7 .

FEH #£—65%3

3 . 1 2

XBEERHEETA FT A
Ra7nl) XA<w7 (BioFHE#EZ)
(BR74 : A b —& SiEEE 100 mg)
~TFE G~

SR34E12 A (564 12 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®IT

RSSO GE « ZRVEDOMRDT-DITIE, BMHSEEEIEASWEIER 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
R L SOEORATTEE 2016 CFRK 28 45 6 A 2 HEREIRE) [CBWTH, 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 LRI SN BEITH LCTHEAT S & & bic, BIERASREE L7ZBRIC
B IS A & D 2 LN AR — B OB A TR 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, MSIATEGE NESES RS G HE, AR B AR
B, —HEREN B AEARNEHES K OISR N B AR ABHEE 20D b & VB
L7,

W E R DER XA M A—F EEEE 100 mg (—f%4 AT e X7 (&
B/ z) )

R ERDMEUIDHE - 1T - RO E R

HELhAMERONE « hOBUEMEER & O HICB W T, @, RAICIZ, a7
n Y X~v7 Bk z) & LT, 18200 mg % 3 #ERERE
X 1191 400 mg % 6 fEFEFE T 30 M2 CTRIETRET D,

B3k IR 58 3 #F - MSD Rtk




2. AADOFHE, ERBF

FA FL— X AT 100 mg (—4 a7 e Y X~ (BIE L) L UTF
[AHFI] w9, ) 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 R I T AMAR S B GRS 2 & kAL D 72 O 12 03 AFRRR 2SI 3 2 = 7 s e il
AA »F T, PD-1 1%, REERREIZEOTEER T fldoMiaRmcgEiL, B %t
2 SO % & e AL STl 72 0% FOG 2 dilH 95, 3705, PD-1 1E U I R LG
ATDHZEICEVHEZRIRICL D v 7P VGREEZ AT 2% B8 TH D, PD-
L1 OIEFHMIC BT 2HBUIDT N THH M, Z< OBAHMILTIE T Mo 250
ZDIEEWBENCRIL TS, BDAMIIICET S PD-L1 O&EREIL, B, ik
FE. NTARRRE ., ONEE. FENRAE e E O A RBATTRARKFTHY . KW
TR OMBEERRE I TWD,

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

AFHNE, PD-1 & PD-L1 X ONPD-L2 OV Hv ROFESZET S Z Lick v, EE
W N Th D S SIS ENE T U L S ERATEME (L S8, FUEIE S 2 BIS ML
T 52 & THIEGIRE R T D,

HFN OV FIRSFFIC 5 < B DRIEFIGIC X B BIERSER & bbh, B UIEE
BB AN B B, ARG T RO GHICIE, BEOBBE T, RE
PR BN HACIL, TH L WIS U S 72 50T & A F5 oI & i
U Cili gl 7 I I 217\ I O SRIERSIC & BEIER A EbN B AT, BIE
RORLR L LA B B DY) AL 24T D BB B D,



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

[HzhE]
@ EBILFEZEIARRER (KEYNOTE-775,E7080-309 k)

7T FF R B G TALFRERE O & 2 VIR AR 2R AT - FR O E IR EE 827
(AAA 104 Bl % &1e) Z%t5eic, AKI200mg 3B (BAF TQ3W) 15, ) #
&L on"F=720mgl A 1EHEGOHFMREE (LLT TRA/ LR F=T] v, )
DEWER VL AMED, ALFMRE (REY LB Y 7 U 7 ¥ L) EXRE LT
BEtS e, FEFHEE BT RAEFAHH (BUF T0S) &9, ) KOS A {7 ]
(LAF TPFS) &W9H, ) & &, KA/ Lo N_F =713, AbEE L R L T 0S KN
PFS ZHEICIERE L7 (1, M1 KUK 2) ,

#£1 B (KEYNOTE-775,/E7080-309 3RER)

AKHN/ Lo R TF =T RE (bR IERE™
(411 7)) (416 f31))
R [ A ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5, 12.9)
0s*® N — R 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™ ¢ N R 0.56
(95% CI) (0.47, 0.66) -
P f*s <0.0001

CI: {ZHEXM. *1 : A#41200 mg 2 Q3W, Lo AR_"F=720mg (F&H) &1 H 1 [ETHE L,
2 FF Y LET Y 60mg/m? %2 Q3W, NI N7 U ZF &/ 80mgm? &%= —A (1 =—A28H
) ©1, 8 XIS HEIZHEE Lz, *3:2020410 A 26 AT —% v A7, *4 : JgH Cox k.

BINP— FET AT L 2L E (RR YL eI 7 ) 2% k)

LD, *5 e

75 TRE. *6 1 RECIST HA KT A4 > 1.1 JRICHES < B ST yep &




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 Bi#t (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)



@ [EBILFEFHIFHERE (NRG-GY018,”KEYNOTE-868 #thk)

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 X TN dMMR O W OEM THAFIREL T 7 B AR & bhig L
TPFSZ#HAREICIERE Lz (F£2, M3 KUVX4) ,

*1 o R AHBNIRIE & U TEBIRIERE N & 5 BE OB E . UikbFRIEKR 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=—AD 1 HEICESE) L3727 U & X&)/ 175 mgim? [
JER IS D T2/ 7 ) 2 X LOMENTERWVEFICXH LTI, FEXFXEL
75mg/m? (H AL 60-70 mg/m?) X7 V7 X URREAL RS U & ) L 175 mg/im? O 5-
NA[fEL &Nfz] RO AR T ZF > AUC 5 mg-min/mL 824 BOJEIC Q3W #& 5 (%=
— A0 1 HBRICEY) 26 a—2&E5 L, ZOtk, HERHRIEE L CTARK 400 mg 6 i [
fa (LLF TQeW) L5, ) THE L GRERBIAARE, MERFRIEMI O AHFIIX 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 PFSTOAMMEE (NRG-GY018,/KEYNOTE-868 3Bk, MMR MDIREER])

. \ ) gy (] | 0 P
MMR DIRTE Rt (IR~ (95% CI) (95% CI)
’ P i
\ 13.1
|
AR 294 (10.6, 19.5) 0.57
pMMR ™2 (0.44, 0.74)
oS R 8.7 <0.0001
7' Z v REE 294 (8.4, 11.0)
\ NE
|
K%Jﬁi 110 (30.7, NE) 0.34
dMMR" (0.22, 0.53)
PSR 8.3 <0.0001
7T R 112 (65, 123)




Cl: {EHEIXM. NE : #ERn[,

*] : RECIST HA RIA4 2 1.1 MICE-S < TRBRTE Y ZE Al & .

*)  PEMEATEE DT — % 12022 FF 12 H 6 B » bA 7, *3 : FRIITRFO T — & 2022 4 12
H16 By 47, *4: BRI Cox I NY— RETNVIZL AT T BREELORE, *5: Ehlo

7T I ROE

— FEILILFEEL OHAEE
TR bREE s OHBEEE

at risk#%
FElLEEEELORBEEE 294
TSt EELEEOEREE 294

3 PFS @ Kaplan-Meier g% (NRG-GY018,/KEYNOTE-868 #B&)

12 18
SIS 7 HAR (]

57 29
36 15

162

144 4

(pPMMR DEH)

100 -
90 -
80 |
£ 70- .
B 60 - | A—
50
%\g 40 i l 1o
aé 30 i -FHF+ - .“57‘ 77777
20| — smeswmreosmEwz 00 e
10 ISR AL L DHERE
% 6 12 18 24 30 36
at risk2% EIEEYFHRE[A]
KRl EEELEOHEEE 110 85 45 24 10 9 2
TIEhECEEEEOHBEE 112 69 25 9 4 3 0

X 4 PFS @ Kaplan-Meier Bi#R (NRG-GY018,/KEYNOTE-868 #\8%)

(dMMR DEE)



[Z4xtt]

O ERHLFESE M RS (KEYNOTE-775,E7080-309
HEERIIAR/ L "F =71 405/406 ] (99.8%) . {L2AHRIERE 386/388 £ (99.5%)

alR)

RO L, BRI L OREEBENAGETERWEERERIT, T T 395406
(97.3%) K 1)364/388 ] (93.8%) IZ78 HALIZ, W NN ORETREEIS 2 5%LL o

BVERHIZTERDO LB ThoT,
#3 VTNLOHETREASIED 5% EORBIER (KEYNOTE-775,/E7080-309 3RER) (MM S 4 M)
0 e 1 N KA .
g;simb(”)réznjzilﬁs) soc i 6
_ﬁrﬁ & ( PT: Preferred K L AT = TR ——
(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
FEENE LT BRI iE 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
N WA
R e SO 42 (10.3) 4 (1.0 0 1 (0.3) 0 0
FR B BE AR T 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
A 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—i% - EHREER X OEE M ORE
8 J) i 76 (18.7) 17 (4.2) 0 76 (19.6) 9 2.3) 0
%1 113 (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
7T —EHm 22 (5.4) 6 (1.5) 0 1 (0.3) 0 0
;/Z ?:;/_Ei%jm/ h 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
jﬁg@;;m VRATT A ©7 4 (10 0 5 (1.3) 2 (0.5) 0
i FARBRRR T (10.3) 0 0 1 0.3) 0 0

M



T
A

B Bl Kk sy B (SOC:

Bi%x (%)

System Organ Class)
T f (PT: Preferred KA Ly AT =T B e
(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
RIS L Ok E
BHEIR 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) 0 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
utlisZ 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
K= 2 — R F— 9 (2.2) 0 0 22 (5.7) 1 (0.3) 0
&I X ORI R
BEHR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
MRk g, FERFs K OViEhRRE &
R 77 (19.0) 0 0 2 (0.5) 0 0
= 26 6.4) 0 0 7 (1.8) 0 0
R B X OB Pk
it B 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
g{sﬁi RIERAREAS 0 07y 1 @) 0 3 ©.8) 0 0
9P 29 (7.2) 0 0 7 (1.8) 0 0
B 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
kel
i 1 249 (61.3) 149  (36.7) 0 4 (1.0) 2 (0.5) 0

B ARBUL o RF =T EICB O CRIEMEMEER S 6 (1.2%) . KiF%k - DGk - &
FEDTHI 50 51 (12.3%) | EEOREREE (MR AESCRAEIE, BRI ARE R
ZIALBE, FAREIESE) 4 #] (1.0%) . #MiREE (¥F7 2 « SU—EERES) 9

(2.2%) . BIERFSR - A - IFHREREE - 1T - s bPEIRE 28 109 ] (26.8%) . H
IR RERRE & 237 1 (58.4%) . TEEMAHERERET 2 ] (0.5%) . FIBHEREREE 4

(1.0%) . 1 BUBERHS 3 B (0.7%) . BEHgrEkETE (RMEFIEMER R, SRERIEERSE)
1341 (3.2%) . Wk 4B (1.0%) . Fhdk - BORCHHAARAE 2 1] (0.5%) . EJEFHEJIE 1
Bl (0.2%) . FZ% - BERER 1B (0.2%) . SEIMER 3B (0.7%) . Lz 141 (0.2%)
J% N infusion reaction 5 51 (1.2%) 2#8® bz, 7o, EERMEESE (G Mk MR

9



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

@ [EBILFEFHIFHERAE (NRG-GY018,”KEYNOTE-868 #thk)

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
DEEBYTHoT,

AEFL, AEA. ZEMERETFHEORBEBEIEGIL pMMR &Y dMMR O 2 &
LCHEMHLE,

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

@ B Bl K4y #H (SOC:

System Organ Class) P (%)
%e”f) 5% ( PT: Preferred e 25 bR

(MedDRA ver.26.0) 382 {3 377 fl

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

AEMEH 365 (95.5) 171 (448 1 (03) 358 (95.0) 120 (31.8) 2 (0.5
MR LY o SREEE

i 178 (46.6) 53 (13.9) 0 162 (43.0) 29 (7.7) 0

I P BRIBE 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

FOR IR REIR T 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

AN 31 (8.1) 2 (0.5) 0 15 (4.0) 0 0

A 48 (12.6) 2 (0.5) 0 37 (9.8) 4 1.1) 0
—% - RHREED L OGN ORRE

%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
R
;3;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
Mmg;;};m VIRATTZ s (92) 1 (0.3) 0 33 (89) 1 0.3) 0

27 L7 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
Xt/ Bl 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 37 9.7 2 (0.5) 0 26 (6.9) 0 0
FHR SRR
FEMED F 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
B J OB TR
BB 163 (42.7) 0 0 167 (44.3) 0 0
% 9 FEAE 47 (12.3) 1 (0.3) 0 34 (9.0) 2 (0.5) 0
% 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

ek, AFIBECRB W CREMEMZER 46 (1.0%) . KIGK « MGk - EEO T #1141
(2.9%) . RkbEE (X7 - NU—JERES) 98 # (25.7%) . BIEATR - A4 -
HFRkREmEE « T4 « REfLPEIRAE 25 o1 5] (23.8%) . HUIRIRMEAREFEE 54 5] (14.1%) . F
TAHEREREE 2 ] (0.5%) . RIEHEGERE 361 (0.8%) . 1AUBERSS 161 (0.3%) . &
BReRE S RAE HEMEE R, REREBRE) 4 61 (1.0%) . BEX 1 # (0.3%) .
7%« BERUTRLARAE 2 51 (0.5%) | ESEAMEE 1 B (0.3%) | fxde - Bl - FhER 1

11



B (0.3%) . S& MK 2 ] (05%) . Lz 141 (0.3%) KT 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 K, MERAREGER L OEZIZRO b
minotc, REWERARBURIZEERS BBAREMET 2E5T) 2 E30EHERE R
R

12



[k - H&E]

KA OREMEDERRET LVEZFHA LI I 2L —a 12k v . AH 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 EFIRRBIZIT 2 EHMIETFIRE (BLF TCags) &9, ) I, Al 200
mg % Q3W TG L7ZBED Cagss CHALIT 2 & TSI (TFR) . F72. &Kl 400 mg
Z Q6W TH G L7ZBROARA 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
(RHE) % Q2W TG L72BED Craxss & L TR Z /R T & FHIS A (FHR)
E 5T, EMERAREBE 2 RRICAH 400 mg & QEW TH LG L7-EsE 1 AR
(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% 400 mg % Q6W TH#5- 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 FHORYEERNT A—F

- Crex Cavg Coin Crraxss Cavgss Crinss
(ug/mL) (ug/mL) (ug/mL) (pg/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?-519.7) (27.277-38.1) (17.%3?-118.3) (91.3?'984.1) (49.?3(,)':1.0) (30.??1.4)
400 mg Q6WT (12;2; 4) (32,%?;,12,7) (10;??0.8) (14(1;1?49) (50.??15?1.3) (19.?3(,)'230.9)
S| ase.a NA (144,354 NA A -
10 mg/kg Q2WT (215,2223) (14?11145) (11%,1221) (421,2?133) (27(23,7282) (19%,9200)

+:n=2993, 100 EIDY I = L— 3 NZE Y EHIN-KBAEIEO T IAE (2.5%4, 97.5%4) . 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 W R

I 056 FORMEEIE (95%(E X H)

§ 1 41 Bl DO LAEEIE  (95%(ETEIX[HD)

NA : %470 L
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4. HERRIZOWVWT

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

O mERIZ2OWT

®-1 Tio (1) ~ (6) OWTIMNITHEYT Dl ThD Z &,

(1) JEAETERENIEES 20 s FEELIRPE S (BRE TR DS A2 R EE ML R
fﬂﬂ%%ﬁ’\fﬁ@#% URE,  HUE)S AR R &)

(2) FrEREREREPT

(3) HENTERINFDEE T D03 AiPEEERET (DS ASREEEEFE EmlT, 25 AUigiiEE
Wh1IRbE. 28 Avis iR EEHE R e &)

(4) SRf a2 E L, SRR Lol 1. SORIER by iR mert 2 33
SRR L SRER2IEE 3 Dftiak VI AR 2 Ja tH 24T > TV D fitiak

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

@-2 T EEEOACFEIE L ORIWERFE R OIS A0 7250, & R AR oERT (R
DUWTINICREE T D ERN) 25, HRE2FEAOAANZ BT DIGRO RS & L ThE
ShTNbHZ 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
WahZ L,

o [ERIRFFEUHE 2 SEOPHWHE ZE T LT-1%IC 4 FELLEORRRZ A L T\ D Z &,
96, 3 LR, WmABHER O SR ST D AR ORAIHE 21T > T\ 5
ZL,

@ BREANOEELFREHERDOMEHIZONT

PEIESL G HE PRI 5 BT DEE S, REENEN O OIFRE N, AWE - 28
EHPHIE RO OEMEF ST D IE MR, AEFFERPAE LG E OmEES, &
DIERNATON D IKHIDFE > TN D Z &,
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® BUEHA~DOXRRITONT

@-1  MERRAEHICEE S 5B
MEMEMEEEOEE Z2RIER N EA LIZBRIC, 24 REEZIREHI O T, Yakhiik X
TR BT, FEELLTZEIERIIG U CABEEL N CT ZORIVER ORI L5 7

FRADOFEFRD Y HHICHE LI, B OIS ATRBRAH N > TN D Z &,

@®-2 EEEFFICLI>AFFRNSICETIER

ARSI B B 72 sl e O e 2 BT D IR FE DRIEHE =4V v 7
EEOERDOAY ) —=0 T 2ATOEIRE LW Z LA TE D F — L ERKH] 35
SN TVWDZ &, b, BYRIAHNZDOVWT, BAEE &L EDOFIRZ DM TN D
Z &,

@-3  BIEAOZWHRIGIZE LT

BIER (RIEMEMZEARICIN X . KIBK - /NS - BEO TH, BFEME « FFR42 - T
HRERE T - IR - AELPERRAE 28, BRERRERE S R MR R, RERIRB RS |
N WkEE  (FERAMKERE, FRIEEERS, RIBEERES) | LARRE, 589
BEe, fhe « RERUTHEMARAE . S, FEFE O R ERaE (P EptER AESERARIE . Bk,
FERRAEGERE . ZIALEE, BRRIESS) | infusion reaction, AMZE - BElEAK - Fhlise. HIE
IERE, MRRBEE (X7 2 « NU—EGERS) | OBR. EELMEESE (GEE
M/ PESRBER . IR I, AREFERES ., MEYERIERIES) | HEOHR, MEKEF
BIEGERE, RS 1Tk LT, YKk XIS M R B O RPN E A A5 B R & i L
(BEERHOZWroSIZRE L THREROIEAZITONLORMFICH DL L) | BHHIC
W) ZRALED T E DRI > TS Z &,
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5. BEXRLLRDEBE

[ B2 B3 5 1]

O 77 FF8AHN R G Te D AACFRIEZ T U - UIBR AN AR 70 1T « 8 OB KR
HIZBWT, AANE Lo RF =T XVt L OfFR&RETAEME N RSN TV 5,

@ ALFRIERE DO WETT - BREOFEREEEICBWNT, AFlE A7) Z2XEvL K
WHIVRT T F 2 L ORFREES KO D% ORAEME S O/ ERREINTH
Do

@  TREIZEZ YT 2 BB IK T AR O G M O A TTIEIZ SV T, AR OF DD
ML SN TR LT, AFOHRG MG LB,

e FIGO 77 I ik O T EE
o OXITQTAAIOARMEI TR S TV OHTEMEER & OO 5

o ALFEIEREO I WETT - RO FEREBEREICHTOARFE L ANTF =T AL
Fets & OO S

o IR

AT 5 FH]

TRICEY T2 HBFIC OV TIEAR OB SN LI N TWDLZ b, 5%
1Tz &,

o ARAIORIITR LIBBUE ORI D & 2 B

(%
@

@ EBREIOFHMIIZIB W T FRRICHY T 2 BT OV T, AAOFGIIHELE X7
WA, ORI N 2 WIGEIZIRY | HEICAKIZEH T L 2B ETX
50
o [HEMERTRE $®Aﬁ2iﬁﬁ®%é$%

o M EEg R A CRE R AR D B M ONEEIE O R R e Ol e i 26 5 o
il JIEME 2 A 7S P %hé%%

o ACMERBOAIE XITEMHENRE L IEXHFEMEO B CEREEOBEREO &
L BHE

o BERERIE GEMEHaBREL ET) OboEE

o FEBEORBGOIBHE A AT 5 B

+  ECOG Performance Status 3-4 "V 04

(ED ECOG ¢ Performance Status (PS)

Score | &

0 | &<MEREETE 5, Fwil L[ U A AENHIRZR AT 5,

PIEBNZIE LWEENIHIR S 525, BTHIRE T, BAFREH > TOERIITO 2N TE D,

Vol mezs, EEese

BATAIHETH O DEIY O Z L IX T~ TREEZDMEEZ TE 2, B O 50%LL Eid~y R4 Tild 29,

BONT-EADEDEY DL LT, A0 50%L Ex2 Xy R+ Tl =1,

AN

ALENT RV, BOOHGOEY O Z L34 TERY, BEICy KW+ Tl I4,
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o

BEICERL THEETNEFH

I SCESITIN 2, G IRGEEH DIRUET 2 BRI 2D & ARAK| O Feik KX ONE F
RO DI B2 ERE I L T OEHT 52 L,

TR D A XU OFRICAE MR ekt 2 HodH L, RE%
B ThoETHZ L,

FEREWER O~ A MZDOWT

BVEMERR DS B D 2 ENHHD T, KEOEGIZHT- - Tid, WIHIGER
(B8, MR IRIEE, NKSE) OfERE KR OWIE X #Rd o Fiiss, Blggz ol
1792 &, £, LEIDLUTHE CT, MiE~—F —HF0OMmE&ZFET 5 &,

infusion reaction 23% 55 Z &3 H %, infusion reaction 2378 BT,

WERMEZIT O & & bIZ, JERDEIET 2 £ TEREORELZ +7I2B8ET 5 2
Lo

ORI REIE S, P ERAKEREE X ORIEHEREERN LN 2 ENHDHD T,

AFHN O£ 5-BRIART K O 5B P E RIS N WS RE A (TSH., 7l T3, i
Bt T4, ACTH, M =LY —VEDRIE) ZET 5 &,

BUEATZE, FFAA, IFSREREE ., IFREOHLHEIRERR S bbb Z ERH 5D
T, AHNOEE-BbART K OG- ]I R E I TR REM A (AST. ALT. y-GTP,
Al-P, B Y VB EORE) & FETHZ &,

SEIER (MCERMKICEERER L ET) FOEERIEERHODND Z &
BHDHDOT, EMMICIRORFEOFEEZERTHZ L, £z, ROBRFEPRD L
NIEEAEIIE, DI EREEZ2Z2T 5 L9 BEERET L2 L,

AR OEEIZLY | WEOHRESONTRRT D & B2 b DdHkL REBHRED H
SEPoNDZENH D, BENRDSNEAICIE, B LZERIOS U5
PRI & R A RO BEAT & B U C Bl e SRR W A 1TV B E O RE RIS IZ X
LEWER RSO D 5EIIE, ARIORE I IE, R OEIEEE R LVE FHO
BHEEBEETLZ L, B, BIREREFRLVE L OEGIZE Y RIEROSENTE
D HIRWGE IR, BB R VE LS OREIRIFIOBMGEET D Z L,
G TR, FoRMN OB ARB L CrLEWEANEH T ER”b 5720, K
RO G THICHRIEH OB+ 2ICEET 52 &,

1 BUBEPRIS (BUE 1 BUBEIRI 2 Sde) Md Hbiv, BERFMES T2 R—v RAZE
LZ2EMBHDHOT, O, B, WEMESOGER OB BFESCMAEEO LRI H0EE
T5Z &, 1BRBASEDN-SGAICITEEEFIE L, A R Y VRFI DK 5%
DY EZITH Z L

@ AFNOEKRZERICB VT, KEYNOTE-775, E7080-309 #Ek CIIME/ELEITIT NG 8

W Z e (BRI ERG ST VHER) ITEMEOFHMmZITo Tl & &
" NRG-GY018,”KEYNOTE-868 iR ClIm I 9 H HIX 9 BB Z &, FD%it 12
B L ICHEEDOF I 21T > T\ 2 & 2 BEIC, AFIE G I3 E e E s
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