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1. XC®IZ

EFELDOFINE « ZEMEOREROT-DOITIL, MISEEEIZEDVWVSREIERFERASKRD Hivs,
SBIT, IWEORFEMOEHRNT LY | HURERESR R & OG5 8 M SRR R
NOHT, ZNDDEHEMAEICVENEFITRT 5 2 LB OE L 72> T 0 | BRAMBL
EE L UEEDFEATSEF 2016 CEAK 28 4E 6 A 2 ARERE) 0B\ TH, FHMERMLED
EHOREIHEEZX S Z & LEnTnd,

BrRE R FER LY, EEERCZ 2T 0 7 7 A D FEOERSL LB L NCRR D Z
ENRBD, ZDTH, BIMER ORI T 2 1EHN+0EET 5 £ TOM, BZERRD
BREZEZTHZ NI ESNABEICRH U TERT 2 & &bz, BERANEE LZERIC
MBI R N E & D 2 ENFIRE e — B OB - T EREE CHER T ENEETH
Do

L7Zii> T, KITA RTA4 - TiE, AREBELINE TIIB LN TV DEFEESH) « £
FHIRMICESE | LITOEEROF#EER 2 HEET 28180 DR B2 5RO
BEFHEETT,

BRI, ABIA RTA L MATEGE NEE L ERERHAATRE, A HEEN B ARERRIE
Brras., —IHETEAN B ABRANRIES K OASHEEN AR NBIBE 2O Db & AERL
L7z,

KL/ HERMS 0 XA ML— X EHEEE 100 mg (—4 XA T7r ) XA~T (B
fmTfAHEZ) )
MELRDPEIHE « #IT - BROTFERE
WELRAMERVHE - MOHEMEER & OFRIZBW T, BE., RAICIE, a7
nl) X~7 (EEFE#EZ) & LT, 1E 200 mg Z 3 BEEREE
I 1 [8] 400 mg % 6 ERIFNE T 30 /0T CEEFRET 5,
¥ # . MSD &4t

& R

Sl

ok




2. FAIDOKE. TERAKRFE

XA ML—FEiEE 100 mg (—fk4 : XA7r ) Xv7 (ELETFHEBEZ) . OT
[AAH] EvvH, ) &, PD-1 (programmed cell death-1) & 2D U > RTH5 PD-LI
KOPD-L2 L O HEEEET S, & MEIgG4 £/ 7 n—F AHUETH 5,

PD-1 R IE T AR S BEARREAE D & 38 2 72 02 3 AVHBREASFI F 9- 5 3= 70 S % il
AA »F T, PD-1 (&, BEEZRREBIZEWTEER T MlaoMiaRmcBE L, B %
PR % & Lo A TR R 72 e RS A flH 5, 3725, PD-1 1LV T FEfE
BT LI VHREZRERICL DY VP vinErAICHET 228K TH D, PD-
Ll OEFMHBICBIT 2HBUIDT N TH L0, < OB AMETIE T MlaoOM@ 2
ZHFEBBENZRE LTS, NAMABIZEIT S PD-L1 OFEFBEHRIL, BiE. K
FE. RFMARE . IR, FE/NIBRME /L & O 2 e BN A TTFHRARKFTHD . K
AR E OMBENHE STV D,

B DDV OEEREI T & PD-L1 BB OMBNE) S, PD-1 & PD-L1 O IIES O
FEEREIC B W CEERFAE 2 Z AR IN TR, Bz ATGREOIER &
LTHIfFS LTV 5,

AFNZ, PD-1 & PD-L1 X OXPD-L2 Ofi U H> ROFEEEZBEET L LIcL 0, EE
W NS OIS BAHIEENE T U o ERATEM(L S ¥, FUEEGRE 2 FiEtil
T5Z L THERESRARET D,

AFN O NE ST 3 < BE O RERIGIC L 2BERE R H bbh, EEIEE
ICEDLTREMEN S D, RFIOEEHRROEEHRICIT, BEOBEL YTV, B
IO SNTHAITIE, BH LEFRIO0 U M8 225k & R B4 B E A &
L CHEg 2 BRI 21T\, BEORERIGIC L SEIERANEDN D HEICIE, BIE
BB VE VRO S O@EY B T O LERD D,



3. BERE
AT - BROTEINE OAGRRHCEHMi 21T - 72 £/ lRRBR O RGE 2 7,

(B 2]
O ERRERFEMFERER (KEYNOTE-775,/E7080-309 3X5%)

7' FFBAH & ETLERIEE O b 5 MR RET - BROTEREEE 827
(BAN 104 Bl Ede) Zx51C, AK200mg3 BEME (LT Q3w £wvo, ) #
LN F=720mgl B 1 BIRGOHAEE LT KA/ LonR"F=71 L, )
DEHER DR RN, ALERE (FFY AL I ) 2 FE L) ARl LT
BEF SN, ZERMEED AT GUTF (0S) V). ) ROMHEAE I
(LLF TPFS) w9, ) L&, KA/ Vo nN"F=71F, ALFEEL HE LT 0SS K
PFSZHEICER L7z (£1, K1 KUK ?2) ,

#1 BoHEEE (KEYNOTE-775,E7080-309 3R8%)

KHN/ Vo RF = TR (bR RRERE?
(411 #1) (416 f51))
HRgufE [A] 18.3 11.4
(95% CI) (15.2,20.5) (10.5, 12.9)
0s” A= R 0.62
(95% CI) (0.51,0.75) -
P fE* <0.0001
i [ A ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PRS- NP R 0.56
(95% CI) (0.47, 0.66) -
P fE"S <0.0001

CI : {ZHEIX[. *1 : AHKI200 mg 2 Q3W, L A"F=720mg (f£H) % 1 H | B THEE L],

#2 0 REYLE T 60mg/m? %2 Q3W, XiI/X7 U X XE/L80mgm?E4%a2—A (1 =—AX28H
M) o1, 8 LW 15 HAWCHEG Lz, *3:20204- 10 H26 H7—4% 1> A7 *4 : J@H Cox tb
BN — REF L AEFREE (REYALES LI A7) ZXBL) Lokbik, *5: @ilo
7T U RE, *6 1 RECIST A K7 A > 1.1 BRIZIEES < G P i) E




30 ..
20 - T ——
e FHI200mg Q3W RULVNF =T
1 —=—=— {L28E
O ! T T T T T T T
0 3 6 9 12 15 18 21 24 27
4&FHAE (A

at risk#%

AEI200mg Q3W KU

LYNF=T 411 383 337 282 198 136 81 40 7 0
{E2BE 416 373 300 228 138 80 40 11 3

® 1 OS ® Kaplan-Meier #i#t (KEYNOTE-775,E7080-309 38%)

100
90 ] —_— AH200mg QAW RULYNF=T
80—_ ——— (LR
g70] |
geol
50 1 \
i 40 ™y
0 1 LY
§ 307 Y
20 1 .
10 - ha L
N ""—§I ———————— 3
o ETETERCIT groa TrETTYT] T e T T T Tre
O 3 6 9 12 15 18 21 24 27
—— AR (]
fﬂfg‘;“fgm’&” 411 316 202 144 86 56 43 17 6 0

(E2EE 416 214 95 42 18 10 4 1 1 0
(42 PFS ® Kaplan-Meier B (KEYNOTE-775,/E7080-309 #RER)



@ EREEFRFEIFERE (NRG-GY018, KEYNOTE-868 #5k)

LFRAERE DIV AT - BROFEMRBEEE 810 fl (HARAN 7 HlE2ET) X8I,
BEDI Ay FEE (MMR) OIREICE-SE MMR IE%E (pMMR) (588 #) i
MMR K#§ (AMMR) (222 #) OEFBNZ, KA E(LFRE (X7 U ZX LR
NIRRT T F ) L OBFRRER RNZE OB OARFIBEMFEES (LIT TAFI#E] 0o, )
DENER OZEMEDN, 77 8RN (b FRE L OFRBERPEDOHRO T T 2R
(LT 7% R8E L), ) ZxlRE L _EERRABR OHRE Sz, EEME
BiX PFS & &1, pMMR &Y dAMMR OW I N OEM THARFIBEIL Y 7 B REE & L
TPFS #ABICEE L7 (£2, M3IKUX4) ,

*1 :

*2

*3 .

*4 .

g mhihiRis & UL iRIEIE 2 & 2 8E OG6 . SAUPIRIER T1% 12 7 H 28
A TH¥E LI BFE AN TRE & Shviz,

CUTFOWTRMNIEE T 2BEDARE SN,

» RECIST ver.l.l (ZF-S< JE AR ZL % A 9 25 International Federation of
Gynecology and Obstetrics (LA T, [FIGOJ ) 2% (2009 4hRk) T SUXIVA H#]
PR SEEIN e

» RECIST ver.1.1 {255 < IGE WTREIHRZE O A 4 R 5720 FIGO 4351 (2009 4EhR)
IVB #I S E AR O 15 (0 IR E

AHKI 200 mg Q3W &5 (Fra—AD 1 HEIZHEE) L7 U Z%E/L 175 mg/m? (B

JES G D=/ 7 ) 2 X LOfHGENS TERWVEFICH LTI, FeEXxxtEL

75 mg/m?> (HAIX 60-70 mg/m?) I T N7 2 UREEEL N7 ) X B0 175 mg/m? D5

NAaffe L &niz] RO R T ZF > AUC 5 mg-min/mL A4 EOJEIC Q3W &5 (% =

—20 1 BEHICES) 26 a—2xE5 L, Z0Otk, MERHRIEE L TR 400 mg 6 M

ba (BLF TQeWJ &y, ) THE L7z GRERBHMIE, HEFPRES O AANL 200 mg

Q3W ¥ 5 Th o 7=h, ABRIET T 400 mg QoW #HGIZAEH I nTz) o

TTERQIW K (Fa—AD 1 HEIZKE) &3 LE—OERELY 6 2 —AEE.

L. 2Dk, MEREL LT 78R QoW TG L= GRERBALARE, HMEFpRIEN O~

TERIT QW HE ThH o7, RBEH T QoW HHICAEH INT) o

#£2 PFS"OEERBE (NRG-GY018,”KEYNOTE-868 38, MMR DIRERHI])

ANH— R
MMR DR B g | TOME DA (95% C1)
(95% CI) -
P fif
\ 13.1
AR 294 (106, 19.5) 0.57
pMMR (0.44, 0.74)
S R 8.7 <0.0001
77 294 (8.4, 11.0)
\ NE
dMMR"3 (0.22, 0.53)
PSR 8.3 <0.0001
75 REE 112 (6.5, 12.3)




CI : {S#X[A], NE : #EE A7,

*] : RECIST A K74 > 1.1 BUICHES < 1BBRTE Y EARE E .

*2 PR DT — % 12022 4E 12 A 6 HA w MA T, *3  REREITER O T — & 1 2022 4 12

A 16 By b4 7, *4: &R Cox eIV — RET UK DT T BFREEL OLEL, *5: Ehln
75 7 WE
100
90 i —— FHIEREE S OBEEE
80 i IS LR EmEEOHAEE
£ 70-
{‘ﬁ 60 -
{50
Iﬂﬂ 40 - [RE ]
#0 L
BE 30 7 - <
20__ 7h_7+4kt_] ________
04 AH
0 6 12 18 24 30 36
g
at risk#4 EIERS M [A]
TR (2T EL OHBEE 294 162 57 29 7 6 0
ToEmE L EELEOHREL 294 144 36 15 4 3 0
3 PFS @ Kaplan-Meier B (NRG-GY018, KEYNOTE-868 3X8) (pMMR D HB¥)

100 [
9+
80_: ‘H'H m
& 70 \ - |
5 60 | o |
b 1 iy,
4 30 "
H’S 40 ] Ty u"‘f;
%E 30 - FHE+HE - --ui_1 _____
20 | — smepmscommsz 00 L
10 75 el EALERA £ OHEREE
o 6 12 18 24 30 36
at risk2% EIEE4 R [A]
FElCtEELEOHEEE 110 85 45 24 10 9 2
TIEhECEEEEOHBEE 112 69 25 9 4 3 0
X 4 PFS ® Kaplan-Meier Bi# (NRG-GY018, KEYNOTE-868 3X8) (dMMR D #H¥)



(2]
O EFERILRF I

#Ex (KEYNOTE-775,E7080-309

AER)

HEEZRIIARA/ Lo R_F =78 405/406 il (99.8%) . {LFHEIERE 386/388 5] (99.5%)
RO BN, BBRELORBEBENEETERWEEERERIT., T Fh 395406 f
(97.3%) K O364/388 5 (93.8%) IZFED HILTZ, WT U DOEETRIREIE N 5%LL ED

EWERIITRD LB ThHo T,

#3 WTFhhOBTHRBERAN 5% EORIER (KEYNOTE-775,/E7080-309 3E) (B2 S4EH)
0o AN .
iistgemﬂgr;zn%lfs) soc Bz )
%en?; & ( PT: Preferred - J—
(MedDRA ver.23.1) 406 51 388 {7
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2RITEA 395 973) 314 (773) 6 (1.5 364 (93.8) 230 (59.3) 9 (23)
Mg L v $RREE
A 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEENEAT BRI E 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
A i BRI E 20 (4.9) 0 0 48 (12.4) 27 (7.0) 0
U BRIV E 15 (3.7) 2 (0.5) 0 26 6.7) 11 (2.8) 0
I ER B E 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
1/ IBAE 33 8.1) 4 (1.0) 0 22 5.7 4 (1.0) 0
M Wk E
IR RS RE TS 42 (10.3) 4 (1.0) 0 1 (0.3) 0
FOR IS REAS T iE 222 (54.7) 4 (1.0) 0 0 0
B AREE
NEm 34 (8.4) 4 (1.0 0 13 (3.4) 0
I 29 (7.1) 0 0 12 3.1) 0
i 36 (8.9) 0 0 53 (13.7) 0
T 171 42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
PNz 34 (8.4) 0 0 10 (2.6) 0
B 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
mENE/S 70 (17.2) 8 (2.0 0 46 (11.9) 2 (0.5) 0
Mg - 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—f% - EHfEER L OG- EORRE
S0 76 18.7) 17 4.2) 0 76 (19.6) 9 (2.3) 0
I 57 113 (27.8) 15 (3.7) 0 92 23.7) 12 3.1 0
FERE D R AE 47 (11.6) 6 (1.5) 0 35 9.0) 3 (0.8) 0
FEBN 26 (6.4) 1 0.2) 0 4 (1.0) 0
PR
;j_;:fggiu/ hZ7-2 0 6 163) 12 (3.0) 0 14 (3.6) 2 ©0.5) 0
72T —EHm 22 (5.4) 6 (1.5) 0 1 (0.3) 0
;j: ;T;VEZE;H/ b 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
E;EEZH”W IWRTTF 27 (6.7) 4 (1.0) 0 5 (1.3) 2 (0.5) 0
LRI T oo (10.3) 0 0 1 (0.3) 0

M



BB K 4y (SOC:
System Organ Class)

BE (%)

# K FE ( PT: Preferred

Torm) KR/ Lo N\F = TR (LA PRIERE

(MedDRA ver.23.1) 406 51 388 fil

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

U 3 —B N 36 (8.9) 20 4.9) 0 2 0.5) 1 (0.3) 0

U S EREGED 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0

I ERER D 17 4.2) 7 (1.7) 0 93 (24.0) 82 (21.1) 0

ANy = ol 44 (10.8) 7 (1.7) 0 20 (5.2) 3 (0.8) 0

IRE WA 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0

H i ERER 15 3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
RIS LU EE

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

#hYZUEY RifE 23 (5.7) 2 0.5) 0 1 (0.3) 0 0

&~ 7 % o 7 A UE 39 9.6) 3 0.7) 0 12 (3.1 0 0
B R L O G HRkEE

B i 87 (21.4) 4 (1.0 0 17 (4.4) 0 0

7 P 54 (13.3) 3 0.7) 0 13 (3.4) 0 0

Y FEe T 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
TR SR PR E

R N 32 (7.9) 0 0 27 (7.0) 0 0
TER 55 (13.5) 1 0.2) 0 14 (3.6) 0 0

KM= 2 — R F— 9 2.2) 0 0 22 3.7 1 0.3) 0
BB L OREREE

LHEVS 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
eI B, HERES K OMithRlEE

RS 77 (19.0) 0 0 2 (0.5) 0 0

s i 26 (6.4) 0 0 7 (1.8) 0 0
FETE ¥ & OV TR AkRE

it B 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
g{fﬁ RERFMERE 84 (20.7) 11 2.7 0 3 (0.8) 0 0

% 9 FESE 29 (7.1) 0 0 7 (1.8) 0 0
W5 50 (12.3) 2 0.5) 0 6 (1.5) 0 0
I fEE

e L E 249 (61.3) 1499 (36.7) 0 4 (1.0) 2 (0.5) 0

B, KE L ARF =T RICB WO CHEMERER S B (12%) . KIBX - NGk - B
EOTH 50 #] (12.3%) . EEOKREREE (FEMEREEFMARE, &ZEREREIRE R,
ZALEE, BRIEESE) 4 6 (1.0%) . HREE (X7 « NU—JEERHSE) 9 4

(22%) . BPEAFZ « A4 -

FFEREREE - AT -

LA 109 il (26.8%) . H

WIREEREIEE 237 5] (58.4%) . TEMFHERERESE 2 # (0.5%) . BIBEHEERES 4
(1.0%) . 1 BUBERRIA 3 5] (0.7%) | EHErERES (RMEMEMEE K. REREBRE)
1361 (3.2%) . WEK 4 (1.0%) . sk -
Bl (0.2%) . FdE - BRI 1B (0.2%) . SE IR 3B (0.7%) . LAhZk 1] (0.2%)
J% O\ infusion reaction 5 il (1.2%) 2F8» Hivlz, £z, EELMEES (GIEMEM/ MR

RERIRRRARIE 2 51 (0.5%) . EIEMEIE 1



WP, AR ., SRIFERE, EEIRRIERES) | MERE REMRE K OWEZITRR
O oIRI oIz, ARWERMEIURILIBEESE S (REAREERE 28T abeEatk
%%H—_\"a—o

@ EERLFEFEIMERER (NRG-GY018,”KEYNOTE-868 #5R)
BEFESIIARAIRE376/38261 (98.4%) . 77 BAREEITSBTTH] (99.5%) IZERH B,
BRI L OREBEENESE CERWEEFEERIT. ThE1 365382 il (95.5%) KO
358/377 3 (95.0%) IZFBHHITZ, WT N ORETHEEAFIED 5%, EOBWERITTE

DERYTHoT,
AEFS. BEA. ZEMERFTFEOREBESIL pMMR XU dMMR OWERA LG H
LCEHLE,
£4 VTP OBETREASEH 5% LORBER (NRG-GY018,/KEYNOTE-868 3BR) (&M T S4EH)
HmEM K4S E (Soc e (o
System Organ Class) e (%)
e A FE  ( PT: Preferred AR 75 R
Term)
(MedDRA ver.26.0) 382 44 377
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
AFEIER 365 (95.5) 171 (44.8) 1 (03) 358 (95.0) 120 (Bl8) 2 (0.5)
KR LY v REE
 Ift. 178 (46.6) 53 (13.9) 0 162 (43.0) 29 (7.7) 0
A BRI E 20 (5.2) 12 (3.1 0 19 (5.0) 8 @.1 0
W W=
RO IR A RE TTHEE 23 (6.0) 0 0 9 2.4) 0
RO IR REAR T E 41 (10.7) 0 0 11 (2.9) 0
H iEE
{4 112 (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
) 146 (38.2) 4 (1.0 0 129 (34.2) 4 1.1 0
=R 31 8.1) 2 (0.5) 0 15 (4.0) 0
M - 48 (12.6) 2 (0.5) 0 37 9.8) 4 1.1) 0
—f& - EHEER XU SBALOREE
e 55 225 (58.9) 5 (1.3) 0 197 (52.3) 7 (1.9) 0
FEYIE S L OV AR U
PRI &G 19 (5.0) 7 (1.8) 0 3 (0.8) 0
B, PiEL L ONES IHE
AL D KOG 42 (11.0) 3 (0.8) 0 43 (11.4) 5 (1.3) 0
R IR
TI7=VT IR
5 25— R 42 (11.0) 3 (0.8) 0 31 (8.2) 2 (0.5) 0
TANRTEX T I b
SR =5 BRI 40 (10.5) 6 1.6) 0 18 4.8) 0
M7 NIRRT 74
— e 35 9.2) 1 (0.3) 0 33 (8.8) 1 (0.3) 0
7 7 F = 8 39 (10.2) 2 (0.5) 0 12 (32 0
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2 H Bl Kk oy (S0C:

System Organ Class) P (%)
ﬁj; #& ( PT: Preferred e 75 bR
(MedDRA ver.26.0) 382 f3l 377 B
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
U o SERSRR D 62 (16.2) 15 (3.9) 0 60 (15.9) 13 (3.4) 0
I HREREGR D 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0
DR & e 2 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
M ifn ER S 97 (25.4) 26 (6.8) 0 107 (28.4) 23 (6.1) 0
RIS LU EE
BARBER 66 (17.3) 1 (0.3) 0 65 (17.2) 2 (0.5) 0
T g 24 (6.3) 7 (1.8) 0 16 4.2) 0 0
K7 A7 2 v iE 22 (5.8) 1 (0.3) 0 15 (4.0) 0 0
&A Y v AlifE 31 8.1 3 (0.8) 0 39 (10.3) 11 (2.9) 0
&~ 7 F 7 AE 41 10.7) 2 (0.5) 0 34 (9.0) 0 0
ool NURVN | BT 32 (8.4) 4 (1.0) 0 14 (3.7 1 0.3) 0
&R L O AR RkIEE
RAETR 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
fHIMET 25 (6.5) 0 0 20 (5.3) 3 (0.8) 0
o PR 61 (16.0) 2 (0.5) 0 52 (13.8) 4 (1.1) 0
VY R 37 9.7) 2 0.5) 0 26 (6.9) 0 0
PR AR E
RO F 30 (7.9) 1 0.3) 0 28 (7.4) 0 0
PR A 26 (6.8) 0 0 29 (7.7) 0 0
GER 32 (8.4) 1 (0.3) 0 22 (5.8) 0 0
K= 2 — /T — 98 (25.7) 3 (0.8) 0 86 (22.8) 0 0
SEIRH, 27 (7.1) 1 (0.3) 0 27 (7.2) 0 0
__*Tﬁ/l‘%ﬁ:l_m% 17 (30.6) 4 (1.0) 0 13 (30.0) 2 0.5) 0
MEE R, MERds L OVithmkE
U 21 (5.5) 0 0 5 (1.3) 0 0
TeI% I 34 (8.9) 2 (0.5) 0 28 (7.4) 0 0
FEIEH KOV TRk E
Jii. i 163 (42.7) 0 0 167 (44.3) 0 0
% 5 FEIE 47 (12.3) 1 0.3) 0 34 9.0 2 (0.5) 0
WE 44 (11.5) 3 (0.8) 0 25 (6.6) 3 (0.8) 0
RN 2N 22 43 (11.3) 6 1.6) 0 17 4.5) 2 (0.5) 0

k. AHIFEICB W CRIEMEMER4F (1.0%) . KEE /Mg - HEO T 114
(2.9%) | MHREEE (X7 « NU—EEHEZE) 98 ] (25.7%) . BUEAFE - R4 -

FFHEREREE - fiFJ¢ - BRALIMEARAE 25 01 il (23.8%) . HIRIRHERERESE 54 61 (14.1%) . F
EAREREE 2§ (0.5%) . BIBHEREREE 3 ] (0.8%) . 1 BUERE 1 61 (0.3%) . &
FEREREE (RABERBEMEBR, REKEBEXRE) 4 1 (1.0%) . BER 1 61 (03%) . M
K« BRI RRIE 2 5] (0.5%) . EAEMMEE 1 6] (03%) . A% - BEER - FHEX 1

11



Bl (0.3%) . SE IR 2 F (0.5%) . LFHZk 14 (0.3%) KT infusion reaction 52 £l

(13.6%) BRHBNT-, Flo, BEOKEES (hWHEERKERMMAE. KIEHEEIR
SEMERE, ZRALEE, BHRXEEY) | EERMKES Gt MR HEEBER ., i
PRI, RIFERES, MERRIERIEZ) . EEOB X, MEREREGER K OEZILRD b
o tlc, AREAREBURIUIEESSR BRBREERT Z25T) 230EHERLET
R

12



[HiE - AE]

AR OREMBYEEET LEFIH LY I 2L —v a2k b, A& 200 mg %
Q3W, 400mg % Q6W XiX 10mgkg ((AE) % 2 EMME LT TQw]) &5, ) T
B 5 LB OARE O Mg FRENSRE Sz, TORER, AF| 400 mg 2 QoW THE L
TeBRDOARRN O EFE RIS 5 A MIEFRE (LT [Cugsl &9, ) 1, AHAl 200
mg % Q3W THE L72BED Covess LHEMIT 2 & PRI (FFR) . F/o. AH 400 mg
Z Q6W TG L7ZBOAROEFREICBT 2KEMEFEE (LT Chxs] &0
J. ) X AHI200 mg & Q3W THEE LIZEED Chuxss & B L TEIEZ T & FHIS
TeboD, BARNBEIZEW CEEENHER SN TW S HE - HETH 544 10 mg/kg
(RE) % QW TG L72BED Cuass & HE L TRIEZRT ETFRIS I (FHR)
SHiz, BEMEAEAE ZRICAH 400 mg = QoW THRE L7/ E 1 MR
(KEYNOTE-555 #5k) L VEONCEREICE S EMEBE AT A—FT, ¥ I
—3 a2 TR0 FEILERYERE T A —Z LB L (TH) . AT, BHoOERE
(CB T DERRBBGRICE S E . AAIOBREE L AME I L 2N & ORBEZ RETT 5
BREE — ROCET VEE S hL, AA| 200mg 2 Q3W XL 400 mg & Q6W T G- L72FED
REE - AIEIL et L OB OV TR SN ER, EREORE - AEOMT
BRNMER R &SR ZR T VW E TSN,

£S5 AFOEDERR NS A —F

[ Coe Cove Coun Crons Coes Coons
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (582?;97) (27ﬁ?§g4) (17%?;83) (91%3521) (49%??L0) (30§?§L4)
400 mg Q6W (12§??24) (32§f§27) (IOL?fOB) (14é??49) (SOi?le) (19%?509)
ety (wgé?gk4) NA uﬁiﬁzm A A -
10 mg/kg Q2W' (21%?223) (14;??45) (11;}?21) (4zi?§33) (27%7382) (19;?300)

t:n=2993, 100 [HD I 2 L — 3 & W EH SN RMESHEO R IME (2.5%8, 97.5%45) . Cmax : PIEIHES:
BOREMIERIRE . Cavg : MIEHRGEZOFEEMBEFIRE, Cuoin : FIEIEGHE (A 70 2 THR/D) ORMRMITE IR
FE. Cmaxss 1 EFREIZE T DHREMEFIEE. Cagss 1 ERIRBIZHIT 2 X MIETBE, Cuons : EFIREIZBIT
2 ARG R EE

1o 56 BIDRAFEE (95%IEHE X H)

§ 1 41 FIO BT AME  (95%(FHEIX M)

NA : #4575 L

13




4. FERRIZOWNT

AFNDOBE- DB 2 - FFE L. AAIOREIZL Y EEREIERZRE LR
WCXIST 5 2 EDRRERTZD, UTOO~@D T X CEMI- TR B W THEHRT &
Th b,

O HERIZOWVWT

O-1 FTRo (1) ~ (5) OWVTNNIIHEE T LMXTHDL T L,

(1) EAFEBREDHEET 20 AL REEILAFENEE (BT IRS A SEEREHLSIFE
HEHS AR HERL R, Mg A RSIRIRRE e &)

(2) FrEMBERPL

(3) HERRMENIEET D03 ADFEERN (DSADFREER TR, A DRERE
W IFRE. M ABREEHEERRL R L)

(4) ISR EFREEZHE L., SSRIEE L RERE 1. SOEE LRES R 2 XX
SRR R IREL 3 OB EEYE AR D R H 21T > TV D e

(5) DBV G EEIMNE O EEIR D EHE 21T > TV Dliisk

O-2 FEEREACFRER OBIWERFERFF OIS 5 7250505 L iR e R o= (TR
DWFNNICEEE T DERN) 23, B2 ORANB T DinREORESE & LU CERE
INTWDHZ L,

*

o ERTRIFRSR 2 FEOPIBHE ZET L7I21&IC 5 UL O AR OERIRIHE 21T -
TWbZ e, 5b, 28U R, BAEYREZTE L LICERIBREFEOWHEZIT > T
WnHZ &,

o [EEGRFFRUSE 2 EOHWHEZET L7122 4 FLL ORI A/ L T\ D Z &,
9B, 3 FEULRE, fmAFREREO D AEYIRIEZ S0 AARIRDEERIHE 21T > T\ 5
NP

@ BENOEELFEREEOMEHIZONT
EEHMEREBICEE T 2 HEENECE S, BERBEN O OERED, Ak - K2tk
SEEPHIFROE L OEMEICT 258t AFFRPRE LG EOMEERE. &

DL ATON A IEHINE > TN D Z &,

14




® BIEA~DOXIHIZOWT
@-1 MEREHIZEET 5B M

MU MR B O BELRRBIEANIAE LZBIC, 24 BFEREBEAEHIO T, Y%z X
I REHERRR I C BT, R L-RWERIE U CABREELRL O CT Z0ORIVER OERN S B
BREOERNY BHICELN, BEHICHRNAREREHRHNE S TWND 2 L,

®-2 EREEFICLI2FFEESIMSICETIER

DAZIRIZED 2 EMW 72 Mk A BT 2 EREEEEPBEERT=41 7
EEDICEROAZ ) == T ETOVEIRE L ERELILE TE LT — LEREHINE
fHSITWDZ L, Zeds, BEREHICHOWT, DABE L ZOFBEHDIEAMEITND
k.

®-3 EBEHERDOZWr-ORINZE L T

BWER (MEMMERICINZ, KBX - DEK - EEOTH, BUEFX - FrR2 - I
PERERESE - IR - BE(LIMEARE 25, BHREREE (RMEMEMEE X, RIREBRE) |
WNHWEE (TEAEEERE, FIRREEES, BIBRERES) | 1BERR, 589
TS, fe - BRI RMARIE . R, EEOREESE (TEMRRERFMARE,. KER
PEAREMERE. STEALBE, BERAIES) . infusionreaction, AN - BEMEZS - e, HIE
HIRE, WREER (X7 - NV—EREEES) | OHR. EERMIKRES (&
M/ RIBA VESRBER . TRt E I, ARIFERE, EBIERHKIES) | BEEOBR, MKE
FIEMERE, ) IR LC, YRR U RSB OB P 253 D EERT & 3 L

BHWEROZE-ORNICE L CTHRERVOIEBZZ T ONAFHICHLZ L) | BEHIC
B2 MLEN TE HERINE->TND T L,

15



5. BREXMZELRHBE

[F2htEicBId 5 HIE]

O 7T FFEANE GNP A CFRIERITHEE L - UBRREERET - BROTERER
FIZBWT, RENE Lo RF =T AU )VERE L OFFREES THEIMEDR RSN TN 5,

@ ALFEREEOLVET - BEOFERBEEICBNT, FAL 7Y XXV K
CHNART T F & OURAEE RO ORORFEREE ORI RS T
60

® TRICKYT 2BE T DA OREROFERGTEICOWTIE, AFOFED
L SN TELT, AROREMGE LB,
* FIGO AT H AU IHMOBE
© OO TABIDEZHIENT STV MBOTTEMEIEEHA & OpF A5
o (LEREEREORVET - BROTERBEEISTT OFRAE L A"F=T A
BRI & OF RS-
© IR FHEIRRIE

[Z2 &I B4 % HI1H]

O TRICEYUTIEFIOWTEARFORENEZS LI N TWDLZ D, HE5%
1Tz b,
o ABHIORITR LIBBUEDOBEERO & % BHE

@ BBRATOFMIC B W TTFRICEE T 5EBEF IOV TE, AFORGIIHE I
WS ML DTEREIRL A 2 WIS EICIRY | HEEICAANEZER TS L 2BETE
Do
« FEMEMEREOSHIIBEDH 5 BE

o M EERE CHER AR D BE K OVEEE DR Rl A R 2 2 D
FIZ RIEEE LD A DN 5 B

« HOE®REEBOGH., UTEMAZRE L ITHERMED B CRERBOBEEREDH
5B

o EERBEE (EmSHRSEELE) OboEE

s ERORESUIBETEAE T O EE

»  ECOG Performance Status 3-4 " g8

UED ECOG @ Performance Status (PS)

Score | EFE

0 | &<MERIEBTE 5, Bml LR U HEAENHRG AT D,

PIRIICIR LUNEBNIHIR S 225, BITAIRET, BEESE > TOMERIITI ZEATE S,

Ul oz, waie

HMTRIBE TR OHDEIY O Z LIX TR TRIBEZAEEIZTE 22V, BHO 50%LL EiZ~Xy RAACi 29,

[RONEHSOHEOEY O L LTERY, BFEO 50%LL L%~y RoF+ Tl =3,

W

LTV, BOOHFDOEY O Z L34 TERY, BRIy R+ T4,
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b

BRECELTEEITNEHE

W CEFIINA, BERFTEER VRS 2 ERFICED S RA DR L O E
FEROIZOICHERERE IR L TOHBERT L 2 L,

BEBRIZESL D, BE XX ZOFBEICHEIMEROERELZ +5FHA L, REL
BTroETLZLE,

FEREMVER O~ R A MZHOWT

BEMRBER D HLONDZ ENH DD T, RKFOEEIZH > Tk, FIHPER
(EGi, MRURIREE, ) OfERLUOME X SmEoEmE, BEL 71
7528, Eo, REIISUTHE CT, MiG~— W —FEOBELFEMT L L.
infusion reaction 3% 50315 Z & A3% 5, infusion reaction 23388 HAVIZHE T,
WU LB Z1T O & &bz, JERMPEET 2 £ TREORELZ 21085 T 52
Lo

RIS RElE S . TRAEEREER CRIBEREREE N, HLOND T ENHLHDT,
AAHN O 5-BAIEET & O G- HH I E SR N iiireie & (TSH, WEEE T3, iF
HE T4, ACTH, M =LF Y —/VEDRIE) #EMT 5 L.

BIERF 2, FAR42, IFleEES, HFREOBEHERE RPN S H5oND 2 ENH L0
T, ARE O E-BGET R OG5 R IXERIC T #EERZE (AST, ALT, y-GTP,
Al-P, B UILVE L EORIE) 2EMTDH L,

SEIFER (MERK LY ERGEREZEGD) EOEERREENHODNLLZ L
DHLHOT, EFMICROREORFREZER T 528, £/, BROEFENTROL
NIEHEITIE, HONCEREELZ2 T 5 L0 BELHET L2 L,
FAIDHEEIZ LY BEOREFISITERT 2 LEZ b DL RIREORERH
bbb Z N D, BENRO ONIGEITIE, BB LICERITS L-HEMR
TR & RRBR A RO ERN & E U CE D) R8BI M ATV, BE O RIE RIS &
LEMERD RO L HEITIE, FAIOKRIE T IE, R ORIBRERVEHD
BEEELZEETHZ L, B, BIBRERLVEOREIZEIYBIEROSENT
D HNRWEEITIE, BIBERERNLVE DA OREMHEFIOEBMbEET S Z L,
BeERT%, BRSO ARBL COLEERARREAT LI R DH7-0, K
R OFEAATRICORIEROREBUCHFIEET L L.

1 BUpER (BIE 1 BMER B A 2 te) b bbit, HRFEMES F 73 F— R (2E
L2 ENRHLHOT, OB, B, EHZSEOEROBESCIBEEO LR IC+H5ER
THZ L, 1 BBERFENEONIZGEICITEEERIEL, AR VB0 %
DL R E 21T H Z &,

@ AFNOEERFBRICI VT, KEYNOTE-775,E7080-309 3B CITEESEBIHT G 8

BEZ L (BRERRICKLERGEIT X VHER) [CEEOFMMEITo T2 &, &
N NRG-GY018, KEYNOTE-868 #Bt Cld&#ID 9 W AIX 9 M Z &, ZDkIi% 12
BRI EICEMEOEEZIT > TW- 2 & A25E D, AFEBRE R IIERICE{EkE
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