53 (19.4) 1 (04 0 58 (209) 0O 0 39 (152) 3 (1.2) ©
FRIR A
AST 0 6 (22) 1 (04 O 14 (5.0 0 0 6 (23) 2 (08) 0
R L Ok RE
AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
BRSOV G ke
BA &R 32 (116) 1 (04) 0 26 (9.4) 0 0 13 (51) 2 (08 0
5 P 6 (22 0 0 19 (6.8) 1 (04) 0 5 (.0) 1 (04 0
B H KON kb= 5
Z 9 P 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
i 37 (13.4) 0 0 41 (147) O 0 37 (145 2 (0.8) O
=55 M A BT 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W EEM O 10 mg/kg Q2W BHIZRBWTCENFh, MR B 4 4
(1.4%) KON (0.4%) . KAFZ% « BEEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7« NU—IERESE) 2 61 (0.7%) M OV0 B, ATHREREE 14 61 (5.1%)
J O 23 i (8.3%) | EFEEREREE (JRAE BN RE) 261 (0.7%) KOV 4 (0.4%) |
TEAHEEEREE 1 6] (0.4%) KUV1 61 (0.4%) . FUIRARRERE S 28 f31] (10.1%) KT 33
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B (11.9%) . REIBkEEE 161 (0.4%) KLON2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | 1 HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (B RREARE
BERE . ZTEALEE, JEHRIEIESE) O 5l L O 1 51] (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
de - BRBCTRARAE 1451 (0.4%) KOV 0 i, g - #lMEZ O Bl R OV 1 f31] (0.4%) | TR
IZ5E IR 3B (1.1%) KON B (0.4%) BB bivlz, £7-, EIEMEIGE, Lff
P, So I N PE SR BN . VAR I B OIRZFER GRS B> 1=, AREIHE
MFBLROUIBIE RS (AMAMERE 2 5T) 23 0EIERE =T,

@EBE LR FH MRS (KEYNOTE-054 #5#R)

HEFERITIARAIRETIL 475/509 1] (93.3%) (2. 77 BHREETIL 453/502 51 (90.2%)
IZRBL LT, 1R L OREBEGEATE CERWVWEERERIL, AAIRETIX 396/509
(77.8%) 2. 77 & AREETIE 332/502 ] (66.1%) (ZHHL LTZ, WFNNORETRILE
M 5%LL EORIERIZTTRO LB THoTo,

K8 WIFNADEETREED 5% EOBHWER (KEYNOTE-054 3RUR) (LM REM)

& B OB K 4 E o ( soc: B (%)
SystemOrganClass) ARFIEE 75 v R
FEAGE (PT: PreferredTerm) 50945 50245
(MedDRAwver.20.1) 4>Grade Grade 3-4 Grade5 4Grade Grade 3-4 Grade 5

AFIWER 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
R s

RO IR HE T RE 49  (96) 1 (0.2 0 4 (0.8) 0 0

RO IR RE AR T E 73 (14.3) 0 0 13 (2.6) 0 0
E e

T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0

AT 58 (11.4) 0 0 43 (8.6) 0 0
—% - &FEER X OB 50K

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

957 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
AR IR AT

ALT #4)0 26 (5.1) 3 (0.6) 0 16 (32) 1 (0.2 0
T E R R R L O A HRkESE

BE A 51  (100) 3 (0.6) 0 47 (9.4) 0 0

PR 26 (5.1) 0 0 15 (3.0 0 0
PR R P

GIET ) 37 (7.3) 0 0 33 (66) 1 (0.2 0
MR, HOESFS & OVERR

1% IR 27 (53) 1 (0.2 0 14 (2.8) 0 0

FERE R KOV PR ARRE

O FEIE 85 (16.7) 0 0 49  (9.8) 0 0

W5 49  (9.6) 0 0 32 (6.4) 0 0

7p B AFIFEZ IV CRIEMEMIR A 15 61 (2.9%) . KI5 - B O T 23 6 (4.5%) |
FFFgREREE 46 61 (9.0%) . BHEEREREE (RAMEMEMEBRDE) 26 (0.4%) . FEAHE
REREE 11 1] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .
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1 HUBEIRYP 5 1 (1.0%) . 5 & D% 2 45 (0.4%) . % - BEACHHRlARAE 1 61 (0.2%) .
R 2 ] (0.4%) . EJFEMEESGE 1 61 (0.2%) . Ofge 1 %1 (0.2%) TN infusion
reaction 2 f5i (0.4%) M3FRH LTz, F7z, fRRREE (7 0 - N —EBERESE) | HE
D FZ JEREE (FZERSIRRIEERE, SZIMBE, FEREES) | MMk - Bk, o i)
WM ER B . PR IR I N OVRIFERBH I TGR O DL o 7o, AREIEHZSELRILILEE
HESR (BAMEMERET L) 280EHERE =T,

GEBE LR FH MRS (KEYNOTE-716 #5R)
B EREGIIAKIRETIL 461/483 #1 (95.4%) (2. 77 LRREETIL 444/486 5] (91.4%)
(B LT, 1RBEE L OREBENPEE TERWEERZIL, AFIEETIX 400/483 i
(82.8%) 2. 77 & AREETIL 316/486 i (65.0%) (ZHILLTZ, WIFHNORETRIER
D 5%LL EORIWERIZ TEDO LB THoT,

£9 WTNLOBETHRERN 5% EORIVER (KEYNOTE-716 3RBr)  (L2MEMITrREN)

S K43 (SOC: System PIEe (%)
Organ Class) AFRE 75 AR
HAGEE (PT: Preferred Term) 4833 48611l
(MedDRA ver.24.0) 4:Grade Grade 3-4  Grade 5 4> Grade  Grade3-4 Grade5
EIEM 400 (82.8) 82 (17.0) 0 316 (65.0) 24 (4.9 0
R s
FRR IR RE T SE 48 (99 1 (02 0 6 (1.2 0
RO RS RE A T iE 75 (15.5) 0 0 14 (2.9) 0
B EREE
T 90 (186) 5 (1.0 0 55 (11.3) 1 (0.2
L 38 (7.9 0 0 33  (6.8) 0
—% - EHEER OGN ORRE
0 45 (93) 1 (02 0 44 (9.1)
957 102 (211) 1 (0.2) 0 88 (18.1)
BRI AR A
ALT 50 38 (799 4 (0.8) 0 23 @47 1 (02
AST #41 30 (62) 1 (0.2) 0 12 (25 2 (04)
AR X O ARk R
BE A 78 (16.1) 2  (0.4) 0 39 (8.0
5 R 32 (66) 2 (04 0 17 (3.5)
Rk K O TRk RR
O FEIE 117 (242) 3 (0.6) 0 51 (10.5) 0 0
W5 76 (157) 7 (1.4) 0 36 (74 1 (0.2 0
IR INIR NG A 35 (72) 2 (0.4) 0 8  (1.6) 0 0

2. ARFIFEIZIB W CRIEMEMZERE 8 6 (L.7%) . KIBK - /MBS - HED TH 22
B (4.6%) . FEEORZERE (TR EREESCRAE, FERBIRAE G, ZIRLEE,
FERIEIESE) 16 (0.2%) . MfREEE (F7 2 « NU—EERS) 4461 (0.8%) . BIE
fFd% « AFAR4 - ATFRERERSE « AT4 « M LPERRAS 45 59 5] (12.2%) . HRAEEAEREE 101
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Bl (20.9%) . FEAAHEHEREE 12 ] (2.5%) . RIEHREREE 12 6] (25%) . 1 BUFER
I 2 1 (0.4%) . BEERERETE (RAMEMEMER, REIEERE) 36 (0.6%) | X
15 (0.2%) . 7% - RERUHRIIE 5 61 (1.0%) . BEEMESIE 2 6] (04%) . SE 9
2% 14 (0.2%) . infusionreaction2 il (0.4%) K OVEEES 72 Miffess  (Soe M i/ ik
DPESRBER, TRIMAMER L, JRIFEREE, MEMRIERIESE) 141 (0.2%) Mo btz 7=,
e - Bl DR ZE, EEDOE R, MEKERIEMERER OREZIEGRO bivzooT-, K
RIVERRBURDLIZE I E S (BRMREERT 2 581) 23 0EHERE =T,
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Uik - HE]

FRIGUIBRARE 2 M BB 2 x5 & U2 MBs M RS (KEYNOTE-002 75k &
NKEYNOTE-006 #&5R) D#E%. 2 mgkg Q3W. 10 mgkg Q2W K& TF 10 mg/kg Q3W
DWT D L - HEIZEB WD T HARFIOF MR WL EMEIZZERITZRD b/ o
77
AH ORHEF Sy B REMEHT OFE R, M REAMEEE 2B 1T 5 200mg Q3W $EHRF D
AUCenc GEFIRBEICISIT 2 6 MM O - b AR FEAg) O [10% 47, 90%
) mg-day/mL) 1% 2.16 [1.45, 3.04] mg-day/mL T& Y. 2 mgkg Q3W FH-FFD
AUCs 6wk (1.32[0.722,2.06] mg-day/mL) & F{EL L 10 mg/kg Q3W 5D AUCss 6wk
(7.49 [4.32,11.3] mg-day/mL) % Flal->7=,
MR AMEBE 2R & U ARHI OWREE UG NT OFE R et S ik &
mg/kg Q3W £ 5-. 10 mg/kg Q2W #5-} O° 10 mg/kg Q3W #5-) D[ T AUCq wk
EAINE R OV & ORI R BIEIZEE O Do 7z,
AHNOREMEYBIETT LV EZRA LY I 21— 3 2k 0 AHKI 200 mg %
Q3W, 400mg % 6 H[HHkE (LLT TQeW] L5 ,) XX 10mgke (KEH) % 218
Mk (LT TQ2W] &\ 5 ,) TEE LIZBEOARAIO Mg HIRE P E S iz,
ZDOFEF. Al 400 mg & Q6W THH: L 7RO ARAKI D EFIRBIZ I 1T 5 K ik
HFIREE (BLT Cavgss) &VM9,) 1. AHI200 mg & Q3W TH L LTZERD Cavgss &
FRT 5L FlEnTe (FR), £/, KAI400 mg 2 QoW T L L 72RO AHA|D
TERARRBIZI T D e MIE FIRE (AT TCmaxss) &V 90) 1E, AFHI 200 mg 2 Q3W
TEG LTEBED Coass E L CEEZ T L THIESNTZH OO, BARANBEIZE
WCRARMERHER I N T D AL - A& THHIAH 10 mgkg (KE) % QW T
B UTZBED Craxss & I L TIREZ R & Tl Sz (FR), S 6, BEERANHE
BBEE 2 KPR ITARA 400mg & Q6W T L 7=/ S TAHFER (KEYNOTE-555 5R5%)
L 0EONTFEREICES S SEPENRE N T A —X X, I ab—ra itk 7l
L7cEWEhe 7 A —2 LHFEIL7. (TR), M T, HEEOFEEIZHT 2 ERKR
BREGRE IS & | ARFIOMREE & &AM X322 & OB A2 REH 2 BB T
TIOVEFE XL, AH| 200 mg 2 Q3W X 400 mg & Q6W TH:h: L 7= FEDOIRFE &
AT M & OB OW TR S Lo )Ry EREOE - HEORTH
B R OV BRI 7 22 BT 7 & PRl E Tz,
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K10 FRORMBRN T A —F

R - R Cmax Cavg Crin Craxss Canss Crninss
(ng/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)
200mg QW' | (sg507) | (rroen | (178189 | (017961 | 498510 | (305310
400 mg QEW! (12%??24) (32.%?';2.7) (10.%1(.).50.8) (14??49) (50.?%1.3) (19.33(,)';0.9)
40(032%%\/\/ (1351.2?'10;6.4) NA (14_1:: 'i§5.4) NA NA NA
OmgkgOW!| g | (uaiee) | anion | (e | @ieos) | (s o0

+:n=2993, 100 MDD I = L—3 g 2 k0 B SR EEO P JE (2.5%4%, 97.5%5) | Cmax : #IlH]
e by 1% O e MG IR EE . Cavg © #NIEIHE G- OFEJMIE FWEE . Comin : MBI G- (V1 7L 2 Bebepi) DAk
THEPIREE, Cmaxss : EFIRBICI T DRRIMIE TIREE . Cavgss : EHFIRIBICHEIT 2 FHMIEPIREE, Crminss + E 7R
RBIZ 35U D SRRt 17 i
I 1 56 BT EIE (95%(F X M)
§ : 41 Bl e FHEME  (95%IE 4 X [H)

NA : #3472 L

17




4, FEFRIZOWVWT

VG EIBR AR RE 22 M E R B 153 2 KGR & U CRE A G E (A1) 2355
BNTNDZ END, YEHELHEUICERTX HMHTHILERNH D, TD LT,
I Y 2 7 EHGEHE (RMP) (M5 & AHI OB G 22 VRIS B~ {7 ) (R 235
B HMEE T > T, KRN OG- DEO) e BFLD2W - FE L, AFOFREGIZ XD HER
RIERZ B LTZBRICHIST 2 2 & REE el LT OO~@ DT~ T & il 72 7 ik
IZBWTHERTHRETH D,

@D #EHRIZHOWT

®-1 T%@(nﬁvw)@w?Mﬁ_&éﬁém Y CThHI L,

(1) JEAEFEBRENEET 50 A REEERLSRRS (BRIE IR0 A S BRI e
ﬂﬁﬂ@%ﬁ@%mﬁ%ﬁ\ﬂﬁﬂmﬁﬁrﬁﬁk)

(2) FrEMSHENRRE

(3) HBENFRAE NG ET D03 AU HEEEHRRE (D AR Eb, 23 AR
W 19mE. 2N ARSI HEE R 2 &)

(4) AHRAbFRIEEZRE L, SREF L FERIEZER 1. ARIES b RIER2 IR 2

SIS RIS LSS 3 Ofiak B AR D 21T > TV D fitiak
(5) BrEEMERES AL E BUINR OfE FEAEITAR D | 21T - TV B Jitigk

@®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ﬁ%?ﬁ&(ﬁ%’”’ﬁﬂ%%\éfﬁﬁ%@iﬂi S AT Rt L7 ok S RO ]
(FROWFTNNITEEY T HER) 23, YEZEROARFNICE T 2IGROBMEE L LT
BlESNTNDZ &,

£

o [ERIRFFISER 2 FOPWHEZE T L72iRIC 5 FLLEO D ATBIRDOERIRIHE &2
ToTWDHZ &, 96, 2FU RIE, DAFMIREL T & UIZBRERS - ONHE %
ToTWsZ &,

o [EEMEFFEUS% 2 FOYMINHEZE T L2RIC 5 FLL Lo R EEMEESZ RO
KRR AR L TCWD I &,

Q@ PBENOEEBEREEDOMEHNICONT

R RE BRI 2 B N EE S, RS END OFREO, A2 - &2
e ﬁ%ﬁ’ﬂﬁﬁi@”@fi&@\[:ﬁﬂiﬁ X AR, AEFERDBAE LGS oS
RS, EDRHESODITON D IEHRE S TWNWD Z L,
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@ EBIERA~DOXRIZOWT
@-1 BIERARBRE ORI 2 B

VR PEMR B D EE A BITEA N A LT-BRIC, 24 BRRIZIRIKHIO T, Mk X
VEEE R (C 3BT, FEEL L 2 BIENCS U CABREHE L O CT &0 FIVER O BRI 2
B EDORERN Y HHRICE G, EHICRIGC TR AEHINE > TWNWD Z &,

@2 EERFHICLHIAEFFSNICET HEH

DN AR 2 B 2 ik B OB RE A2 T D IR HE N EER =X U v 7
EHEDITEIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRH] 235
SN TWbZ L, BB, BHEKEICOWT, DABRE L ZFOFBEICHFSICEmENT
WhHZ L,

@-3 BHERADZEr xRN LT

BIER (RVEMEMEEICI X2, KB - Mgk - BEO TH, BUEFX - FFAR4 - I
BERERE T - TR - M LMENR/E 28, BREREREE URMEMEMER K, RERIEBERE) . N
swbEE (FRAEERT, FRIREERS. BIEMEEREE) | 1ABERE, 5805
K. % - RROUTRMRIE, e, BESM S WRRER &, B O RERE (FatER s
RMEAE . R RS REIEARIE R, ZTALEE, JERMEIESE) | infusion reaction, fiX7¢ - #lifEES -
FRES . EIEMENIE, MREEE (T2 « NU—EGERES) | DK, EEARMmKNE
F (S ML R IR MR BENR . TR I, ARIFERS, MERERIERESS) | EEOE K,
MEREAFEWERE, AEESE) 1Sk U CL MR ST MR B R O B 2 3 2 = fil
EHEHEL (REHOZBoHISICE L THREROXEEZZ T oNOE&MICH L L) |
BB 72 AL E RN T E DIRHINE ST 2k,
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5. B#GxtB LB BE
[(Bh B3 % 1]
O TROBEIZBOTAROHEDEN RIS TN D,
o ALTFIERED 720 R OMEHEIERE O & DRI UIFRANRE 70 B A fE s
o ERYREOAT—VIB, IC ™2 3 Y oMyt BRefEBg 1c BT D1
B AR BRI
728, BRAF Bz - ARZHTHHEFICEB VL TIL, BRAF [LEANC L 21H5E L EE
THZ L,

@  TFRLCEEY T A ARKI OG- K O T OW L, AR OE MRS STk
59, RAOEGRGR L 725720,
o fHOPUEMEEA L O L TR SN EE

[“Zz 4l B3 % FH]

O TRICELE T IEFIZONVWTIEAF ORGP ERE SN TWDHZ &b, &5 %217
DI L,
o AKRHFNDRSTIKE LIBUE DBEEE D & % EE

@ IREATOFHIIZ I VT FRLUCEE Y T 2 BE T OV TR, AR OERGIFHERE I L2 n

D, OIRFERPFIE A 2 WG EICIRY | MEICAAIZHEHT 22 L 2BETE 5,

o [HEMEMEEOEDUIBED & 5 B

o HaEE R A CHE T 2580 D B K ONE B M O U Bt I <0 g M fiti 2
FEDOMIZRIEMEZE LN HA BN D B

o HCMAERBOAD, UTEMHERZRAE L IXFERMED B R B OO
o5 BE

o JEEREE GEMSHIBHEEL 5 T) Ob D EE

o M OBEXIIBHEE AT HERE

e ECOG Performance Status 3-4 " D HH

(3 ECOG ?® Performance Status (PS)

Score EFH

0

e R JEBTE 5, WAL [F U H AP HIRZ <ATA 5,

PIRBNZIE LWEENIHIR S 1525, BTHIRE T, BAFREH - TOERIITO 2N TE D,
RS N 2

RONTZESOHEDEY DZ L LTERY, BHRO 50%LL EE2 Xy R+ TimId,

AW [N

ELET RV, BOOHFOEIY O Z LT TERY, BRIy FfFTHId,

20
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6. BEIZEL THEETREFH

I SRR TN 2, BEIREIER D3RI 9 2 R T 55 & ARH| O e I O
RO 7= DI B w2 B L bR« 2 L,

IREBRAAIC SN D | BB UL OFRICA MR etz -+ L, AR5
ThoETHZ L,

FREWEH O~ 2 A MZONWT

® ® ©

BVEMEERN S 5D ZENH DD T, AFOEKEGIZHT--> Tk, ¥IHE
W (B, R RIS, MRS ORERE & OWIHE X S o £ s, Bz +
SIATH Z L&, Fio, MBS UTHE CT, Mg~ —F —HFOMR& % FEiE 7
HZ L,

infusion reaction 23 & 55D Z L35 5, infusionreaction N FRD HILT-HEIZ
X, EEIARALE ZT O L L IS, SEIRAEE T D £ TREDIRREE I B 5
THZ L,

ORI RERE S . T ERAEREEE X ORIBEERENH LN DHZ DD HD
T, AHFIO B E-BIAART & O G- R I3 E NS N W RERR A (TSH, b
T3, bEHE T4, ACTH, Mt =L FY — L EDRIE) 2 Eiid 52 L,
BHERJ. HFASE, FEEREE, Ik, deEExN"b bbb 2 Enb D
DT, KFN O E-FAbERT M OF G- i3E eI iTeérerR & (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2EfT 52 &,

SE IR (MR KR OMCE BRI R 2 ET) SORERERIREERD b D
ZERHDHOT, EHMMICIRORE OFBEMRT S 2 &, o, IRORF R
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,
AFNOEFIZ LY | BEORERISICERRT % &5 2 Db Ekx R BN
NHLONDZ ENb D, BENROLNTHAITIL, B LZFRIIL L
BRI 70 055 & AR BR A RO AT & UG bl e s i W 2170 il o5k
FOSE £ B RWER D S 2355101%, AR ORIETH IR, K ORIE E A
NEVRIOERGERERTHZ L, B, BIBRERLVEYOFKEIZL Y EIE
M OUEDTRD B2 WGE T, BB RE AR VE LSO E il Al o8N
bERETHZ L,

PR T %, BRI O8y ARB L COLEWERNEIRT 5203 H 570,
AR OEEHETHIZHREIWEAORBUC IR T2 2 &,

1 BROBEPRI (BE 1 BLBEIRIS 2 &de) 23 S, BRI F T v R—v R
IZEDZENRBHDHOT, O, B, EMHEOTEROFBEERCMAHED FAIZ+
IEETHZ L, 1 RERBA DN IZGEA IR G2 IR L, A2 ) il
R OGO EY) 2B EZITH 2 L,

RIGEIBRARE 2 B R A B E A 3 2 BT, AFIOBRRBRICBW T, &5
BAAEND 3 B HUN, 2 LA, BEGBAEG 1 FRIX 6 M I & \ZHMEDFE
MiZzAT> TN Z & E2BEIC, AFEGEHITEMNCHROMREITHI Z &,

SEARYIERE O M BANEEE ~OM ML & U CTEHT 2 BRI2IX, AR OERK
ARERICB T, BEBBNORBHEE T R2BEB I T 6 v HMZ L ITHDM
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Db ZAT > TWIZ Z L 2 BB, AR OHREG PIEBICHIROMEBZITI 2 &,
kB, IERMMIEIE L LTHERT 25681213, AFloREHMIZ 12 VHMETLE
THZ L,
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REFERHEET A FFA
Ra7nl) XA<7 (BioFrHE#EZ)
(BR74 : A b —& SiEEE 100 mg)
~F =~

SR3E12 A (5745 AHET)
B A FrEE




B

1. IXU®I
2. RANIOKE. 1EHEF

3. FRIR AR

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEEL THETXEFHR

P2
P3
P4
P14
P16
P17



1. XC®IC

ESESHOGNE « ZRVEDOMRDTDITIE, BMHSEEFEIEASWSEIER AR Hivd,
DT, IHEORFHANOEANT LV | GURERESL /2 & ORI ERIR T ) G
NHHFT, ZNOOERE A BN LE BRI TR 2 2 LW OIME L 70> T 0 | RREVEL
T L SOEORATTEE 2016 CFRK 28 45 6 A 2 HEREINE) [CB W TH, FEiEERL%ED
A OREHEEZ XD Z & & EnTnd,

HRVE RSP ESR SN, EKEMERSC 27 0 7 7 A VISEEFOESS, & B BN 5 2
ENBD, O, AIMER OB D IEWRA %R 5 £ TOM], YiZEERmD
BEEBLS ZT D LIS BEITH L THERAT S & & bic, BIERSREE L7ZBIC
WIS A & D 2 LN AR — B OB A TR CHER T 5 Z N EETH
5o

L7Ziio> T, RKHA RTA4 TR, BAREESZNE TITE LN TV D EFHTEH) - #
RIS & DUT OB O R 2o 2 HatE T 280 DB e B, B2 5 RO
EREAZTRT,

¥, ATA RTA AL, MSTATEGE NESESL R O, AR B AR
B, —HEREN B AEARNEHES K OISR N B AR ABHEE 20D b & VB
L7,

RG L IR HEIS XA M—F EEERE 100 mg (—k4  NaT e X~T (GE
A z) )

KL RDREUISE « 1T - HROFEIRE

MNEERAMERVCRAE - hOHUEMEEA & OFHICB W T, . RAIKIZ, <Aa7
0l X~7 (&nf#Hz) & LT, 18200 mg % 3 @R
1% 1 [8] 400 mg % 6 3 [ [ERE C 30 sy CRldiiEET 5,

5 B 52 ¥ 0 MSD St




2. AADOFHER, ERBF

FA FL— X AT 100 mg (—4 a7 e Y X~ (BIE L) L UTF
[AHFI] &9, ) 1%, PD-1 (programmed cell death-1) & %D VU A K TéH5 PD-L1
KO PD-L2 & Ofi B ZE#EAEFET S, & MEI1gG4 £/ 7 v —FT AHKTH %,

PD-1 FRB&IE T HIBLSE B RS 2> DKL 5 72 DI 2 AR 2SR 3 5 572 S g il 8
AA v F T, PD-1 1%, fEEEZRIREEICRWCESE T MilaoMinEmicgI L, B oK
P2 B 2 3 o AR ST R 72 e SO 2 Hl 5, T 7B, PD-1 1LY T FEfE
ATDHZ LI VHIRZRERICL D 7P vinEE AICHIET 22/ K CTH D, PD-
L1 OEFEHMICE T 2RI OT N TH L. Z< OBNAMITIE T MO X 240
ZDIZFEWMBENFEBLL TN D, DAFIBICEIT S PD-L1 OEFEBIE, B, e
FE. NTARRRE ., ONEE. FENRAE e E O A RBATTRARKFTHY . KW
LR E OMBIMER RS STV D,

B OB A DRI T% & PD-L1 3 BLOMBENE S PD-1 & PD-L1 ORI ITIER O
TR RSB W CTEHEEREE 2D Z LAVRBINTEY . Hiiz/e B AIGEOEN &
LTHIff ST 5,

AFHNE, PD-1 & PD-L1 X ONPD-L2 O U Hv ROFEGZET S Z &gk v, EE
W N Th D S SIS ENE T U LS ERATEME (L S8, FUEIE S 2 BIS ML
T 52 L THEG R AT 5,

RN ORISR 5 < B DRI RS & 2RSS & bbb, B XIS
IS RN B B, AFIOE G RO BRI, BE OB L +2IiT, R
INFD BT AT, B USRI U7 SR A ik & R % o [ AT b e
L Cilio AR m I i A 47\, BEORIERISIC L SBIERARbN S BAICIE, BIE
BB VR A O $ B O MO LB 21T D LB B B,



3. BRERAREE
HETT + FESEOD T R ARG SRR 41T 7 7 B ABR O Mol A7

[ 2hE]
O [FERIFEFMFEFER (KEYNOTE-775,E7080-309 #5H)
7' F FF 8 2 G FFRIERE O B 2 VIR A RE R AT - R OFE S 827 f
(BARN 104 il & Ede) ZxIIC, &K 200mg 3 HFMIE (BLF Q3w &wv9H, ) #
&L on"F=720mgl A 1EHEGOHFMREE (LLT TRA/ LR F=T] v, )
DN ONVLEVEDN, AbFRE (RE VALY IR ) 2%k L) ZxtiRe LT
Et S, FEFHEEE X RAEAHRE (LU T0S) &9, ) KOS HEA (7
(LLF TPFS] w9, ) &N, AKEI/ Lo nR_"F =713, {LFEEL LT 0S L

PFS #HEIZHERE L7 (F1, K1 KUK 2) .

#£1 B (KEYNOTE-775,/E7080-309 3RER)

KA/ Vo RF =T R (bR IERE
(411 7)) (416 f31))
R [ A ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5, 12.9)
0s™ NHF— REM 0.62
(95% CI) (0.51,0.75) -
P fiE"s <0.0001
R [ H ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™ AN R 0.56
(95% CI) (0.47, 0.66) -
P f*s <0.0001

CI: {ZHEXM. *1 : A&#41200 mg 2 Q3W, Lo A_"F=720mg (F&H) &1 H 1 [ETHE L,
*2 0 REYILET Y 60mg/m? % Q3W, XiF/X7 U XXt/ 80mgm? &4 =2—A (1 =2—A28H
M) 1, 8 kW15 HEIZHEE L1z, *3:20204-10 H 26 BT —% 5~ A7 *4 : JEHl Cox tt
FINYP— RETF L DLFRE (RR YL U377 ) Zxkr) Lok, *5: Bhlo
7T BE, *6 1 RECIST HA F7A > 1.1 BICHES < B PR A9 E




100 1

90 N \\
80 1 \\\.1
70 Y,

H17=ZER (%)
H 01 O
0 O O
/

|

30 1 S
20 - T — —
10 T ZFHI200mg Q3W RULYNF=ZT
1 ——— {2EE
O T T U T T T T T
0 3 6 9 12 15 18 21 24 27
EFERA]

at risk#y

FH200mg Q3W KU

LYNF=T 411 383 337 282 198 136 81 40 7 0
{E2EE 416 373 300 228 138 80 40 11 3

X 1 OS ® Kaplan-Meier gi#R (KEYNOTE-775,E7080-309 #5%)

100 -
90 1

— AHI200mg Q3W RULYNFZT
——— {LRE

O-IIIIII
o 3 6 9 12 15 18 21 24 27

at risk#g EIEEAFHRI [A]

FH200mg Q3W KU

LYNF=T 411 316 202 144 86 56 43 17 6 0

=253 416 214 95 42 18 10 4 1 1 0
2 PFS @ Kaplan-Meier Bi#R (KEYNOTE-775,”E7080-309 #Bk)



@ [EBILFEFHIFEAE (NRG-GY018,”KEYNOTE-868 #tf#)

LFRAERED IR AT - RO {RREE2810 # (AARN 7 flaEte) ZXRIC,
BEDOI A<y FEE (MMR) OIRFEIZE-SE MMR IE% (pMMR) (588 f5)) X ix
MMR K4 (dMMR) (222 f5il) OEFIBNC, AH LLFHE (N7 ) ZF 2 ROTD
NWRTTF ) L OOFIRIEKR OF D% ORFIEMEELES (LLF TRARE] & vo, )
DHENMER O BMED, 7T 'R LAbFRIE & OIFHIFRIER OZEO#%RO T 7 2 R 5™

(LT TR E0Wo, ) ZxtieE L —EHERABR CRE Sz, FERHnE
HIZ PFS & &4, pMMR TN dMMR O W OEM THAFIREL T 7 B ARRE & bhig L
TPFSZ#HAREICIERE Lz (F£2, M3 KUK 4) ,

*1 o R AHENIRIE & U B BRIERE N & 5 BE OGS Uik (bFRIEKR TH 12 1A%
ZCHRE LEFEITHANRE L ST,
*2: L FOWT NS T 2 BENFRE Sz,
> RECIST ver.l.l (S < JEMEEHRZE %2 A 9 25 International Federation of
Gynecology and Obstetrics (LA . [FIGOJ ) 43%E (2009 4EfR) T IZIVA ]
PESEINTY
> RECIST ver.1.1 (255 < JIIE rI R 2 O 4 [ 572 FIGO 4338 (2009 4Fhi)
IVB #1 X IL P58 O 15 (g B
*3 . AKI200 mg Q3W 5 (F=2—AD 1 HEICESE) L3727 U &2 X&)/ 175 mgim? [
JER IS D T2/ 7 ) 2 X LOMENTERWVEFICXH LTI, FEXFXEL
75 mg/m? (H A% 60-70 mg/m?) XX 7 V7 I UREEAL S U X X)L 175 mgim? O # 5
NA[EL SNfz] RO AR T ZF > AUC 5 mg-min/mL F124 BOJEIC Q3W # 5 (%=
— A0 1 HBRICEY) 26 a—2&E5 L, ZOtk, HERHRIEE L CTARK 400 mg 6 i [
fa (LLF TQeW) L9, ) THE L GRERBIAARE, MERFRIEMI O AHIIX 200 mg
Q3W &5 ThHh - 7228, WBEREF T 400 mg QW H G ICEE I hiz)
* 778 R QW ERE (Fa—AD 1 HRICEE) L*3 LA—DFEEE 6 2—AHKE
L. TO%, #EREL L TT TR QeW TG L= GRERBALAR, #ERpRIEH O 7
TERIT QW L TH o 7=h, RERIET T QoW H G ICET &)

#2 PFSTOAMMEREE (NRG-GY018,/KEYNOTE-868 3Bk, MMR MDIREER])

Ll [ ANl
MMR DR HE B 5.8 5%k (95% CI) (95% CI)
° P S
. 13.1
|
AR 294 (10.6, 19.5) 0.57
pMMR ™2 (0.44, 0.74)
oS R 8.7 <0.0001
7T v REE 294 (8.4, 11.0)
. NE
|
K%Jﬁi 110 (30.7, NE) 0.34
dMMR™ (0.22, 0.53)
0SB 8.3 <0.0001
77 A 12 (6.5, 12.3)




Cl: ZHEXM. NE: #ERW., *1 : RECIST HA T4 1.1 BUITE-S < TRBRFE Y ZE Al E .
*) : PR DT — % 12022 FF 12 H 6 B » bA 7, *3 : FRIITRFO T — & @ 2022 4 12
H 16 B v b4 7, *4: @A Cox N — RET NI L DT T BREEE DL, *5 : EHla

7T I ROE

FEmElk

— FHIEILPE

EEDHBAEE
FREELOHBEE

at risk#%
FEEEEELE OHBEL

294
TR EEEEOHAEE 294

12 18
SIS 7 HAR (]

57 29
36 15

162

144 4

X 3 PFS o Kaplan-Meier % (NRG-GY018,”KEYNOTE-868 3Ek)

(pPMMR DEE)

100

90 | i
80 ‘u\ﬂ
R 70 1 \ o |
B 60 5. ——
& 50 _ ”'n~.
*H ] 3
i 40 T
%[.2307 R, “5,‘ 77777
20 ] —— Fmesmreonmsz 00 trod
10 ISR ElbmEas QRS
0 LA L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L
0 6 12 18 24 30 36
fE e
KR EFELEOHBEE 110 85 45 24 10 9 2
TSuhetEEELORAEE 112 69 25 9 4 3 0
X 4 PFS @ Kaplan-Meier #i## (NRG-GY018, KEYNOTE-868 #8) (dMMR DH&¥)



[Z4xtt]

O EREHLFESE MRS (KEYNOTE-775,E7080-309
HEERIIAR/ L o "F =7 RE 405/406 ] (99.8%) . {LAHRIERE 386/388 1 (99.5%)

alR)

ISR b, RREL ORRBEENAGE TE RVAEFRIT, L 395406
(97.3%) [ 1r364/388 f5il (93.8%) IZ#&e BTz, W DOBETHEIEIG Y 5%LL Lo

BVERHIZTERDO LB ThoT,
#3 VTNLOHETREASIEH 5% EORBIER (KEYNOTE-775,/E7080-309 3RE8R) (MBS 4 H)
0 e 1 N KA .
g;simb(”)réznjzilﬁs) soc B (%)
T i (PT: Preferred KA Ly AT =T B et
(MedDRA ver.23.1) 406 14 388 il
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
EIEH 395 97.3) 314  (77.3) 6 (1.5 364 (93.8) 230 (59.3) 9 (23)
MR LR v GREE
=gl 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEBNE LT Bk i 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
BRI 20 4.9) 0 0 48 (12.4) 27 (7.0 0
U U SERIBUDE 15 3.7 2 0.5) 0 26 6.7) 11 (2.8) 0
I H BRI 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
M/ N 33 8.1) 4 (1.0 0 22 (5.7) 4 (1.0 0
PaRA
FOR AR RETTESE 42 (10.3) 4 (1.0) 0 1 (0.3) 0 0
FOR AR REAR R 222 (54.7) 4 (1.0 0 0 0 0
H b
L5 34 (8.4) 4 (1.0) 0 13 (3.4) 0 0
- REE 29 (7.2) 0 0 12 (3.1) 0 0
{5 36 (8.9) 0 0 53 13.7) 0 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
N5 34 (8.4) 0 0 10 (2.6) 0 0
Tl 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
1A% 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
Mg i 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—i% - EHREER X OEE M ORE
e )95 76 (18.7) 17 4.2) 0 76 (19.6) 9 2.3) 0
W F 113 (27.8) 15 (3.7) 0 92 (23.7) 12 (3.1) 0
RN DS SE 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 0
R AR AL
7753::@‘7;%;[1/ P7U2 0 a6 @63 12 (30) 0 14 (36) 2 (©0.5) 0
7 Z—EHmn 22 (5.4) 6 1.5) 0 1 (0.3) 0 0
;fx/ \j:;/_@i%;u/ h 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
_mg;;am VRATT A ©7 4 (L0 0 5 (1.3) 2 (05) 0
i o AR B L 2 42 (10.3) 0 0 1 (0.3) 0 0

s



& B K 4y B (SOC:
System Organ Class)

Bi%x (%)

JL AR 55 (PT: Preferred

Term) KH VN F=THE b PR IERE

(MedDRA ver.23.1) 406 51| 388 3|

4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

U —EHIN 36 (8.9) 20 (4.9) 0 2 (0.5) 1 (0.3) 0

U 2 SERER D 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0

A ER B D 17 4.2) 7 @7 0 93 (24.0) 82 (21.1) 0

NN el 22 44 (10.8) 7 1.7 0 20 (5.2) 3 (0.8) 0

IR 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0

M Bk E A 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
RS L OSeAEfRE

RHHIR 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0

&Y 7 Y'Y RifuiE 23 (5.7) 2 0.5) 0 1 (0.3) 0 0

K~ 72 7 AfUiE 39 (9.6) 3 0.7) 12 (3.2) 0 0
B #E Rk £ OV ARk E

RAER 87 (21.4) 4 (1.0) 0 17 (4.4) 0 0

ik 54 (13.3) 3 0.7) 0 13 (3.4) 0 0

Y Jie g 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
FR SR R

SN 32 (7.9) 0 0 27 (7.0) 0 0

SR 55 (13.5) 1 0.2) 0 14 (3.6) 0 0

Kk = 2 — /85— 9 (2.2) 0 0 22 (5.7) 1 (0.3) 0
B X ORI R

EHEPR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
MRk g, FERFs K OViEhRRE &

F e B 77 (19.0) 0 0 2 (0.5) 0 0

= 26 6.4) 0 0 7 (1.8) 0 0
R 3 KO TRk E

it B 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
g{sﬁi RERFREAE 00 oo 11 @1 0 3 (0.8) 0 0

% D FEAE 29 (7.2) 0 0 7 (1.8) 0 0

B 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
M

4 1fL 249 (613) 149  (36.7) 0 4 (1.0) 2 (0.5) 0

B, BBV RTF =T RITB W CRIBEMEMZERES B (1.2%) . KK - /MK - &

FEDTHI 50 51 (12.3%) | EEOREREE (MR AESCRAEIE, BRI ARE R
ZIALBE, FREIESE) 4 B (1.0%) . MREE (F7 2 - NU—JEBEF%E) 9 #
(2.2%) . BUEATS « P4 - ITHRRERETE - 1T - sk MEARE 2% 109 5] (26.8%) . HH
IR RERE & 237 1 (58.4%) . TEEMAHERERET 2 ] (0.5%) . FIBHREREE 4
(1.0%) . 1 BUBESRYP 3 B (0.7%) . BHrefEE (RAMEMEMB R, RERIEBLE)
13 5 (3.2%) . WEAK 441 (1.0%) . sk - BEEUHRARIE 2 41 (0.5%) . EAEMEIE 1
B (0.2%) . AN - BERESR 161 (0.2%) . SE K 3B (0.7%) . L%k 161 (0.2%)
J% OV infusion reaction 5 5l (1.2%) 23@8& b7z, F7z, EERMEMESE etk My
9



W TESRBEIN, AP, ARIFERES . BERRRIERIESE) | M ERE RAE P K OV %IR8
O BRI Te, ARWEMFEFRIUIEE SR (BAREMERE 2ET) @ ERH
RERT,

@ [EBILFEFHIFERE (NRG-GY018, KEYNOTE-868 ith#)

B ERGIIAKIRE376/382151] (98.4%) . 77 BARREITS/377 4] (99.5%) (ZFBH B,
IR & DR RBR NG E TERWEEFEFRRIL, £ L 365382 ] (95.5%) MK OF
358/377 il (95.0%) (258D BTz, WIINDOEETIHRBAE SN 5%l EORIERIT T
DEBY THoT,

AEFL, AER. ZeMERETFHEOREBEIEGIL pMMR &Y dMMR O 2 &
LCHEMHLE,

#F4 DTN OBEETERERESN 5% FOBWER (NRG-GY018,/KEYNOTE-868 3R8R)  (Ze2MEMtrsl 24EMH)

@ B Bl K4y #H (SOC:

System Organ Class) P (%)
%e”f) 5% ( PT: Preferred e 5 R

(MedDRA ver.26.0) 382 {3 377 fl

4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

EIEH 365 (95.5) 171 (448 1 (03) 358 (95.0) 120 (31.8) 2 (0.5
MR LN v GREE

2 1M 178 (46.6) 53 (13.9) 0 162 (43.0) 29 (7.7) 0

I R ERIBE 20 (5.2) 12 (3.2) 0 19 (5.0) 8 2.1 0
PN 3 AR

FFBR IR RE TT T 23 (6.0) 0 0 9 (2.4) 0 0

R BB RR IR T AE 41 (10.7) 0 0 11 (2.9) 0 0
H i

{5 112 (29.3) 2 (0.5) 0 90 (23.9) 1 0.3 0

i 110 (28.8) 5 (1.3) 0 103 (27.3) 4 1.2) 0

BN 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 0

Mg - 48 (12.6) 2 (0.5) 0 37 (9.8) 4 1.1) 0
—% - EHREER UGN ORE

%57 225 (58.9) 5 (1.3) 0 197 (52.3) 7 1.9) 0
FRYSE TS K O e

PR B I e 19 (5.0) 7 (1.8) 0 3 (0.8) 0 0
B, TER L OWEAS PHE

HEATLE D SOG 42 (11.0) 3 (0.8) 0 43 (11.4) 5 (1.3) 0
B AR A
;J;if;%;; b7 42 (11.0) 3 (0.8) 0 31 (8.2) 2 (0.5) 0
;/7; \77:;/_@%2%‘7]; M4 oy 6 (L.6) 0 18 (4.8) 0 0
_mgg;gm VIRATTZ s (92 1 (0.3) 0 33 (88) 1 0.3) 0

M7 V7 F =8 39 (10.2) 2 (0.5) 0 12 (3.2) 0 0

10



a5 B Bk 4y 3 (SOC:

System Organ Class) Bigc (%)
T%emi; & (PT: Preferred T 75 bR
(MedDRA ver.26.0) 382 f3i 377 3
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
U 2 SERER R 62 (16.2) 15 (3.9) 0 60 (15.9) 13 (3.4) 0
TR ER BRI 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0
1/ N 93 (24.3) 14 (3.7) 0 77 (20.4) 7 1.9) 0
RE D 25 (6.5) 1 (0.3) 0 16 4.2) 1 0.3) 0
A i BRH s 97 (25.4) 26 (6.8) 0 107 (28.4) 23 (6.1) 0
RIS L O fEE
FARGR 66 17.3) 1 (0.3) 0 65 17.2) 2 (0.5) 0
5 I 24 (6.3) 7 (1.8) 0 16 4.2) 0 0
K772 v e 22 (5.8) 1 (0.3) 0 15 (4.0) 0 0
i Ry RN 1K 31 (8.1) 3 (0.8) 0 39 (10.3) 1 (2.9) 0
K~ 732 7 AlfifiE 41 (10.7) 2 (0.5) 0 34 (9.0) 0 0
i NURWN E 32 (8.4) 4 (1.0) 0 14 (3.7 1 (0.3) 0
B #Rd & OV Gk E
RAEH 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
IR T 25 (6.5) 0 0 20 (5.3) 3 (0.8) 0
PR 61 (16.0) 2 (0.5) 0 52 (13.8) 4 1.1) 0
9 15 37 9.7 2 (0.5) 0 26 (6.9) 0 0
FHR SRR
EFEMEDE N 30 (7.9) 1 (0.3) 0 28 (7.4) 0 0
TR R4 26 (6.8) 0 0 29 (7.7 0 0
BEp 32 (8.4) 1 (0.3) 0 22 (5.8) 0 0
KRt = 2 —m R F— 98 (25.7) 3 (0.8) 0 86 (22.8) 0 0
BERLT 27 (7.1) 1 (0.3) 0 27 (7.2) 0 0
RRHEEN=2=05F 07 (q0e) 4 (L0) 0 13 (30.0) 2 (©05) 0
MRk g, MERds K OViEhRRE &
MK 21 (5.5) 0 0 5 .3) 0 0
I8 PR 5 34 (8.9) 2 (0.5) 0 28 (7.4) 0 0
PSRN AN ik
W 163 (42.7) 0 0 167 (44.3) 0 0
O FEIE 47 (12.3) 1 (0.3) 0 34 (9.0) 2 (0.5) 0
R®% 44 (11.5) 3 (0.8) 0 25 (6.6) 3 (0.8) 0
BEIR B IR B2 43 (11.3) 6 (1.6) 0 17 (4.5) 2 0.5) 0

7ok, AFIBEZRB W CREMEMZER 46 (1.0%) . KIGK - MGk - EEO T #1141
(2.9%) . RkbEE (X7 - NU—JERES) 98 # (25.7%) . BIEATR - A4 -
HFRkRemEE « T4 « mEfLPEIRAE 25 o1 f51] (23.8%) . HUIRIRMEAREFEE 54 5] (14.1%) . F
THEREREE 2 5] (0.5%) . RIEHEGEREE 361 (0.8%) . 1 AUBERSS 161 (0.3%) . &
Rl E RAE HEMEE R, SREREBRE) 4 61 (1.0%) . FEX 1 F (0.3%) . i
7%« RERUTRLARAE 2 51 (0.5%) | EEERMEIE 11 (0.3%) | xdE - Bl - FhER 1

11



B (0.3%) . S& MK 2 ] (05%) . Lz 141 (0.3%) KU infusion reaction 52 {5
(13.6%) a0 BT, Flo, BEEOKMEE (FaEIERECMAIE, BASIHR
SEWERE, ZIALEE, BOOEIESE) | EERMIRIEE (ot MR ESEBER . AL
PER ML, ARIFERE, MERERIERAES) | HEOH %, MERAREGER L OEZIZRO b
minotc, REWERARBURIZEERS BBAREMET 2E5T) 2 E30EHERE R
R

12



(A - A&

KB OREFAEYBEE T LV AFIH LY I 2L — a2k, AHl 200 mg %
Q3W, 400mg % Q6W XI% 10mg/kg ({KH) # 2 @M (LT Q2w L5, ) T
B b LB OARK O MG FIRE SRR Sz, T ORE, AKI 400 mg 2 QW TH L L
TeBRDARFN O EFIRBIZIT 2 EHMIEFIRE (BLF TCagss) &9, ) I, Al 200
mg % Q3W TG L7ZBED Cagss CHALIT 2 & IS (TFR) . F72. &Kl 400 mg
Z Q6W TH G L7ZBEOARK O EFEIREICE T D RmMiETEE (LT [Chaxs) & W
9o ) 1E, ARAI 200 mg & Q3W TH G- L72BED Craxss & il L TR Z R T & THIS U
bDOD, HRNBFIZBW THEMENHER I TWDHIE - HETH 5 AHA 10 mglkg
(IKE) % Q2W THEH L7ZBED Chaxss & R L TIRMEZ R T & THIS N (FR) .
E 5T, EMERAREBE 2 RTRICAH 400 mg & QEW TH LG L7-Es g 1 HAER
(KEYNOTE-555 &) X 015672 EHEIZE S S EMBRENT A —F X, v I
—3 a2 NS E D PRI LR EIRE R T A — 2 LB L. (F#) . AT, BEOEE
(23T D EEIREABR AR IC D & | AFIORE & & AT 2 et L OBFELZ BETT 5
BREE — POGTET VDS S, A 200mg 2 Q3W X% 400mg % Q6W TH5- L 7-FE D
BRE R & AN UL et L OBEIZ OV TR SN RER, B - AREOMT
BRI VLM 72 72 BT e v &Pl STz,

K5 FEORYMEBNT A—F

R - R Crax Cavg Chmin Crnax,ss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?-519.7) (27.277-38.1) (17.%3?-118.3) (91.%?'984.1) (49.?3(,)':1.0) (30.?3??1.4)
400 mg Q6WT (12;’?2 4) (32,%?;,12,7) (10;??0.8) (14(1;?49) (50.??15?1.3) (19.?3?50.9)
S| ase.a NA (144,354 NA A -
10 mg/kg Q2WT (212,2223) (14?11145) (11%,1221) (421,2?133) (27(23,7282) (19%,9200)

+:n=2993, 100 EIDY I = L— 3 NZE Y EHIN-KAEIEO T IAE (2.5%48, 97.5%45) . Crax : FIEIEES-
B OB MIETIRE, Cavg : PR GH%OFEMIEFIRE, Crin @ PIEHG% (VA 70 2 581 OFARMIE iR
E\ Crax,ss : Eﬁ%ﬁﬁ&:%ﬁé%%‘[ﬁl{%qﬂﬂ%fﬁ\ Cavg,ss : Eﬁ#}:ﬁ?ﬁ:}sﬁé?i@m{%@%fi\ Chin,ss : Hﬂiﬂﬁ%-ﬁgﬁ:%”
2 B AR L7 i

T : 56 BIORMELIE (95%(EHEIXH)

§ 1 41 Bl D LAEEIE  (95%(ETHIX[H)

NA : %7 L

13




4. HEFRIZOWVWT

AF| OG- B 22 W - FrE L, AAOEGIZ LY HEHEREIEH 2588 L7z
Kﬂﬁ?é:kﬁ%%&t@\HT®®~®®¢&T%EK?Mm_%wfﬁﬁﬁéA%
Th b,

O MEFRIZOWNT

@-1 Tied (1) ~ 6) OWVWTNNITHELTLIMETHD Z &,

(1) BEAGBREDEET 575 Vi FEBEILS RS (BRE IR DY AR s HE L WP
ﬂﬁﬁﬁ%ﬁﬁf@#ﬂ&ﬁf Be, Hisk)s ARl &)

(2) HrEHEREIRLT

(3) HENFRINENIEE T D03 Vi BREERbE (DS ARSHREEEE TR, 75 AR
b, 3 AR HEE R &)

(4) IREFPREEZBIE L, SRIEH CARESIREL 1, SRS Lot iekt 2 303
SSRGS HRIEZNREL 3 Dl s SR 5 i H 24T - T D fiiiak

(5) PUEMEE AL & PN O R B4R D i H AT > TV D fitiak

@-2 FEEEOCFIREKR ORIERFEBIRE O Z 1453 7o ki & Bk & FroERf (T3
DWTNDITEEY T DERN) 23, HeZ2FEROARFNC BT DI OETA & L ChlE
INTNDHZ L,

*

o [ERMCFFEUSHE 2 FEOPIHIHE ZE T L 721412 5 LA EO ) AR DEEIRMHE 21T -
TWAHZ L, 96, 24D RIT, BAREMELEZ L LIRS SOMHE 21T - T
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