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o FEBORYIMTEEA T HEE

e ECOG Performance Status 3-4 "V 0 H g

WED ECOG® Performance Status (PS)

Score

=
JEFR

0

< R JEBITE 5, AL [F U HHEAERHIRZR <ATR D,

PIIREICI LR IHIR S5 28, SITHRE T, BAEERH - TOEREIFTI 2N TE D,
Bl - B, FHEE

BITR[BECTHAOH OB O Z L 13T X TREEIEBEEIT TE /20, B DO50%LL Fig~y R4 Cild 29,

RONTZEHSOHEDEY DZ & LTERY, HFD50%LL &2y Rk Tl =29,

Alw (N

ALENT RV, BoOHGOEY OZ L TERY, BRIy KW+ Id,




XEFERHEETA FF A
Roa7vl) XA<v7 (BaFHEBLZ)
(BR74 : ¥4 P —F SREEE 100 mg)
~EfEAE~

Rk 2 942 A (SF1 745 AWET)
JEAE S EE




SR/

AR

X CHIZ

ARFN DR, TEHBET

i PR A

W Iz O T
BhHxtG L 70 DA
BHICE L CEET & FHHE

P2
P3
P4
P18
P20
P21



1. IIC®HIC

IS OGN - REMEDHEROT- DI, WA STEZEIZE SV Tl E el 23R D
b, 5T, IWEORARHMR ORI L0 | FUREIRG 22 & OB 72 HiLE A%
FIEIEGLDPEAR SNAH T, 2O DEEMZ BEICLE /2B ICRMET5 Z L 3RO
AR & 7o TR RBFMBGEE L M EOFAR S £ 2016 (R 28 4= 6 A 2 HERERE)
ICBWThH, FHERLEOHHORBEHEEZXS Z L SN TW5D,

BrRAVE AP ERR ST, SR ERC LM T 0 7 7 A VR OEI S & 5 R
RHZENRDD, ZOD, FIMEROLZEMEICET D ERN T+ ERT D E TOR,
WMHEEGLOBELEZT D LRI NBHEICH L THEAT D & & Bz, BlfE
FNREE LTI LBt & D 2 & AN Al hE7e — 1 O B & 7= 3 = R B < A
THILENEETHD,

Lo T, KA RTA4 T, BBEESLZNE TIIELN TV A EFITFR -
BHER RN FE D & | LUT O E IR O feii 7o FH 2 HEdE 3 2 8La b B i B %
FROEEFRRE T,

I, RHA RTA 0%, MNIATBOE NEFR G ERE IR O, 2B ARAR
BRR IS s . — M E A B ARERRNBHE S L OASA RN B AR ER 2 O )
D EERR LT,

KB L I HEIRE T A FL—F EERE 100mg (— %4 XaTn Y X~ (Eis
THAHLZ))

KR ERDEMTAR « Btk B

REERDAELOHE W%, AT, a7 nr) X~ (EaTHaz) LT, 1
[a] 200 mg % 3 M fEIfEIFR 303 1 [5] 400 mg Z 6 A [H] T 30 47 fH]
T THREFRET 2, 7272 L, INRmBRIEOS A%, &5 WM
L 12 W HEETET 5,

& Ik 58 3 & 0 MSD RSt




2. AHIDOKK, 1ERBF

XA MV —F miEERE 100mg (— 4 - _A7 v X~7 B z) AT TR
Hl &9 ,) 1E, PD-1 (programmed cell death-1) &% D U 4 K TH 5 PD-L1 LT PD-
L2 L DOfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 FR 1T T M S0 BEARREAE 2 & 26U 2 72 O IZ S AVHIRR AN FI 9 2 3= 7 s 2 il 4
AA »F T, PD-1 1%, fEFEZRREBICE W CEER T MfdoMiamic BB L, 3omh
PE NG % B e A X TRl 72 s RS Z i %, 705, PD-1 13U > R Eff
ATHZEICXVPURSRBRICL D v 7T Vs AICHIET 5% B/IKTH S, PD-L1
DIEFRMEICB T 2HBUT DTN TH LD, < ORAMTIE T Moz 2z
HIEEWBENCHILL TS, DAMIBLIZE T D PD-L1 O &I, B, s .
feffasE. SBLEE, /NS O~ B AT THRARIKNTTH Y (RWERE L
OFBIERHE ST D,

BED D DGR T4 & PD-L1 HBLOFEEAME S, PD-1 & PD-L1 OFRBKILIEE
DOHPERREICIB W CHEERKZREZE S Z LRI TEY | Hiiz e N ATEEORER &
LTHIfFSh T 5,

AFNL, PD-1 & PD-L1 X O'PD-L2 DU B> ROFEAZET L Z Lick v, EE
W NBREE TR DRSS A S T U S ERATEMAL &8, HUlEE S 2 FE (L
T 52 & THIBEGIR BT D,

ARFNOVE RIS < E O RS X 2RIEREN & b oh, BESUIEELTIC
ELARMEND D, AFNOEGH R OREGHICIT, BEOBIEEZ 512470, B
O HIVIZHAITIE, FEH LT F RIS U RPN 2 gk & BB 2 FF D Rl & i L Coi
SN2 8RR 22 ATV P DERISIC K D RIER 2 B 2 56 1213, BIRRE AL
T UANDOP G DGR IE 24T O MEDN D D,



3. BRREE
ST B4V D AR A 417 - 72 H /2 B AR 0D Bl 2 1T

[ 2hi%]
OEWH 1 b fHlER (KEYNOTE-041 #f#%)

(EFRERE DI UIA BV A~T GBE L) CLF AV A~T 1 E0D,)
BEERN2 LY AU FE TORFIIERE 2 A D2 RIGUIFR A RE e B BAE R 42 4

(B MR XI5 37 ) Z X8I, AAI 2 mgkg 3 B CLF TQ3W] &v9,)
B G- OF MR VL EMEDSRE S iz, 7ol IR CHRAEET RS LA 1T,
YR BT 2 R IR FE D B AV WEDEFIRIIC L E L TV 5 BFE Tk, REILARE O]
BRIl CRBIEITARD DN D £ TAAIOE G 25+ 2 LN ATRE & &z, HERT
fhIE H Td 2 RENR[RECIST WA R T A > 1.1 Uz < i) @iz X 5584288 (CR)
XAFE S ZER) (PR) ] I, 24% (95%(EHEIXH 1 12~41) Th o7, 7o, FANIHEL
7-BEIX 10%TH -7,

@/ 5 M AHRER (KEYNOTE-002 #-5%)

A BV AT K DIEEEAE AT HRIGUIRAGE e BV BAEEE 2 xR, AR 2
mg/kg Q3W #x5- K TN 10 mg/kg Q3W 5D A #ME M OV BMEN | ALFREE (X Ry
V. TEYRIRN, VAT TF RXT VAN NEIHIVRT TF o+ 17 ) Z ¥
B, LR TICCHE) &V9H,) ZXIRE LTREISNT, 7ods, iGN T EETH
RO BTG AIT, TREBMEAT 2 R IR RO DR WEO BRI LZE L WD EBE
T, RIBICARE O B FEM CHRBHETT RO b D F TARAIOER G Z ki35 2 &3 af
HE & SiTo, FERHMIE B XA (LT [0S) &) ,) KOEERE A fF I (DL
T IPFS) & 9,) & &, ARANMEFRIE L LT, PFS A EITIER L7z,

#F1 FiMERE (KEYNOTE-002 3RE)

AHA| 2 mg/kg AH 10 mg/kg {7 E
Q3w Q3W
(180 1) (181 1) (179 1)
g [A ] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
0S N — R 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P fE"™ 0.1173 0.0106
i [H ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PES*! | ~Hf— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P fiE" <0.0001 <0.0001

CI: {EfXMH. *1 : RECIST 74 F7 A > 1.1 BUZES < HUR#RHE & ONEE 5 E 1 & 2 R,

*2 : JERI Cox LB N — RET M L H(LBFIE L O, *3 . @hla 77 v 7 RE




100
90 2 — &3 2mg/kg Q3W
80 ] ——— Z#10mg/kg Q3W
70 ] {EFRE
& 60
f# 50 .
# 40 -
30
20
10
0 Rl JLLLpALb b bbbl bl bt bbbt Rgbheofebodeidy bl eLolLiibolly Ll ablbbuob (bbb folciabidatbl Fbeliibattis)
03 °6 9 12 151821 24 .27 30 33 36
at risk# vz (R)
## 2mg/kg Q3W 180 131 95 70 61 11 0
FA10mg/kg Q3W 181 138 99 79 67 12 0
== 75 179 115 80 60 48 9 0
B 1 OS ® Kaplan-Meier #i#f (KEYNOTE-002 3RE&)
at risk®y RN Hm R)
F&| 2mg/kg Q3W 180 153 74 53 26 9 4 2
#&|10mg/kg Q3W 181 158 82 55 39 15 5 1
LS8t 179 128 43 22 15 4 2

X2 PFS @ Kaplan-Meier % (KEYNOTE-002 35%)



@A HMARFRER (KEYNOTE-006 #k5%)

AV A TICELDIREREORNIA Y AT E2EERN 1 LUAETOLL
FRERE 2 T D RIAUIBR RN RE A2 I A S BT A KR, AA 10 mg/kg Q3W Bi b K&
O 10 mg/kg 2 BRIEIGE (LT TQ2W) &W9H,) BHEDOHIMEROLEMER, A U A
~ 7 a5 E LTl ST, ks, B EHE TRDEITARD b GE I, Rl
T2 RIIERDFED BN WEDRERIIZZEZE L T2 B Tk, RIEILLRE O Bifg LA
THREMEATRRO 6D ETAFOE G 2k 5 Z LA aHE & S, EEFHEEE
IZ0S OVPFS & &, AANFA B A~ 7 Ll LT, OS XO'PFS # HEICIERE L
776

#£2 FiMEE (KEYNOTE-006 3E)

AF) 10 mg/kg AF] 10 mg/kg AE) b~
Q3w Q2W
(277 f511) (279 1) (278 1)
e [H ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0Ss*! NP R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P "3 0.00358 0.00052
ufl [H ] 4.1 5.5 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | MHf— K™ 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fE" <0.00001 <0.00001

Cl: 1EEXW. NE: #EART, *1 : PEETEEOT —% (201583 A3 8y A7, *2: @)
Cox lbHINY— RET NI L DAY AT LDk, *3 . @hlla 77 2 7 KiE.
A KT A > 1.1 BUTEES INE U 72 Rk K ONES BP EE IS L 5
Z (201449 H3 Ay b4 7)

*4 : RECIST %
R, *5 ¢ o RARAT RO —



B 50

——— FF10mg/kg QIW
F#10mg kg QIW
— AEULTT

at risk#

Z#10mg/kg QQW 279
#&10mg/kg QAW 277
AEULTT 278

K3 OSD

100 F T
| o = e A 10ME kg QAW

£ A]

266 248 233 219 212 177 67 19 0O
266 251 238 215 202 158 71 18 0
242 212 188 169 157 117 5 Pt v

Kaplan-Meier Hif# (KEYNOTE-006 35%)

33 10mg g QIW

at risk#

##I10mg/kg Q2W 279
#7110mg/kg Q3W 277
AEVULYT 278

2 4 6 8 10 12 14

FREEFEM(A)
231 147 98 49 7 2 0
235 133 95 D 7 1 1
186 88 42 18 2 0 0

X 4 PFS @ Kaplan-Meier Bi## (KEYNOTE-006 35%)



@E BRI R MAERER (KEYNOTE-054 #85%)

SERUBHORT—VI WY oEERAEBE (HAN 15 B2 5T 2812, i
RAHBIETE & L TARAI 200mg Q3W £ 5-OFNEKR OVZE2MEN, 77 'R EXRE LT
et E& N7, FEEMME E T EERAGSIM (LR TRFS) EWo,) &, AFNTT

FERELEHEE LT, RFSZAEICEE LT,

#£3 FiERE (KEYNOTE-054 35k

AF1200 mg 77 R

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

(95%CTI) (NE, NE) (16.2, NE)

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

Cl: XM, NE: & ARA[, *1 : PEEITRFOT —& :20174E 10 H2 By hA 7, *2:

J&

Bl Cox bl N — RETNICL DT TR EDE, *3: BHlu 7 Z 7 E, Q3W : 3 HfHM

b4 5-
100 -
90
801 Ty
X 70 A “’_“‘\‘h,\%
B 60 -
50 - o
¥ 40 -
g 30 1
20 | —— ##H200mg Q3W
10 A ISt
0 T . . | . . ;
0 3 6 9 12 15 18 21 24
at risk# EEREFHRB]
AFI200mg Q3W 514 438 413 392 313 182 73 15 0
TS5tk 505 415 363 323 264 157 60 15 0

5 RFS ® Kaplan-Meier Hi#R (KEYNOTE-054 38%)

D AJCC (American Joint Committee on Cancer) JHMI¥E (55 7 i) (CHRS<FHI, A7 — VA TiXY &~

NEINOEERBE 1 mm BORE DI,



OFEBEILF M AHFER (KEYNOTE-716 ##)
FERPBRBEORAT—V OB XITNC "2 oEEEAERE (HAAN3flEzEt) &
SR, TR ABIHRTE & L CAAI 200mg Q3W &5 OFIMER O 2MEN, 7T 'R
ERIEE LTSS, EEFHMBIEA X RFS & &, AFNIT 7 &R &l LT,

RFS # HEIZIER LT,

# 4 AaAEE (KEYNOTE-716 3ER)
AF#200 mg 7T R
Q3W
(48711) (4891431)
efE [H] NE NE
(95%CTI) (22.6,NE) (NE, NE)
1 45 RFS % (%) 90.5 83.1
RFS™! (95% CI) (87.1,93.0) (79.0, 86.5)
INH— R 0.65
(95%CI) (0.46, 0.92) -
P fl*? 0.00658

Cl: fZEXM. NE: #EEARF, *1: 1 [0 B O METRF O T — % 1202012 H4 By NA 7,
*2 : @RI Cox el NY— RET ML DT TR EDHE:, *3: Bhla /7 7E, Q3W : 3
1 [ R b % -

hL T T

R -

B\BEREREE (%)
wHs U O N

=N
- R-E-R-R-F-

— FHJ200mg Q3W

TSR

0 3 6 9 12 15 18 21 24 27
mEREFHRA]

at risk#x
AHI200mg Q3W 487 465 401 340 249 149 71 21 1 0
ISR 489 475 400 336 229 149 77 27 1 0

6 RFS ® Kaplan-Meier Hi#R (KEYNOTE-716 &)

(2 AJCC (American Joint Committee on Cancer) JFH&HIZ0HE (55 8 i) 12255 < 34,

9



[Z241%]
OEWH 1 b fHER (KEYNOTE-041 7-0#k)

HEFERIL, 41/42 61 (97.6%) IZFEO LI, 1BFREE L OREBEBENEETERVWESE
FRIL, 34/42 ] (81.0%) IT#WD HALTz, FEBLED 5%LL EORWEHIZI FERDO LBY T
ol

#5 EHHEBNS%IULOBEA (KEYNOTE-041 RER) (2T 24EM)
B (%)

FRERIRS¥E (SOC: System Organ Class)

JEAFE (PT: Preferred Term) 2 mg/lfé 1%3WE$
(MedDRA ver.20.1) o
“=~Grade Grade 3-4 Grade 5

2EIEM 34 (81.0) 7 (16.7) 2 (4.8)
Py AR5

RO B A REAK T 4 9.5) 0 0
I

T 3 (7.1) 0 0
—i% - RHEER L OGN OREE

sV 5 (11.9) 0 0
g AR AR AT

AST #4)n 3 (7.1) 0 0

LB ER A N 3 (7.1) 0 0
B R KOV TR

& O PEIE 6 (14.3) 0 0

BER B R 5 6 (14.3) 0 0

M A B 3 (7.1) 0 0

7. MIEMMMEE 1 (24%) . KIGK - BEO TR 2 6] (4.8%) . NTFHEREREE 3
Bl (7.1%) . FEAEHRERES 2 6 (4.8%) . FREHEERE 6 41 (14.3%) . infusion
reaction 1 5] (2.4%) KOS E DR 161 (2.4%) BROH LTz, £, MEE (7
Vo NU—IEGRES) | BREREREE RMEMEMEBERE) | BITEE. 1 BEERRE.
O EREE (RERIRIRIE R, ZIPALEE, JRRIES) | BER. ik - BT Rt
e, EAERREESIE, MO% - BEMRAR . O Je. Sl MRl MR PSRRI I
FORIFERBEITFE O B e o 7o, REWERFBLRDLI R EFS (BRRAEMEE R 25
ie) ZEOEIRE T,

@iEsh i 1 AHRER (KEYNOTE-002 #A5R)

HEFRIT. 2mgkg Q3W #E 172/178 511 (96.6%) . 10 mg/kg Q3W £f 178/179 5] (99.4%)
SOV ICC BE 167/171 4511 (97.7%) 123D HAL, TRERIE L DR EBEBRNEE CTERWEE
FRIT, TNTN 121/178 B (68.0%) . 133/179 Bl (74.3%) KON 138/171 51 (80.7%)
WO BITe, WT I DORETRELED 5%LL EORWEHIZ FEREDO LB Tho7-,

10



F6 WVWTNOORETHRERN 5% EOBIER (KEYNOTE-002 RER) (REMAITRER)

% (%)

B K448 (SOC: System

2 mg/kg Q3WHE 10 mg/kg Q3WHE ICCHE

O%g;;lﬁgla(sls’)]“: Preferred Term) 178 179 1 171 51
(MedDRA ver.18.0) 4 Grade Gr3a(ie Grade 5 % Grade Gr3a(;l‘e Grade 5 % Grade G3ra;ie Grade 5

2RITEA 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (263) 0
MmEFs KOV >R fEE
2 ifi. 5 (28) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) 0
i BRI iE 0 0 0 0 (0.0 0 0 14 82 6 (35 0
A HR BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (3.5 0
M/ SR B iE 2 (1.1) 0 0 1 (06) 1 (06 0 16 94) 4 (23) 0
oW
FOPR I B T 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B RS
(T 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
THI 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82) 3 (1.8) 0
G 8 (4.5 0 0 16 89 1 (06 0 56 (327) 4 (23) 0
Mg - 2 (1.1) 1 (0.6) 0 10 56) 1 (06) 0 26 (152) 4 (23) 0
— % - 2FEER OGN ORRE
T 9E 6 (34) 1 (0.6) 0 8 (45) 1 (06) 0 10 (58) 1 (0.6) 0
57 40 (22.5) 2 (1.1 0 52 (29.1) 1 (0.6) O 62 (363) 8 (47) O
FEEN 6 (3.4) 0 0 11 (6.1) 0 0 8 47) 1 (06) 0
R AR
BIIRANY /el % 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
R L OesErEE
RAEOR 8 (4.5) 0 0 17 (95 2 (1.1) 0 26 (15.2) 0 0
B R B X O SRRk
RAfim 13 (73) 1 (0.6) 0 12 (67) 1 (0.6) 0 9 (53) 1 (06) 0
ik 9 (5.1) 2 (1.1 0 7 (3.9 0 0 10 (5.8 1 (0.6) 0
TR R E
R = 2 — o — 2 (LD 0 0 0 0 0 14 (82 2 (1.2) 0
SER. 1 (0.6) 2 (1.1 0 0 11 (6.4) 0
FeIE 8 X O T RRRE =
JIbd, 2 i 5 (2.8) 0 0 1 (0.6) 0 0 3505 1 (06) 0
P WL 9 (5.1 0 0 9 (5.0 0 0 2 (1.2) 0 0
Z 9 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
IS INITRZ SN 42 5 (28) 1 (0.6) 0 10 (56) 1 (0.6) 0 0 0 0
=M A BE 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2 0 0

728, 2 mgkg Q3W BEE TN 10 mg/kg Q3W BHICH W TN Fh, WMIEMERESE 1 41
(0.6%) K46 (2.2%) . K% « BEO FHF 16 (0.6%) KOV6 6] (3.4%) . #Hkk
fEsE (T 2« NU—JEGERES) 261 (1.1%) KO0 #, IFEEEEREE 13 41 (7.3%) M
V15 1 (8.4%) | EHERERES (RAMEFEMER ) 161 (0.6%) XKO1 4 (0.6%) .
TEAEEEREE 1 6] (0.6%) X361 (1.7%) . HFIRIEEEREE 14 61 (7.9%) K OV15
5l (8.4%) . infusionreaction2 il (1.1%) KO3 Hl (1.7%) . BEEDOEEREE (G,
TRARAEERE . Z2TEALBE, FERIEIEDE) 141 (0.6%) KON 1B (0.6%) . S 141 (0.6%)
N0 B, ESE I SIE 0 B OV 1] (0.6%) | Midse - Bl 0 B OV 1 1 (0.6%)

11



WSS E DT 0 B RO 2 B (1.1%) BRH BTz, Fio, BIEEE. 1 RERR,
A%« MR IRIE (D2, S MR PESREER . VAt M M e OVIR 2R BB 1
W bR oTo, ARIWEMFERRIUIREE S RRRAER T 2 5T) Z2aTEs
%%%%j—o

@AM FEMAHFER (KEYNOTE-006 #5#%)

HEFESRIT, 10 mg/kg Q3W £E 264/277 1511 (95.3%) . 10 mg/kg Q2W Ff 275/278 1] (98.9%)
e ONTPI B 239/256 15l (93.4%) (2388 H AL, 1RBRIE L ORFEBRAEE TCERVWAEHE
%, ENEN 202277 B (72.9%) . 221/278 1] (79.5%) M T¥187/256 51 (73.0%) 2
RO BT, WTIUDDORETHRIBLED 5%LL EORWERIZTFEREDO LB ThoT-,

£7 WTHHOBETHRERS 5% EORIVER (KEYNOTE-006 ) (LT sEs)

1% (%)

FERIKRIH (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPI#E
Organ Class)
FARGFE (PT: PreferredTerm) 27791 2789 25641
(MedDRAver.18.0) “4=Grade G;aje Grade 5 4:Grade Grade Grade 5 “4Grade G;a;:le Grade 5
EIER 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
PG AR
RO A RE TUAESE 7 (2.5 0 0 17 (6.1) 0 0 6 (23) 1 (04) 0
RO B A REAK T E 21 (7.6) 0 0 25 (9.0) 1 (04) 0 2 (0.8) 0 0
Bl
il-2hi) 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
K 8 (29 5 (1.8 0 4 (14 4 14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1.1) 0 47 (169) 7 (25 0 58 (227) 8 (3.1) 0
H A Hz A 11 (4.0) 0 0 20 (7.2) 0 0 1 (0.4) 0 0
UL 31 (112) 1 (04 0 28 (10.1) 0 0 22 86) 1 (04 0
/A 5 (1.8) 0 0 10 36) 1 (04) 0 14 (5.5) 0 0
— % - EFEER X OB G OREE
e 31 (11.2) 0 0 32 (115 1 (04) 0 16 (63) 2 (0.8)
9 57 53 (19.1) 1 (04) 0 58 (209) 0 0 39 (152) 3 (12) 0
i AR AR AT
AST ¥4/ 6 22) 1 (04 0 14 (5.0) 0 0 6 (23) 2 (08 0
Rtk KOs E
BAEIR 18 (6.5 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B RS R B L OV SRRk
B Hiivig 32 (11.6) 1 (04 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
7 P 6 (2.2) 0 0 19 68) 1 (04 0 5 20) 1 (04 0
R ¥ OV TRk
& O PEIE 39 (14.1) 0 0 40 (144) 0 0 65 (254) 1 (04) 0
W% 37 (13.4) 0 0 41 (147) 0 0 37 (145) 2 (08 0
A BE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6 0 0

725, 10 mg/kg Q3W FEKL TN 10 mg/kg Q2W BEICIRWTENLHL, VMM 4 41
(1.4%) KOV 6] (0.4%) . KiFZ « BEO TH 10 61 (3.6%) KON13 6] (4.7%) . 4
EE (X7« NU—EGRESE) 261 (0.7%) KOV B, ATHEREREE 14 61 (5.1%)
MR 23 f51] (8.3%) | EHERElRE (RAIE B RE) 261 (0.7%) KOV 61 (0.4%) |
THEMREEREE 1 6] (0.4%) KOV 6] (0.4%) . FIRIRERERE S 28 B (10.1%) K& TR33

12



B (11.9%) . BIEREEE 1 6] (0.4%) L2146 (0.7%) . infusion reaction 7 f5] (2.5%)
FOVs 5] (1.8%) . 1 BUHESRIE 1451 (0.4%) KLON0 ], HEEEDKZERE (K ERERE
BERE . ZTALEE, JEHRIEIESE) 0 Bl L OV 1 51 (0.4%) | BEZE 1 41 (0.4%) Je ON 1 431 (0.4%) .
de « RESURMAEAE 1 6511 (0.4%) MO0 i, e - Bl 0 5l KON 1 f31] (0.4%) | IR
W25 E IR 3B (1.1%) KON (0.4%) DERd iz, F7o, BEIEMEE, O
P, SRR IR PSR B . BRI I M OVRZEERIHIIFR D B o T2, AREIE
FHFBURDUIBIE RS (AR AMERE 25T 23 0ERE R,

@EPEIL R MRS (KEYNOTE-054 #5#)

AEFGUIARAIRE T 475/509 1 (93.3%) 12, 77 BHREETIX 453/502 5] (90.2%)
CRBL LT, RS E ORREBEENPEE CTERWAERZIL, AFIRETIE 396/509 i
(77.8%) 2, 77 BAREETIL 332/502 il (66.1%) IZHBL LT, WTIORE THILE
M 5%LL EORWERIZTTRDO LB THoTo,

£8 WO TRERN 5% EOBIER (KEYNOTE-054 3RER)  (REMART 5 E)

wWoE Aok o o (soc: Bi%k (%)

SystemOrganClass) AKIEE 7T REE

HAGE (PT: PreferredTerm) 5094 502141

(MedDRAver.20.1) 4>Grade Grade 3-4  Grade 5 “4Grade Grade 3-4  Grade 5
2RITEA 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
N 3 AR 75

FOPR A e LR 49  (96) 1 (02) 0 4 (0.8) 0 0
FRR IR REA T 73 (14.3) 0 0 13 (2.6) 0 0
B EE

T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6 0
L 58  (11.4) 0 0 43 (8.6) 0 0
— % - 2HEER OGN ORRE

A7) E 48 (9.4) 0 0 34 (6.8) 0

I8 97 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
i R A AT

ALT #/ 26 (5.1) 3 (0.6) 0 16 (32 1 (02 0
B # SRS & OV SRk

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

I 37 (7.3) 0 0 33 (6.6) 1 (0.2) 0
R g, MERds & OMiERm R

) K] 5 27 (53) 1 (0.2) 0 14 (2.8) 0 0
FEREF KOV ik ps s

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

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

B AFIEZ IO CTRIE MR R 15 61 (2.9%) | K% - EEED T 23 41 (4.5%) |
FFERERRE TS 46 191 (9.0%) | EHkRERET (RAETREMEE %) 261 (0.4%) . FEAEHE
REFEE 1161 (2.2%) . FURIRBERERET 105 5] (20.6%) . EIEHRREFEE 561 (1.0%) .
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1 BUHEPRIF S B (1.0%) « 5 & S MR 2 451 (0.4%) | ¢ - REBUIAARIE 1 61 (0.2%) .
WEge 2 B (0.4%) . EEAEFHEEJE 1 61 (0.2%) . D 1 61 (0.2%) I ONT infusion
reaction2 5] (0.4%) RO BN, £z, MREEE (72 « NU—JEERSE) | B
Dz JEREE (IR, ZALEE, FRRIESE) | N - MK, St i)
ISR B . PR IR I N OVRIFERBH I TGR DL 7e o 7o, AREIEHZSEBLRILIEEE
HER (RAMEMERT L E5T) 200EHHERE =T,

GO FEBE (A 25 MAHRER (KEYNOTE-716 35#%)

HEREGIIARFIFETIX 461/483 il (95.4%) (2. 77 BAREETIL 444/486 5] (91.4%)
IZHRBL LT, RBREEE OREBMBENEE TERWAERFRIL, AFIRETIT 400483 4
(82.8%) 12, "7 BEAREETIL 316/486 5] (65.0%) ([ZHIL L=, WITIORETHILR
D 5%LL EORWERIZTRDO EEBY THoTz,

#9 WTRHIOBETHRERY 5% LORVER (KEYNOTE-716 RE)  (ZEMMIT5EH)

SEHIRSYH (SOC: System piEe (%)
Organ Class) AFHE 7T v R
JEAFE (PT: Preferred Term) 48315 48615
(MedDRA ver.24.0) 4=Grade Grade 3-4  Grade 5 4 Grade Grade 3-4  Grade 5
EIEN 400 (82.8) 82 (17.0) 0 316 (65.0) 24 (4.9) 0
PN 3 AR 75
FOPR A e LR 48 (99 1 (0.2 0 6 (1.2 0
AR IR REA T 75 (15.5) 0 0 14 (2.9 0
B IBEE
T 90 (186) 5 (1.0 0 55 (113) 1 (0.2)
L 38 (7.9 0 0 33 (6.8) 0
— % - 2HEER OGN ORRE
) E 45 (93) 1 (0.2 0 44 (9.1)
I8 97 102 @21.1) 1 (02 0 88  (18.1)
BRI AL
ALT #/1 38 (7.9 4 (0.8) 0 23 @47 1 (02)
AST #40 30 (62) 1 (0.2) 0 12 (25 2 (04
B R E K ORE A Rk
R i 78 (16.1) 2 (0.4) 0 39 (8.0)
i IR 32 (66) 2 (04) 0 17 (3.5)
FERE ¥ KO Tk R
Z 9 FEE 117 (242) 3 (0.6) 0 51 (10.5) 0
SIS 76 (15.7) 7 (1.4) 0 36 (74) 1 (02
R INTRZ NS 35 (72) 2 (0.4) 0 8 (L6 0

RE. AR W CRVEMEMGREE 8 B (1.7%) « KK - /MG - EE O FH 22
B (4.6%) . EEORERE (FEEREESCRAE, FERIRAE G, ZIRLEE,
FERIEIES) 16 (02%) . ffefEE (X7 « NLU—EERS) 441 (0.8%) . BYE
AT « BFAR4S - ATHERERSSE « IT2¢ - REALPERRAE 25 59 1] (12.2%) . HURBREEREFESE 101
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B (20.9%) . TFEALEEEET 12 61 (2.5%) . RIBHEREREE 12 6] (2.5%) . 1 506ER
i 2 51 (0.4%) . BHREREE RME MR 28, RERIKBRSE) 361 (0.6%) . BER
1611 (0.2%) . FHd « MEBUHRMEIE 5 B (1.0%) . EAEFHEIE 2 6] (0.4%) . SE D
B 141 (0.2%) . infusionreaction2 3 (0.4%) M OVEEEEZp RIS (Sa M i/ Mk
DIPESRBENR ., AR M, JREFERES, MERERIERIESE) 141 (0.2%) BB LT, £,
M e - B, Dk, BEEOBHR, MERERIEMFEH LK ORZITRD bnihole, K
AERZBBURILI R E RS (RARAERT 25T 2 30ENRERT,
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Rk - HE]

RIGEIBRARRE 2 M R alE B 2 x5 & U7 MEdM iR R (KEYNOTE-002 55k &
YKEYNOTE-006 #&B#) OfEH. 2 mg/kg Q3W. 10 mg/kg Q2W K % 10 mg/kg Q3W
DWT D L - HEIZEB W T HARFIOF MR WL EMEIZZERITZRD b/ -o
77
AR ORHEF Sy B REMEHT OG5 R, MR AMEEE 2B 1T 5 200mg Q3W B HRF D
AUCssowk GERIRREIZIS T 2 6 B DY EE -] iR T fE) o F Il [10%457, 90%
s mg-day/mL) 1% 2.16 [1.45, 3.04] mg-day/mL To Y. 2 mg/kg Q3W & 5KFD
AUCs 6wk (1.32[0.722,2.06] mg-day/mL) & 5Ll L. 10 mg/kg Q3W # 5-RF D AUCss wk
(7.49 [4.32,11.3] mg-day/mL) % Flal->7=,
RN RANERE 2t & LT ARHI OBRE RSN ORGSR, a7 L - HE (2
mg/kg Q3W 2 5-. 10 mg/kg Q2W #5-} O° 10 mg/kg Q3W #5-) D[ T AUCqs wk
& B ML OV eME & ORI IR BLEITR O b o Tz,
AFNOREMRYEIEET LV EZRHA LY I 2 — 3 02k AHI 200 mg %
Q3W, 400mg % 6 FMMHEE (LT TQeW] &9 ,) it 10mgkg ((AHE) % 2 ¥
MR (BLF TQ2WI &) ,) TG LZBROARA O ik i A Bt S vz,
ZORER, AAI 400 mg & Q6W THH L 7=BEOARKI D EFIRIEIZ I 1T 5 FH ik
FREE (LT [Cagss) &VM20) 1. AHI 200 mg 2 Q3W TG L7ZFED Caygss &
R 2 LISz (TR, £/, AHI400 mg 2 QoW TH G- L 12BERDOAFH D
EFIRIBICB T 2 Rm MG FIRE (LLT TCnas) &) 90) X, AHKI200mg 2 Q3W
THE LT2BED Coaxss LI L TEEZ R T ETHISNZH OO, BARANBEICE
WTHARMEPHER I N TS ML - AETHHAK] 10 mgkeg ((KHE) %2 QW TH#
B U720 Coaxss & B L TR Z /R T & PHIS L (FR), oIz, EERAE
BEE & RPRITAA 400mg & Q6W THeH: L 7= g/ S TAHFER (KEYNOTE-555 5R5%)
IO FEREICES S SEPENRE N T A —X X, I ab—va itk 7l
L7c3EmpEhie 7 A —& LFRIL. (FR), Mx T, HEOEEIZE T 2 KR
BRERAR C D & | AFIOMRTE & &AM T LR & ORE Z G 5 IR LT
TOVHIREEE S 4L, AFH 200 mg 2 Q3W (T 400 mg & Q6W TH G- L IZBR DR &
AT M & DFEIC OV TG S Lo )R, ERRo L - HEORTH
Bt B OV VIR 2 RIT 7 & Tl ST,
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# 10

AR OEWBIRNT A —F

[ Con Cuve Conin Conwes Covgos Coninss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
200 mg Q3W (58-55?'519.7> (27.27?58.1) (17.13?’11 8.3) (91.97?'984.1) (49.%(,)? 1.0) (30.35(,)'39 1.4)
400 mg QOW! (12;2?24) (32.?)??2.7) (10.2(,).160.8) (145?49) (50.51(,)'57 13) (19.2(,).230.9)
40(%%19@6)\;\1 (1351.2,6'1O ;6.4) NA (14.1:?;4) NA NA NA
0mgke W | 00 | s | e | iy | @ressn | (195200

T:n=2993, 100 [HDY I = b— 3 ALY FHEINZRMEBEO P RE (2.5%4, 97.5%4) | Cmax : #A]
B GH O MG IR Cave : MR G5 OFEMIE PR, Cuin : HIEIEGH (YA 71 2 Fha1) OfARifL
TEPIRE . Cmaxss © EFIRRBIZIT DI MIE HIREE . Cavgss :
RBIZ I8 1T D SR v i
1056 FIOBTEIIE (95%FHE X )
§ 41 FIORELIE  (95%(EFIXH)

NA : #4721
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4. HERRIZOWT

RIBUIBRANRE 72 A R AN (e~ D /KGR A & LT AR A (e flfiAr) 23aRke
BNLTNDHZ D, BEHELZEUICEETE LA THLINER DD, D LT,
RIS U X 7 EEEHE (RMP) ([ZED & | ARAN D 3 22 MBS TG B~ O 1) ) (R 23
b HliEk T > T, AKANOEGN#EY 72 BE Z22W - FE L, AAlORGIZX Y HEZR
RBER 2R BL LT BRI ST 5 2 & DB 7o D LLTF DO~ DF T il 7 9 iz
IZBWTHERT2XETH D,

@D #EHRIZHOWT

D1 TFrEd (1) ~ (5) OVWTNNITHEY T HMEXTHDH &,

(1) JEAFBREDIEET 205 AL RPES GEE T RS A2 REEEEIL AR P
HUIE DS AR EEHL R, HulEkAs ARSI IR e &)

(2) FFEEREIFET

(3) #EATRAFENTEET 203 A HEEEFRT (DS AR REERREWRPL, 23 Al
Wh IR, S AR HERE R 7R &)

(4) IR AL FRIEE L RE L, SORIEG L FRIEDZEEL 1, SORIES L RIERZ R 2

SATAN R IESAC F LR 3 Of% FHEIAR D B 21T > T D itk
(5) BUEEMEREIS AL E BN R OfE FEAEITLR 2w H 21T - TV B Jitisk

O-2 EMERAREOLSHRIE K ORINER FEBURE O b R+ 72 Fnidk & B8R &2 Fr o R Al
(FROWTINICEE T D ER) 25, B2 ORANI BT IO REA & LT

BEINTND Z &,

*

o [ERANGFFIUSE 2 FOWMMIWHE ZE T L7212 5 FLL EO DS AR O EEIRIHE %
ﬁo“(b\é_ &o 9 t)\ 2351’/LJ: 3. 753/1/%%%%{;5%35& Lfgﬁnn ﬂ%%%@ﬁf@%
IToTWVWBH I L,

o [ERithFFEIS% 2 EOWHINHE ZE T L12121C 5 LU E O [ EVE R 2 O i
R AEA L T DZ &y

@ BANOEXRLFREHEOMEHIZOVNT
IR B E T 2 FEE DAL E S, BEEREN O OFRED ., ok - &
e ﬁ%ﬁ’]fﬁiﬁ@”@fiﬁf)\l:gﬂi# IR D IEEHIR AL, FEFERDIEAE LGS OHE
RS, EDRHESLITITOI D IEHI RS TWNWD Z &,
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® EBEIER~DXFIZONT
®-1 BIVEFARBEORHSESEIZ T 5 B4

MR PE MR RS D EEE A BIEF N R LT-BRIC, 24 BRRIZSIRIRHIO T, Mk X
VOB R (23N T, BB L 2 BIENCS U CABREHE L O CT 0 FIVER O BRI
BRREORERN Y HHRIZEGI, BEHICRHE TR EHINES>TWnWD Z &,

@2 EEREHICLH>AEESNCETIESR

DN AR 2 B 2 ik K OB RE A2 9 D IR HE NEER =2 U v 7
EEDEROA 7 ) —= T HTOWERE L EHE LA TE 5 F— LB 2
EESNTWDZ L, B, BIEHNIZHOWT, NABRE EZDOFBEICHDITHmMmENT
WhHZ L,

@-3 BIfEADOZEr-CRINICE LT

BUWER (MEMEMEBIZINZ, KX - Mk - BEO N, BIUEFX - IFA2 - 1T
FERERRE - T2 - M LMERAE 2% BEERERE S (RMAE EMER R, RERIKBRE) . N
UAEE (MERAEHERET, FUIRIREREET, BIBHERET) | 1 BERE, 589K
K. K - BEBUHRMEIE . AR, BN IREREAR 2, EE O & REE (Fhath3R e
FMEE . R REREIEARIE R, ZIEALEE, JEHRIEIESE) | infusionreaction, ¥7% - BB -
BHER, EIEMHESE, MRREE (X7 0 « NU—JEBERSE) | Dk, BB Mkl
F (SR RPN | SRR L, AREFERRE . BERRRIERIESE) | HEDOFH K&,
MEREBREMRE, FEEZSE) 12k LT, Yakhax U3 BRI O P 2 A3 % AT
EEEL (BEROZErCXISICE L CTRER VIR EZZ T ONDIFZCH DL Z L) |
B HIZHE Y R LE N TE DIRRI RS TNDH Z &y,
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5. BEXNRERDEE
[ BE+ 2 F1A]
O TROBFIZBWTARAOENENRIN TN D,
o ALTFEEIERED 720 K OMEEEEIERE O & DRI OISR AN HE 70 B A fE RS
o ERYIBREOAT—VIB, IC ™2 3 Y oMt BRefEBEE IC BT D1

Al Bh s
7%, BRAF B TERZAT 2 BEITB W TIL, BRAF [HEHIC X 21K L EE
THZ L,

@  FREIZREYS T D ARBNOFE K Ol F 512 D\ THE, ARANOFZIMWED S S TR
59, ARAOEGRIGR L 725720,
o fhOBUEMREEAIEOFH L TR S EE

[‘Z MB35 F1H]
O TRICEE T EFICOWVWTIEAROEGENEZE SN TWDE Z G, 51T
vz &

o AFNIDOEGTIH LIS BUE DO REERE D & % BH

@ TRFEETOFIIC BV T FRRICE S T 2 BF 2OV T, AROHF GRS e

D3, M OTRERINE D R NGEIZIRY | HEEICAHIZEHT 52 L E2BETE D,

o [MEMMEEOEIUIBED & 5 B

o R AR A CRVE S 2 58 6 L A K ONE BN O U BT i ¢ <0 i G il ¢
FEDOMIZRIEMEZE LN A B L B

o HCOMERBOAD, UTEMHERZRE L ITFERMED B R B OO
o5 BHE

o JiEE IR (&M HEEL 5T) Ob o EE

o M OBEXIIBHEEZ AT HEE

e ECOG Performance Status 3-4 "= D HH

() ECOG @ Performance Status (PS)

Score EFR

0 |ESHERIFETE 5, JWATEF C A HAERSHIRZR AT D,

PIREIZIE LWEENIHIR S 5 25, BTHRE T, BAFERERH > TOERIITO 2N TE D,
Bl - WG, R

BITRBECTHOH ORI O Z L33 X TREEEDNEEILTE 2, HHFO 50%LL Eid~y R Cild 29,

ROENTZESOHEDEY DZ L LTERY, BHHRO 50%L EE2 Xy R+ TimId,

AW [N

BT RV, BGOHFOEY O Z L34 TERY, BRIy F2afkFTHId,
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6. BEIZELTHEEITNEFH

I SCERE TN 2, BEIREEH D39~ 2 R T FE-5 & ARH| O K I N Ef
RO dlIcnBE i fEdfe +oIc 8 L CrOERT2 2 &,

TRIEBAAAIC SN D | BB LT OFRICA MR etz -+ L, R %25
ThoETHZ L,

FEREWEH O~ R T A MZDOWNT

@

@

MEMEMERER D oI D Z ENHHDT, REIOBRGIZH T > Tk, FIHE
W CEEIAL, PR RIS, W) OfERR & O X fie s o FEhass, Blggs +
FATH T ke Flo, BEITSUTHE CT, i~ —F —EORA 4 Ehii 7
HT L,

infusion reaction 23 & 5 0O 5 Z L 3% %, infusionreaction 23728 H AL AT
I, WY R LE 21T O L LI, ERNEIE T D F THREOREEZ oI 8lE
T5HZ &,

FURIRESRERE . P RAHEREREE K ORIBEERENHLDONDLZ ERH LD
T, AAIOFH-BRbGRT M O G- ]I R I30E IR N s weéhefa & (TSH, bERfE
T3. EHE T4, ACTH, M =LY —VEORE) % Eiid 22 L,
BIFEF2¢, A4, IFEEREREE . Ik, B{EMEE RPN bbb Z b5
DT, KFN O E-FAbERT R OF G- i3E eI ITséreiR & (AST. ALT.
y-GTP, Al-P, BV L EVEDHIE) #FE M+ 5 2 L,

SEIER (MR LI BRERZ 1) FORERERIREEND D DNLD
ZENHHOT, EFMICIROEF OFBEMHRT 52 L, £, IROEF N
BOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,
AFNDOFHAZ L0 | W ORISR T 5 &5 2 B HEk & 7R B RE
DHLONDZ EnbD, BENPRDONTHGAITIL, BELZFRIIL LT
B 20 ik & R BR A e o [l &oEE U ClE vl e BRI M 2 1T\ R EE oSk
FOSZ & D BWER BN 2568120, AFNORIESIH IR, K OFEIE RE AR
NWEVRIOBRGEEZEBERST D Z L, B, BIBRERNVE Y OEEIC XY EITE
HOUCEDNFRD B2 WIGAEIZIE, RIS B AR VE LSO & i Fl oehn
bLHEET DL,

B TR, BORRO 8 ARE L T LRTERP BT L2213 H 5720,
AFNOEGHETRIZGEWEH OB ICEETH 2 &,

1 BUBEpRI (BE 1| BUBEIR IR 2 & de) b bt HERFEMES 7 R—v &
IZEDZENRHLDOT, A, HEL, EFEOIEROBECMAE ED LH12+
SEETHZ &, 1V AERBEN O E &R EERIEL, AR il
Hl O 5EDOWEY) R E LT O 2 &,

RIGUIERARE 2 M B OSERF I BRI, AAIDBRKRERICB W T, &5
PALE D 3 1 LI, 2 LA, &GP0 1R 6 H Z & ICAZMEDRE
MiztT > TWIZZ & E2BBIT, ARFRGTITEMRNCHROMRZITO Z L,

seablER% OB RAERE ~OIRERMBE & U THERT 2B8213, AFIORRR
ARBRIZBNT, BEBBNOEREBRET RBEMIE UL 6 1AM Z LIZAZME
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DFHli AT > TWIZZ L 2 BB, AR OREG PIEBICIROMEBZITI 2 &,
k. gAML L LT 2581213, ARoREHIMIE 12 P HMETL
THZ L,
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RiEEHHET A FT7 A v

Rha7nl) X<=7 (EBoFHE#z)

(BR7F4 : A b—F SiEEHE 100 mg)
~ T B~

S3E12 A (SR 745 AHET)
BAFEE




SR/

SANMANE I o A

X LI
AANOF R, 1ERET
Fi R et

) 4l ANE
hxtG L7 D B

BEICER L TRET & HIH

P2
P3
P4
P14
P16
P17



1. XC®IC

SRS OANE « LRMEORROT-DITI, IR SEEEIZEEAD V@ IEZ2 AR Hivd,
SHIT, IHEORFHEANOEANT LV | GURNERES /2 & ORI ERIR T ) G
NAHHFT, T OESESZ B OEZ R BFI AT 2 2 L ANEROE L 72 o TR | FEAIWE
L SEEDOFEASEF 2016 CFRK 28 4 6 H 2 HEREIRE) ICBWTH, FHERMLED
A OREHEEEZ D = & L ST,

BB ERIEFFER T, EYERSOL 2T 1 7 7 A VDSBEFOESR S, L BN A2 5
ENBD, DI, AHMER OB D IEWRAHERT 5 £ TOM, YiZEEMRD
BEEMZT 52 ENMIRF SN A BB L TERT S & & bic, RWERSIEH LZERIC
VERRRHG A & D E N ARER —E OB A T EREECHER T ENEETH
5o

L7eD3o T, KHA RTA4 Tl BIBEBESZNE TITELN TV D EFHE TR - #
RIS & DU OB OFm e 2 HatE T 280 DB e B, B2 5 RO
BHHA T,

¥, ARITA RTA A%, MSATBOENEIR L ERE R AR, A EENEN A AREERE
P, — AN B ABRNRHE S R OVASHENE N AR ARHER F2OWH 106 &R
L7,

KIG L IR HEIS XA M —F EEERE 100 mg (—fk4  NaT ) X~T (&
7/ z) )

RMEERDMEUIDE « 1T - RO EIRE

REERDERONE - thoHEMEER & OfFHICBW T, WE., AR, a7
0l X~7 (@fnf#Hz) & LT, 18200 mg % 3 MR
X 1151400 mg % 6 B EFFE T 30 432N CTRIFEEET 5,

5 B 5¢ ¥ - MSD MRSt




2. AAIDOFHK, ERBF

XA M—F AT 100 mg (—ik4 : XAT7r ) XA~v7 (BeHEz) | DT
[ARAKI v, ) IE, PD-1 (programmed cell death-1) & %DV 4> R TH 5 PD-LI
N OVPD-L2 & DG ZEHZMET S, b MbigGs £/ 7 v —F Ak TH 5,

PD-1 #EE& 1T T MRS B ARREAE 2> & 2K D 72 OIS A AV 2SR A 9= 2 3= 7 s il i
AA »F T, PD-1 1%, BEERREIZBOTEER T MldoMiaRmcgEi L, B Ot
P B % B T AT TR 72 g SR A2 Hl 3 5, $ 725, PD-1 1LV v Rk
ATDHZ LI VHRZRIRICE DY VP vinEr AT 228K cH D, PD-
L1 OIEFMHEICE T 28BUTDLT N TH D0, < ONAMIE T T HifL O X %40
ZHFEWREICHHA LTS, BDAMICKIT S PD-L1 OEEIIL, B,
. FRERE . ONEE. JE/NIREE R E DA N AT TPHRARK - THD . R
PR E OMBIERHE STV D,

BELD DS A DGR T4 & PD-L1 FEBLOAHBIM . PD-1 & PD-L1 OfR I O
TR BRI B W CEHEEREE 2 S Z EAURBRINTEY . Bz e AIGEOER &
LTHIfF STV 5,

AFE, PD-1 & PD-L1 XO'PD-L2 DtV H > ROfEAEET L Z L2k v, B
W N Th D S SIS EME T U o SERATEME (L S8, PUEIS S 2 BIS ML
552 & THUERAR AR T D,

ARFN DA FFAZ D < B OGRS KD EWERE R H ok, BHEE UL
(CEDFREDRD D, ARORELG TR ORGZICIE, BEOBEL 71TV, B
WD BTG AR, FEH LI FRITIE U MR 22 ik & R 2 R DR A &
L CE gl 28R 217\ @ OIS KD RIER D DN D 5acid, BIF
PE AT RN OGO EY IR AUE 21T O MEN D D,



3. BRI
AT « RO = IKE OAGRRHZFEM 217 - 72 72 AR O plciE 2 7~ 7,

[ 2hE]
O FEEILFEFIFEER (KEYNOTE-775,E7080-309 #5#)

77 FF H & G AL EIEE O & D UIBRANRE AR AT - B O T EEAEE 827 f
(AAN 104 Bl Z2Ede) Zx5IC, AFKI200mg3 HFEME (LLF Q3w wvo, ) #
B Lo n"F=720mgl A 1 BHEGOHAEE (LLT [RA/LoAN"F=T] v, )
DANER NLZEVENR ., AbSEE (RS I 7 U 2 FBL) ZxtleE LT
MEt S e, FERHMIE BIX A (LU TOS) &WwWo, ) MOV A 7 1
(LLF TPES) W9, ) E&hu, KA/ Lo ARF =713, bFPEEL R LT 0S KO
PFS # A EICILR L7z (1, K1 KUK ?2) .

#=1 ABiERRE (KEYNOTE-775,”E7080-309 2RE%)

AKHN/ Vo RTF =T RE (b EPRRIERE ™
(411 1) (416 1))
R [ A ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0s*® NP R 0.62
(95% CI) (0.51,0.75) -
P ffi*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 Z Q3W, Lo AR_"F=720mg (F&H) &1 H 1 [ETHE L,
#20 REYLET Y 60mg/m? % Q3W, XiF/X7 U XX E/L 80mgm?>EZ%=2—A (1 =—A28H
M) ©1, 8 xW1S HEIZHEE Lz, *3:2020410 A 26 H7—% v A7, *4 : JgH Cox tt
FINY— REF M L D0 E (REVALES I NZ Y ZXB L) Lol *5: @hlo
77 I RE. *6 : RECIST HA KT A > 1.1 BUZHES < G FIRSL R Ju)




100 -

H17=ZER (%)
H O O
o O O
/

|

30 1 eompasy .
20 T ——
0l AHI200mg QW RULVNF=T
1 —=—— {LZ2FE
O T T U T T T T T
0 3 6 9 12 15 18 21 24 27
SFHAE A

at risk%g

AEI200mg Q3W KU

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

B 1 OS ® Kaplan-Meier B (KEYNOTE-775,”E7080-309 #5R)

100
920 ] — AF200mg Q3W BULYNF=T
80~_ ——— (L

g70| |
%60—~ ™
50 1 \
i 40 “‘\\
g_q] 2
§ 30 e
20 e
10— ‘_1_‘“__""_"—&——._
] b T .
O R AR T R R A B e r RS A ) AL LA R R ML AR L) R TELs LEL ik e
0 3 6 9 12 15 18 21 24 27
ﬁﬂft\;\o;niggpwxw 411 316 202 144 86 56 43 17 6 0O

{EZEE 416 214 95 42 18 10 4 1 1 0
2 PFS @ Kaplan-Meier #iff (KEYNOTE-775,E7080-309 #5%)



@ ERILFEFEIFERE (NRG-GY018  KEYNOTE-868 #tH#)
{LERFRIERE D 22 M6 4T « B OB A BE2810 B (HAN 7 HlEETr) Z x5z,

BEOI A~y FEE (MMR) OIRREIZHE-S3E MMR IE%W (pMMR)
MMR &1 (dMMR)

(588 ) i
(222 %) OEMBNT, KH AL OX7 ) 232 ROH

WNARTZF ) & OOFRHBEEROE OB OARFFMFES (LT TRARE) 2vo, )
DEER 2D 77 'R LLFREE OFFHBEIERNZEDORO T T £ R 5™

(LR T 28R Evo, ) ZxtRE L —EERRBR ORE Sz, FEFGE
HIZ PFS & &1, pMMR & O AMMR O W T A OER THARFIFHL T 7 B AR & il L
TPFS ZHREICHERE L7z (F2, M3 LUK4) .

*1 -

*2

*3

*4

e it & U b PRIEREDN & 2 BE OGS, YL PRIER TH 12 VA LZHE

R CHRE LIZBEITHANREE ST,

UTOWTNIEE T DEERNR L ST,

> RECIST ver.l.1 (233 < JE W BEHZE % fF 7 % International Federation of
Gynecology and Obstetrics (LA, [TFIGOJ ) 4% (2009 Ahi) I XIXIVA ]
DB EE

»  RECIST ver.1.1 {225 < JUTE AT 4 O A #E 2 [ 5572 FIGO 4348 (2009 4EHi)
IVB #3338 O 15 (s 8

D ARH) 200 mg Q3W &5 (Fa—AD 1 HEIZHRSE) &7 U Z%E/1 175 mg/m? 18

JES G D=7 ) 2 X)L OGN TERWEFICHL TX, FexxkL
75 mg/m? (HAIX 60-70 mg/m?) I 7 V7 I BN U X &)1 175 mg/m? D5
WHGEE Szl KOWIVAR T T F 2 AUC 5 mg-min/mL F4 EOJEIZ Q3W &5 (%=
— 22D 1 HEIWZEE) 26 a—AfhE L, 0%, HERHRE L L TARAI 400 mg 6 8 [# R
b (LLF TQeW) Lo, ) TERE L7 GRERBHARE, MERFRIEH OARFIL 200 mg
Q3W &5 TH 7228, WEREF T 400 mg Q6W HHIZET I nTz)

77K QW HhL (Fra—Ad 1 HEICEE) &*3 LE—DLFEEE 6 a— &b
L., ZO%, #EREL LTT 78R QoW THH Lt GRBRBALARE, #HEFERRIEM O~
ZERIT QAW & H-Th o7z, MBET T QoW HHICAEH NT) |

#2 PFS" OEZMERE (NRG-GY018, KEYNOTE-868 325k, MMR DIREER])

NI — R
L Y s ﬁ‘
MMR DR HE & GRE B %k A LA (95% CI)
(95% CI) e
P fiE
\ 13.1
|
AR 294 (10.6, 19.5) 0.57
pMMR ™ (0.44, 0.74)
S 8.7 <0.0001
77 ERH 294 (8.4,11.0)
\ NE
|
K%Jﬁ 110 (30‘7, NE) 0.34
dMMR" (0.22,0.53)
PS5 1 B 8.3 <0.0001
77 EAH 12 (6.5,12.3)




CI: {E#EIX[H. NE : #EE A7,

*1 : RECIST HA KT 42 1.1 BRICE-D < 1BBRHE Y AR E .

*) . PEEATEE DT — % 12022 FE 12 A 6 B A v bA 7, *3: FRIITRFO T — & 2022 4 12
A 16 By hA7, *4: BRI Cox I — REFT ML B 7T v REEE OER, *5: Ehlo

75T WE

100—_
90
80j

— FRILEEREAL OHARE
TSR {eREE S DAL

at risk#%
FRClEEBEEOHBEE 294
Tt EEEE OHBEEL 294

B 3 PFS ® Kaplan-Meier Ei#R (NRG-GY018,”KEYNOTE-868 3XE%)

12 18
T AR ()]

57 29
36 15

162

144 4

(pMMR DB )

100 1
90 |
80 -
K701 .
B 60 - : ,
L”: 50 | My
4 ] 5
H’g 40 T K o4
ﬂql i LR AE - -t
g 30 heee
20 | — FmepmreopmEr 00 tred
10 F5 R EASRE L DRHBREE
0 T T T T T T
0 6 12 18 24 30 36
iHEEn
at risk# HISEA ZHAR (A
KR EEEE OHREL 110 85 45 24 10 9 2
TR CEEEEOHBEE 112 69 25 9 4 3 0
X 4 PFS ® Kaplan-Meier fif## (NRG-GY018,”KEYNOTE-868 3 A8) (dMMR D H#E)



[Zcit]
@© EEIL[EZ IAE

#RBR (KEYNOTE-775,E7080-309
BEBELRIIARA/ Vo "TF =T HE 405/406 611 (99.8%) . fbLFHEIERE 386/388 1] (99.5%)

alR)

RO b, BRELEDODREBEBENEE TERWVWAERRII. T 395406 4
(97.3%) I 0N364/388 15 (93.8%) IZ#8D BT, WITNORETHREEIL D 5%LL Lo

RHERIZTERD LB Th oz,

#3 DWTHLDRECTREEE 5% EORIVER (KEYNOTE-775,E7080-309 3RER) (eM:ARTrI5EH)
By e 1 - AN K .
g;stimbgré;nﬁclis) s0¢ iz o)
T%erj; & ( PT: Preferred K L AT = T e ——
(MedDRA ver.23.1) 406 1 388 {3l
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2RIEA 395 (973) 314  (773) 6 (15 364 (93.8) 230 (59.3) 9 (23)
Mg LY SR kEE
=gl 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEENE LT BRI i 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
1. BR R S 20 (4.9) 0 0 48 (12.4) 27 (7.0) 0
U SR IE 15 (3.7 2 (0.5) 0 26 (6.7) 11 (2.8) 0
I FRERIBVE 24 (5.9) 4 (1.0) 0 129 (33.2) 96 4.7) 0
1/ SRR IS 33 (8.1) 4 (1.0) 0 22 (5.7) 4 (1.0) 0
W WA
R R RE TTHE AT 42 (10.3) 4 (1.0) 0 1 0.3) 0
R R AR T E 222 (54.7) 4 (1.0) 0 0 0
H ks
e 34 (8.4) 4 1.0 0 13 (3.4) 0
RS E R 29 (7.1) 0 0 12 3.1 0
5w 36 (8.9) 0 0 53 (13.7) 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
F Az A 34 (8.4) 0 0 10 (2.6) 0
HLD 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
Mgk 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—% - RREER L OGN OREE
I SIAE 76 (18.7) 17 4.2) 0 76 (19.6) 9 (2.3) 0
T 113 (27.8) 15 (3.7) 0 92 (23.7) 12 3.1 0
FEIBE D JAE 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
FRIR IR AR
77?;;; 7;%,;”/ AR S 163) 12 (3.0 0 14 (3.6) 2 0.5) 0
727 =B 22 (5.4) 6 (1.5) 0 1 (0.3) 0
;j; \cj:;/_ﬁi%;l]/ b 62 (15.3) 12 (3.0) 0 12 (3.1 2 (0.5) 0
_mi;z%évw IHRTT 7 27 6.7) 4 (1.0) 0 5 (1.3) 2 (0.5) 0
i it AR BRI A L 2 > 42 (10.3) 0 0 1 (0.3) 0

4



& B Bk 4y B (soc:

System Organ Class) P (%)
po b (P Prefemed KA Lo rSF= TR R
(MedDRA ver.23.1) 406 141 388 #il
4 Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
U R—EHN 36 (8.9) 20 4.9) 0 2 0.5) 1 0.3) 0
U 2 ERE D 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0
B H ER B D 17 4.2) 7 (1.7) 0 93 (24.0) 82 21.1) 0
NN e 2 44 (10.8) 7 1.7) 0 20 (5.2) 3 (0.8) 0
R R 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0
i ERH > 15 3.7 4 (1.0) 0 60 (15.5) 41 (10.6) 0
RIS L O fEE
FEX S RIS 151 (37.2) 24 (5.9 0 65 (16.8) 0 0
B 2R RifgE 23 (5.7) 2 (0.5) 0 1 (0.3) 0 0
K~ 7" % 7 L UE 39 9.6) 3 0.7) 0 12 3.1 0 0
e HERds L OV ARk E
RAER 87 (21.4) 4 (1.0) 0 17 (4.4) 0 0
i PR 54 (13.3) 3 0.7 0 13 (3.4) 0 0
DY fi 9 21 (5.2) 4 (1.0) 0 9 2.3) 0 0
PR SR T
PR R4 32 (7.9) 0 0 27 (7.0) 0 0
e 55 (13.5) 1 0.2) 0 14 (3.6) 0 0
K= =2 —mRF— 9 (2.2) 0 0 22 (5.7) 1 0.3) 0
B X ORI R
LSV 105 (25.9) 17 (4.2) 0 4 (1.0) 0 0
MRk g, MEhds K OVithRiE &
5 e 77 (19.0) 0 0 2 (0.5) 0 0
S i 26 (6.4) 0 0 7 (1.8) 0 0
B3 KO TRk E
B E 17 (4.2) 0 0 117 (30.2) 2 (0.5) 0
ff{fﬁi REFERAEAE o) 207 11 @27 0 3 (0.8) 0 0
9 29 (7.1) 0 0 7 (1.8) 0 0
i 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
I
T 1f 249 (61.3) 149 (36.7) 0 4 (1.0) 2 (0.5) 0
B, KAV NF = TRECB O TREMEMER S B (1.2%) . KIB%K - /NMEk - &

FEDTHI 50 1 (12.3%) . EEOKERE (PR AESRAEIE, BRI ARE R
ZIHLBE, HRBIETE) 4 B (1.0%) . #fEfEE (F7 2« N JERFEE) 9 4
(22%) . BUERTZ « P4 - ITHREERESE - 1T - BifbMERRE 2% 109 1] (26.8%) . H
W R E 237 ] (58.4%) . THEMAHEERE 2 6] (0.5%) . FIEHERE 4 5
(1.0%) . 1 BUFEIRIAE 3 1511 (0.7%) . EHERERES (RME MEMER &, RERIKERE)

1361 (3.2%) . BEXK 461 (1.0%) . Bk - BEEHRARE 2 61 (0.5%) . FEIEGHEIE 1
Bl (0.2%) . B - BRI 161 (0.2%) . SE IR 3B (0.7%) . DS 1H (0.2%)
2 O infusion reaction 5 1 (1.2%) 23§ Hiviz, £z, EERMEET (GEEMEm /i

9



I PESRBEN |

PRI L, AR

TR ERIESE)

i BR B R K ONREAZ 1S

Hl u

O BRI To, ARWEMFEIRIUIEE SR BRREMERT 25T 23 e

RETT,

@ EPSILFEFEIHERE (NRG-GY018, KEYNOTE-868 #5R)
HEREGIIARFIEE376/38241 (98.4%) . 77 BAREE375/377 61 (99.5%) |

BEEE & ORI BIMR A

358/377 Hil (95.0%) |

IZER D B,
HETERWHEERERRIL, 2 365382 # (95.5%) KO
RO Lo, W ORETRIVE G 5% EORIWEAIZ T#

DEBY THoT,
AEFER, AEH. ZEMEREFTFHEOBBREFIA X pMMR &Y dAMMR Ol % A5
LCHEH LT,

4 VTROOBETHEREEN 5% EOBIEH (NRG-GY018/KEYNOTE-868 3AB) (ZEMAETxIS4£MH)
”E’ ""' /\ ¥ .
Systerr?g)rjg(an Clis) soc i ()
T%erﬁi) & ( PT: Preferred e SRR

(MedDRA ver.26.0) 382 {3 377 Bl

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

2EEH 365 (95.5) 171 (448 1 (03) 358 95.0) 120 (31.8) 2 (0.5
MiEFR LY o REE

=g 178 (46.6) 53 (13.9) 0 162 (43.0) 29 (7.7 0

I RIS iE 20 (5.2) 12 (3.1) 0 19 (5.0 8 2.1) 0
PaRUA

FOIR IRFS RE TLHEE 23 (6.0) 0 0 9 2.4) 0

FOR IR REAR T 41 (10.7) 0 0 11 (2.9) 0
H b

{54 112 (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

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

A 48 (12.6) 2 (0.5) 0 37 9.8) 4 1.1 0
—f - EHEER L O GEALOKRE

957 225 (58.9) 5 (1.3) 0 197 (52.3) 7 (1.9) 0
JRYSIE TS K O hE

SRR 19 (5.0 7 (1.8) 0 3 (0.8) 0
B, TR L OWES JHE

TEAIZPE D B 42 (11.0) 3 (0.8) 0 43 (11.4) 5 (1.3) 0
PR e
;j;j;g;}; b7z 42 (11.0) 3 (0.8) 0 31 8.2) 2 (0.5) 0
;/7; ;T;iﬁf;f%‘m/ Mooso (o 6 (1.6) 0 18 438) 0
_rfggjam IRRTTF 35 9.2) 1 (0.3) 0 33 (8.8) 1 (0.3) 0

27 v F = s 39 (10.2) 2 (0.5) 0 12 (3.2) 0

10



8B Bl K 4 | (SOC: B (%)

System Organ Class)
%emﬂ; & ( PT: Preferred I 75 KR
(MedDRA ver.26.0) 382 f 377 il
4= Grade Grade 3-4 Grade 5 42 Grade Grade 3-4 Grade 5
U v EREE D 62 (16.2) 15 (3.9) 0 60 (15.9) 13 (3.4) 0
I R ERER A 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0
iR 93 (24.3) 14 (3.7 0 77 (20.4) 7 (1.9) 0
D 25 (6.5) 1 0.3) 0 16 4.2) 1 (0.3) 0
i Bk s 97 (25.4) 26 (6.8) 0 107 (28.4) 23 6.1) 0
RIS L OSeAEEE
oxtel Bl 66 (17.3) 1 0.3) 0 65 17.2) 2 (0.5) 0
i U 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
KA U e 31 8.1) 3 (0.8) 0 39 (10.3) 11 (2.9) 0
K~ 27 % > 7 A 41 (10.7) 2 (0.5) 0 34 9.0) 0 0
K MY T AfUE 32 (8.4) 4 (1.0 0 14 (3.7) 1 (0.3) 0
B Rds L OV ARk
B fiivR 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
R 25 (6.5) 0 0 20 (5.3) 3 (0.8) 0
AP 61 (16.0) 2 (0.5) 0 52 (13.8) 4 (1.1) 0
sz 37 9.7) 2 0.5) 0 26 6.9) 0 0
PHRR R IR
B E W 30 (7.9) 1 (0.3) 0 28 (7.4) 0 0
BRRE A4 26 (6.8) 0 0 29 (7.7) 0 0
B 32 (8.4) 1 (0.3) 0 22 (5.8) 0 0
KM= 2 —m 8F— 98 (25.7) 3 (0.8) 0 86 (22.8) 0 0
BEIRIE 27 (7.1) 1 0.3) 0 27 (7.2) 0 0
#ﬂﬁ%‘@ﬁ:;_ AT g (30.6) 4 (1.0) 0 113 (30.0) 2 (0.5) 0
2 & N TS SRRO) 75 e
MK 21 (5.5) 0 0 5 (1.3) 0 0
I K] 34 (8.9) 2 0.5) 0 28 (7.4) 0 0
FERg ¥ KOV Tk
M i 163 (42.7) 0 0 167 (44.3) 0 0
Z O FEIE 47 (12.3) 1 0.3) 0 34 9.0) 2 (0.5) 0
B 44 (11.5) 3 0.8) 0 25 (6.6) 3 (0.8) 0
BEIR TIZ IR 2 43 (11.3) 6 (1.6) 0 17 (4.5) 2 (0.5) 0

. AR W CREMEREE 46 (1.0%) . KK - /DR - BEO TH 15
(2.9%) | #RRFEE (F 7« NU—IEBEEE) 98 # (25.7%) . BUEATZ - fiFA4 -
FFHERERETE « iFJS « BE(LPERRAE 25 01 B (23.8%) . HLIRIRMERERESE 54 5] (14.1%) . F
TREEREREE 2 6] (0.5%) . RIEHERERESE 3 61 (0.8%) . 1 BLBERIE 1 4] (0.3%) . &
BREMEE R HEMEE R, REKIERERE) 4 1 (1.0%) . R 1 61 (03%) . M
xR+ BRSO RLARAE 2 1511 (0.5%) . ESEMESE 161 (03%) . fdZc - BERBEAR - FFHEK 1

11



B (0.3%) . SE MK 2H] (0.5%) . Lz 16l (03%) KT infusion reaction 52 {5

(13.6%) BRHHNT, Flo, HEOKEES (hE%EREERMIE, B8RSR
JEERE, ZTEALEE, BUROEES) | HEERMERESE (N MWas SRR, i
PRI, JRIFEREE, MEMERIERESS) | EEOBHR, MERERMEERR OEZITRO L
o lo, REHWERRBURIIIEESES (MAREERT Z25T) 230EERE T
R

12



[HE - H&E]
KFNORHEMHEYBEREET L AR LY I 2L —a 12k v, AH 200 mg %
Q3W, 400mg % Q6W XiX 10mg/kg (AHEH) % 2 HREMFE (LK TQw] &wH, ) T
B 5 U7 OARK| O Mg HIRE RS RET Sz, TORE., K 400 mg 2 QoW TH G L
TeBRDARFN O EFRRBIZI T 2 FEHMIETIRE (BLT TCagss) &WV9o ) 1, AAl 200
mg % Q3W TG LTZFED Cagss EHRIT B E PRI (FFK) . £, Al 400 mg
Z Q6W THYG LIZBEROARAKOEFIREICE T 2@ MiETEE (LT [Chxs] &0
9o ) IE. AAI200 mg Z Q3W TH G L7ZBRD Cranss & I L THEREZ R T & THIS U
b0, BRNBEFIZEBWTHARERHERIN TS HE - HETH 544 10 mg/kg
(RE) % QW TG L72BED Cuaess &L TRMZ R T E PRSI (FHR)
BT, EMEEREOEBEE 2 RICAKA] 400 mg 2 Q6W THE L 7-iEsh 5 1 HHR R
(KEYNOTE-555 &) X015 6N EHEIZE S EMERENT A —F X, v Il
—3 2 NS E ) PRI LR EIRE R T A — 2 LRI LT (F#) , X T, BEOEE
(ZB U D HERERBR RIS & . AR ORI E & A ME UL L BN & OB 2 a5
WREE — SOSTET VDMER X1, AAI200mg 2 Q3W 3L 400 mg 2 Q6W TH# 5 L7=FEdD
MR & AN TR et L OBl oW TR S RER, ERRo S - HREOM T
EEEoIL VN AON e X e AN N =L A TR 31 | R gV

K5 FEOEMEE T A—F

[— Co Cove Conin s Coves Cons
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?'519.7) (27.27?298.1) (17.18?'11 8.3) (91.97?'984.1) (49.?‘;(,)? 1.0) (30.2?21 4)
400 mg QOW' (12;,%24) (32.?)??2.7) (10.11(,)'160.8) (142?49) (50.51(,)'57 1.3) (19.%3(,)'230.9)
e | assesse NA uﬁiﬁé@ A s -
10 mgfkg Q2W' (21?,2223) (14;‘41‘45) (a 1;1 ?21) (423,2233) (272,7282) ( 19;,9;00)

+:1n=2993, 100 EIDY I 2L — a3 N2 X 0 EHINKBAEIEO T IAE (2.5%4, 97.5%4)
B OREIIE PRI, Cag : MRS %O FEMFFIRE, Con : MIEIFLGHE (VA 70 2 5RO MLTEHR

&F\ Chnax,ss : ﬁﬁ%ﬁé&lﬁajé%%ngq]ﬁ%gx Cavg,ss :

% et i i AL

1056 BT (95% 5 HE X [H])
§ : 41 BIOLATELEE (95%FFXH)

NA : %472 L

13

TEHARREIC BT 2 PIMIE PR, Cringss

v Cmax : %)J[El"&lﬁ_‘—‘

EHARREIC B




4. FERITOWT

AFNOFE- D E 0 B 220 - FFE L, AFIOERGIZ L0 HERREIWEH 2588 L2
(ZXT D 2 EDBRER T L FDOO~@ D3 T A 7= 3 ikt _:J’ob\fﬁﬂﬁ“él\é‘
Thb,

O MEFITONT

@-1 Fio (1) ~ (5) OWTINIIEYT IR THD Z L,

(1) JEEFBRENEET 223 e RLSRRE S (BRE RT3 A2 s B 5L
IS AU REHEEERLIRRE, Mg s A RRle e &)

(2) FREFSRERPE

(3) FERFRFNFNIEE T D03 AP (23 AURSEEER R EWPT, 03 AR
WL, D3 AR OB HEE R 72 &)

(4) IRACFIREREZRE L, SRS LFRESRE 1 SRR L2k 2 U
SRR UL 3 ORtiR% FEHEIZAR 2 Jm A1 T > T D ik

(5) PUEMIEEAILG &N OfE% EYE R D JaH 217> T 2 fitigk

O-2  FEEREOCFHE L ORIWERFEBIRE OG5 7o Fnik & B A R oERf (F3&
DWT NN T DERN) 23, HeZ2FERORFNC BT 21RO TR TA & U ChlE
INTNDHZ L,

#*

o [ERMSFFEUSH 2 FOWHHEZAE T L721412 5 FLL_EDO N ATBIRDIFIRHE 217 -
TWAHZ L, 95, 24D RIT, BAEMEEZ L LIRSS OMHE 21T - T
WahZ L,

o [EAIRFFIUTE 2 FEOPHIWHE ZE T L721&IZ 4 oL LOBIRER 2 A L T D Z &,
9B, 3 LR, WmABHER O 2 AR E ST D AR ORAIHE 21T > T\ 5
P

@ BEADERLBHRERDOEHITONT
PR EHE B CIEF 2 BMEA D BB S AL, B D OIF AR, AOME - Ltk
I RO EL L QR IR DIFARME, AHFRDIEAE LI HE OWMEER,
PRERNATON D EFINTE S TND Z &,

Yiray

e
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@ BUWER~DOXRNTDOVT
@-1  FEREHICET 5Bt

WVE MR RS D B 2 BWE I 3 J8 4 LT BRIC, 24 BRRIRIRIAHIO T, Yi%hiak X
I EHERRR 2B\ C, FEL L 2EWERIZIG U CABEEEL L OY CT 22D FEIVEH ORI 2 E 72
B OFERNY BRI B, B HICHS TR AR AT - T D 2 &,

@-2 EEREEFFCLI>AFESRICETIER

IS ARSI B B 72 el ) O e 2 BT D IR FE DNRIEHE =4 Y 7
HEOEROA Y ) —=0 T 2TOWEIRE L H# 2 I T& 2 F — L ERIRH] 35
SN TND L, 28, BRIAHNZOWT, BABE &L EOFRHMIFMEI N TN D
Zé&,

®-3 BIEAOZWRIGICEL T

RIWEH (RVEMERR BN Z . KBR - /NGBS - EEO N, BIERFZ% - IFFA4 - T
PEREMETE - T - SE(LMEARAE J8 . EHEREREE ORMIE FIEMER K. SRERIRERE) |
Mol (MRS, HURIRMERERE S, BIRWEERES) | 1 ERE, 589
BEge. Wk - BERUTRIARIE ., BEZe. AN intRe R, BHEOKERE (PEERK
SRR . BRI MRS . ZIRALEE, FURIEIESE) | infusionreaction, X% -
o - FHk, BIEMBENE, MREE (F7 2 - NU—JERFEE) | Lk, BHE
IR IMAR IR (SefE M MRS PR SR DR . MR I, JRIFERES . HERRIERAESE) |
HEOHR, MEKERIEGER, M) (S LT, Yakhiak X Tr B RS OB %
HIHEMEEEE L (BIERHOZW-CRHSICE L THRER O XELZZ T LN 5:M12H
52 &) . BELICHEYRLEN TE DEFINESTND 2 L,
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5. BEXRLELRDBE

[H2h Iz B4 % F1E]

O 77 FF8AHN RGeS AACFRIEZ T U - UIBR AN AR 70 1T - RO 1B IR E
FHIZBWT, RAE Lo RF =T AUV L OO S THIMENR RSN TN D

@ ALHEFEREDROETT - BROTEFEEEIZBNT, AF L7 XK
OANRT T F & OPFREG KO D% OARFBEMB G OFZHIEI RS T
Do

@  TREIZEZ YT 2 BB IHT DAFN O G M O A ITIEIZ SV T, AR OF DD
ML SN TEOT, FAOEREGHG L RBR,

*  FIGO 77 I ik O T > BFH
o DOXITQTAEAIOA IR S TV OHTEMIEER] & OO 5

o ALFEIERE DO I2OEIT - FRO R AR R iﬁ“ézliﬁﬂé LURF =T AL
Fet & OfF S

o IR

[“ZetEIz B3 2 FIH]

O TRICEYT I EFICOVWTEHAFORER R LS TWL Z b, &%
Tz &,
o ARAIORIITHT LiBBUE ORI O & % B

@ ERETOFHIICB W T FRICHEY T2 BAEICHOWV T, AFloRGITHEE IR
WS, M OTRFERIE N 22 WGAICIR Y . HEICAKZGHT 22 2B E T
50
o [HVEMEAEE $@Aﬁ2iﬁﬁ®%é$%

o MBI R IR A CRVE R A58 6 2 BB M ONE BN 0D KU SR tilis e o i gt fiti ¢ & o
L RRAEPEZEA LS A gi’bé B

o HOREEBOEGI, XITBRMERZAE L XD B R REB OB RO H
%A

o EBEEBHERE (EMEIBHEIRE 2 5T) Db HEE

© REREORGSUIBE AT L B

«  ECOG Performance Status 3-4 =V o> Hz

(ED ECOG @ Performance Status (PS)

Score | B

0 | &<MERIEFETE 5, BT &IFE LA EAERNHRZ ATZX D,

PIREIZIE LR ENIHIR S L5 25, BTHRE T, BAFEREH - TOERIIT O Z &N TX 2,

Vol g mozs, wnsies

BATHRETH S OHE DEIY O Z L IZ T~ TRBEZDEEIZTE R, BHO 50%LL Hid~y RbTild 29,

BONTZESOEDEY DZ L LNTERY, HFED 50%LL EE Xy Rk Tl 27,

Bl

2LEIT RV, BOOHGORED OZ EFE TERY, BRIy F)RFTiRId,
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&

BREIZEL TEETRNEFH

AT SCGEEITIN 2, BOEARGEEF DR 2 BBV 1T D & AR O FeE K OV IE

R OO GHRE 0 I L T2 &,

TRIEBIAAIC S D, BE XX E OFBEICAIER OGPt E oA L, FE%x

BThroEET5Z L,

FEREWEHO~X T A MZOWT

BEMHIEERN D LA ENH DT, REOEEIZHT- > TiE, FIHER
(BOldv, PEVLIREE, k) OER&L UM X MRAEO Mm%, BlEr+7I1C
1792 &, Fo, MBS U T CT, My~ —h —%50RELFEHT 52 &,
infusion reaction 23% 55 Z £ 3% 5, infusion reaction 233D H IV EITIE,
WU QB ZIT D & & bIT, JERDEIET 2 £ THEORELZ +7I2B8ET 52
Lo

HR IR RE R S . T R RERE S L ORIBREEE RN L b b D 2N dH 5D T,
AFHN D £ 5-BRbART K O 5B I E IS N WA RER AT (TSH., 7l T3, i
Bt T4, ACTH, ML= F Y — L S0flE) 2+ 52 L,

BUEATZ., FFARA, IFSREREE ., IFREOELHEIERR S bbb Z ERH DD
T, AAIO I E-BAaRT & O G-I H I 30E IR ATREREMR A (AST. ALT. y-GTP,
Al-P, BV EEORIE) 2EHT D L,

SEIER (MR ICEERER L ET) SOEERIREERHODND Z &
NHDHOT, EHMOICIRORFEOFEEZMHRET L2 L, F7o, BOBFEIED S
G AITIE, HONCERKBEA 2T X ) BEAHET L2 &,

AR OEEIZLY | WEOHRIESONTRRT D &5 2 b dHkc REBCHRED H
LONDZ ERDH DL, BENBOLNTZHEITIE, BB LEERITS U ZHEMR
PRI & R 2 B O R AN &odlE U Cl bl e iR W 2 1TV B OSREROSIC &
LEMERDR DN D5 AT, AAIOKRIE T IE, R OREIE EE A LE CHFlD
WHELZEZBRT DL L, B, RBREFRLVEOEGIZE Y EWEHOBGEENR
D HNARWEA IR, BB R E R LT LA OGEMRIFIOBMG ZET S Z L,
B EH T, BOAM» OB AR L COrLEWERAREE T ZER”b 5720, K
FOFEHE TRICHRIER ORI FITEET D &,

1 BUBERRSS  (BIE 1| BUBEIRIE 2 5 de) b bbb, FERFEES N7 v R—v R E
LZ2EMBHDHOT, O, B, WEMZEOGER OB MEEO R+
THZ L, 1 BERE N DG A TR EERIE L, A R CRFIOR 55
DL R EZAT D Z &

@ AHOEERRBRICIB VT, KEYNOTE-775,/E7080-309 B CITME/ELEZIF1F26 8

R Z & (BRI LI SAT L 0 HERD) ([CHMEOFHMEZiTo T2 &, &
Y NRG-GY018,”KEYNOTE-868 5k CidxfID 9 # HIX 9 M Z &, =Dkt 12
R Z EICE DT AT > TN 2 & 22312, ARG FI3E B Bk
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xEEHAEETA NS A
Rr7nl) X<7 (BeFEEZ)
(R7E4 @ ¥4 M —& RE#EE 100 mg)
~EBWVWEEELFERE (TMB-High) 267 3 EFE~

T4 28 (Ff 745 AUET)
JEAH B



B &

SANNANE ol S e

X COIC

AANOKE, 1ERET
MERZIZ DN T

BeGxtGe L 70 DA
BeHIZB L CHEE T REHIE

P2
P3
P4
P8
P10
P12



1. 1IU®ic

IS OGN < REMEDHEROT- DI, WA STEZEIZE SVl E el 23R D
bid, 6T, ITEORZEHNOEAIZ LY | FUREIKS 22 & OFH0 72 5L E A%
FERLDARBENDT T, 20 DOERMZ BEICNER B IR 5 2 L RO
AR & 7o TR RBEMBGEE L O FA T £ 2016 (R 28 4= 6 A 2 HERERE)
IZRBWTYH, FHERLEOHHORELHEEZXS Z L& Tn5,

BB E R RS, I EHS R 2T m 7 7 A VRBEF O EIM & B S R
RHZERDD, ZOD, FIMEROLZEMEICET D ERN T+ ERT D £ TOR,
WYHEERGHOBELEEZIT 2 ERPR SN BEICR U THEMAT L & L b, BIE
FDNVREH LB B et & & D 2 & DS ARE 2 — 8 O B & i 7= 3 E R B < A
THLHIENEETHD,

L7z o T, RHA RTA 2Tl BIBEESC 2 E TR LN TV D EFRIRZY) -
B R ES & | LUTF OEIRMS Ofcl 726 2 a3 2 8L800 O B AR B & %
J R OB FEHERT,

B ARITA BT A %, MNATEBUE NEE G EFE SR OIS, A tHEAR AR
BRSSPy . —MAERTE N B AR R NEHE 2 M OV At FE N B AR RS2 O
Db EER LT,

RGL I HEIRE T A FL—F SEERE 100mg (— %4 a7 n Y X~ (Eis
FHAHL %))

RGERDMENTIR - B AALFRIERZR ITHEE L omWIEE B[R A% E (TMB-High)
AT LT - R OB R ZRVER SN2 551CR D)

WG ERHDAERORAE - WBE ., A, NAa7el X~v7 (Briz) LT 1
[F] 200 mg % 3 MRS XE 1 8] 400 mg % 6 3 E R T 30 75
T TRIEFET D,

& Ik 78 ¥ & MSD BRlatt




2. AFORK, {ERERF

XA ML —F miEERE 100mg (— 4 - _XAa7 v U X~7 B rHz), AR TR
Fl Evv5,) 1E, PD-1 (programmed cell death-1) &= ®d VY %> KT 5H PD-L1 LT PD-
L2 L OfEEZEERET S, t%k@@%yam~%wﬁwfﬁa

PD-1 FRB1E T A 6o B AREAE 7> D L D 72 D12 28 AR SR - 5 3= 7 i il 4
AA »F T, PD-1 1%, EF/REIZEWDCEER T MldoMia£micgEl L, 3os
PE SO 2 3 e AN ST R 72 00 RO 2 95, 9725, PD-1 (XU v FEfk
ATHZ LXKV PURZRRICL D v 7P Ve AICHIET 5% B/IKTH S, PD-LI

IEFHBIC BT 2HBUIDT N TH LM, Z<OBAMBTIE T Mo 2z
HIZEWENFBLL TV D, DAMABIZIIT S PD-L1 O @EEBLX, BHIARE, B,
FrfmAasE. JREE. FE/NAEITE 7 E O x ZeIRA T TR ARKTFTH D | RWAEFE
& OB HE STV D,

BELDO D A DERIR) T & PD-L1 FELOFEBEMD S PD-1 & PD-L1 O IINEE
DOFHPERREIC BV CHEERKZREZE S Z EORBEINTEY  Hiiz/e N ATEROER &
LTHIfF SN TV 5,

AFNZ, PD-1 & PD-L1 X O'PD-L2 Oli U T ROfEAEETD Z Lick v, EE
W NBREE T OISR AR ENE T U v SERATEM L &, HUEE G 4 FE (L
T 52 L THIEE R A RET D,

AFN ORI 2D < T8 D5 IO T & Hﬁm“ﬁ%%bhwi%ﬂi%tV
ERN ﬁ#%é KA DB G- R OFREGRIIE, BE OB 2 HoIXATV . BREDRR
DO TS E T, FEBL LT E AU J“L?Z%F‘ﬁﬁ’]fi%uuﬁkfxﬁﬁ%%ol:ﬁﬂik@#LTJ_
ﬂﬁ%%ﬁm%ﬁw\%E@ﬁEﬁmu BITEH SO 258121, B BB RV
%Vﬂ®ﬁﬁ%®ﬁ@ﬁﬂ%%ﬁ5%%#%50



3. ERREGE

DAALFEFIEZ I CHEE L s W ES B R AR E (LT ITMB-Highl &W95,) &F
T HHEAT - BROERE GEENIREDNEE e8GR 5) ORGERRFICFHMEi 21T > 7=
T AR B R R ER D R AT,

[ 2hE]

[l BR AL [E)2F AR (KEYNOTE-158 %)

{LEEIRIEREY O & HHEAT - TR OBEREEE (DA Z L1207 A~L OFK 7V —
T IBNTH] 200~1,595 B A RFGIT. A 200 mg 3 EERFE AT TQ3W] &
9.) G OE MR NN RE S v, AFIOA ML, FoundationOne CDx (2 &
Y TMB A =27 " 73 10 mutations/megabase (mut/Mb) LIk & & X v7=455 12 TMB-High
EHIETDHZ L L L, MITEHEICHE S T, T v—T A~ DR S N B EERFE IO
WTHRBT M T T,

TMB-High #H9% 102 ffil (HARAN 6 #ilaETe) KT TMB-High & A L7220 689 #i
(HARAN 71 flzEte) 2805, FEFMEEE Th D RECIST A K74 > 1.1 iR
O HIHEIZ L DFZNFEORER 2019F6 A27HT—X 1y h47) FR1 DL
BYThHoT,

¥ —RIBREE U CEERIC i STV AR I A2 TRV LTS F
W7 M OV BRI E % 8 T IRIR IR P XU D BB DA AL B T,

¥ F I N—FITBNT, FNERLTOBRERHAEAN S,

AL RSE LECE) . B HER (IBELXONREOME, 727207 7 — ¥ — KIS

BBRL), C: i, BT, /MG, G, & OV D Sk DR N A0 WE S (R4 (EB S

AR IR N WAESS) . D FE IR (RIESOIXMEEREE 2#6R<) . E: rE9E (R

SRR ) F o AN ORAE BESE) . G /NBRaifE, H o PRE, 1 BRSNS, T MR

i (AESOERERIES 25 < ), K @#E~A 27 a¥ 7 I 4 bRZEN (LLF TMSI-

High) £\ 9.) A3 2T EERE (& - BEE 42 R<) . L (FEO#A) : MSI-High %

A B A TIEE TR

*3 1 5%LL DT LOVBREE TR S L7 RIZRA B OIERIZRAE RN O | AFEAING R 0248 B
FOBEH IR E RN S D L B2 NI EREZBRVI-E LS OEROK

(mut/Mb)
#z1 AR (KEYNOTE-158 3B
TMB-High Non TMB-High

102451 689141

CR 4 (3.9 11 (1.6)

PR 26 (25.5) 32 (4.6)

B3 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)

Z5h#® (CR+PR) (%)

(95%CD) 29.4 (20.8,39.3) 6.2 (4.6,8.3)

CR : 5824, PR : 5843 Z8%h. SD : 227, PD : JEHMEIT, NE :

AT ANEE, CT : (B HE X

* o YU E CBERIRF A CITAIEIR A 72 L & &4, 1RERFE S 54412 Non-CR/Non-PD & i X 41

7R3,




TMB-High # &7 % 102 f5l (HAAN 6 fflz5Te)) KO TMB-High #4/ L72\> 689 i

(AARN Tl ZETe) I23BI1F 5, RECIST HA KT A4 > 1.1 S < froeflEic k %
MAFERDOZZNROFER 201946 H27T AT —% v b4 7) 13FE20LEB) TH-o
7=,

#2 DBAERNDOEERE (KEYNOTE-158 3ER)

TMB-High Non TMB-High
N AFE B (%) #%h (CR+PR) B (%) #%h (CR+PR)
102 {3l (Foh=E (%)) 689 i (FhE (%))
7 INAI e e 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
5 SE 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
T N 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
T P93 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
PN =3 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
FHR PN 0 WA R IS 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
WE 7% e 3 (2.9) 1 (33.3) 79 (11.5) 3 (3.8)
RN Y 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
HH R e 1 (1.0) 0 84 (12.2) 9 (10.7)
JIEBER 0 — 63 (9.1) 2 (3.2)
—  HEEART]



[Z241%]
[EFRIC[EZE M AHFER (KEYNOTE-158 5R)
AEFLIT 103/105 5] (98.1%) (2, EIEHIL 67/105 5] (63.8%) (2788 Hiviz, B
N S5%LLEORWERIZTTERO LB Th o7,

#3 REBN 5% EORIERA (KEYNOTE-158 3RBR) (MR RI24£EM)

SREBIKRS¥E (SOC: System Organ Class) Bl (%)
FAEE (PT: Preferred Term) 1051
(MedDRA ver.23.0) 4Grade Grade 3-4 Grade 5
2REIEA 67 (63.8) 15 (14.3) 1 (1.0)
PG WA
FOIR BB RE LR 7 (6.7) 0 0
FIR SR AR T IE 13 (12.4) 0 0
T B
T 8 (7.6) 0 0
G 6 5.7) 0 0
—i% - RHEER O G OIREE
I ) e 13 (12.4) 1 (1.0 0
9 7 17 (16.2) 0 0
R L O EE
RAHOR 11 (10.5) 0 0
B RS R & OV SRRk o=
ik 6 (5.7) 0 0
G X OV MRk E
% 9 FEE 12 (11.4) 0 0
35 9 (8.6) 0 0

7ok, MVEVEMEE 461 (3.8%). KGR « /NGR « BED TF 3 6 (2.9%) . BIEM
R A4 IR BRI - T2 - LRSS 2% S 131] (4.8%) | FIR A RERE T 15 1411 (14.3%) |
A RERERETE 1 1 (1.0%) . 1 BUHEIRIA 1 6l (1.0%) . BHEeerEE (PRMIE RV PR 2% |
ARERIREFASE) 161 (1.0%) K O infusionreaction 1 51 (1.0%) i bz, F7-., &
FED RIS (PaEthR RS ARIE . B AEIRARIE R, ZIRALEE, BRI S) |
PR (7 0 - N —IEGRESE) . FEEREEREREE . R, ik - BRRUT e, =
JEADHEIJIE, Bk - fEISe, S & DMK, Oihdk, EERMEKRESE (Goe M im M
PESREE . WEIPER M, JRIFERES, MERRRIERIESE) . MEKE RIEMERE L O EZITF80
N holz, REIWERBBURDUIBEEFSR (BAREMERT L E50) 23 0EHERE
Y,



[k - HE]

AHNOREMEDERETT LEZFH LIV 22— a2k v, AF| 200 mg %
Q3W. 400 mg % 6 HEFE (LLF TQeW) &\ 9, ) XX 10 mgkg ((KHE) % 2 #HfH
IkE (LLF TQ2WJ &), ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. AAI 400 mg 2 Q6W TH G- L7=BEOARHF O EFIREEIZ IS 1T 2 P iE HiRE (B
T [Cavess) &V, ) 1E, AAI200mg % Q3W TG LTZBED Cavess & FELEIT 2 & T
Ehiz (F&) . £72. AF400mg & Q6W THG L =B AR O E FIRBICB T 5 i
E MG FIREE (LLF TCrawss) &V 96 ) 1. Al 200mg 2 Q3W THE L72FED Crnaxss
EHE L CTEEZ R E PRISAEZ 00, BARABEIZBOD TARENEER S AT
HHE - HETH 544 10 mgkg (KHE) 2 Q2W THEH LTZEED Chaxss & G LU TIK
EaERTETHENTE (FTFR) . 512, BEERAELRE 2 FRICAA] 400mg % Q6W
TG L=/ TR (KEYNOTE-555 iBR) K 0 15 5= FHMEIC S < EiyHhhe
RIA=BFT v Ialb—ra il PRI LICEMERE ST X —4 LHEEILTE (FR),
MZz T, BEOW AT 2 ERRBREARIC IS & | KA OBREE & AWM T2 e
P& OBE A R 2MBERUGCE 7T AV MEE S, AAI 200 mg & Q3W XX 400 mg %
Q6W THH LIZBROgE & & Ao X TR et L OB W TRFT S fEE, E
LD HE - HEOM THINEL VR EEICAM R 2RI v & PRl Sz,

K6 AHNOEGEHE T A —F

- R Crnax Cavg Cmin Chnax,ss Cavgss Chnin,ss
(ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)

200 mg Q3W' (582??97) (27§Z§%1) (17;?§83) (91%?5;4) (49%??L0) (30§?§L4)

400 mg Q6W' (12;??24) (32if§£7) (10L?f08) (14é?§49) (soi?gla) (192?509)

i | mseen | M| gaarse | M NA NA

10 mg/kg Q2W' (21%?223) (14;?145) (11;}?21) (423?§33) (2727282) (19§?§oo)

t:1n=2993, 100 [HD Y I = L—3 3 N X BHH ST EE O PRl (2.5%45,97.5%48) . Cmax @ FEIHE
H%OREEMIBEFIRE, Cag : HIEIEGHZOFEEMIEFRE, Con : HIEIEEGEZ (FA 702 FEAD) ORARImE
BT Craxss : EFRIBICRIT D BB MIEFIERE ., Caogs 1 EFIRIEICH T 2 FHIMTEFEE. Cmings : EFIRAEIC
BT D AR 5 i

1156 BIORTEEIME  (95%Z X H)

§ : 41 BIORTEEIHE  (95% Z X

NA : %472 L




4. FERIZOUWT

KE A G, EIL ) R 7 EEZE (RMP) (23 < ARHI 0 [ 58 5, 22 AV RE AR 15 )
~OWIERID B D e T > T, AFOFG- 03w 0) 72 BE 2 2Hr - FrE L, AR
Bl X EERBERZRI LB T 5 2 ERMERT-D, LTFTOO~B@D 3 X
THEMIZIHRICBWTHEAT I RETH 5,

@ HEFRIZDOWT

D1 FrED (1) ~ (5) OWVTNNITELT LR THDH I &,

(1) BAEFBRENTET 20 V2 REEHEN SRS GEE R A AR L =R Pt
IS AR EE L R, Mgk s ARSI IR e &)

@)4%Eﬁ%bfﬂm

(3) EBENFIRFNFDIEE T 208 s BEEERPE (DS AR REEEIE ERPL, 25 A2 RE
W /IEbE, 23 AL EEHERE B e &)

(4) IR AL FREE L RE L, AORIES L FRIEDZEEL 1, SORIES L FRIEZ R 2

AT S EISA L AR IERS IR 3 O JifisR FEUEICAR D Jm HH &2 4T > T B Jiti %
(5) BUrEEMEREIS AT E BN R OfE EAEITAR 2 | H 21T - TV 2 Jitisk

O-2 KR E 2D D AR TOALFRRIE K ORINE S L OIS 50 2 ek & e85k &
FroEM (FROWTNDNIZE T DERM) 23, B2 OAANZE T 2B OE
EHE L TRESN TS Z L,

ES

o [EEGRFFEUGHE 2 FOWIANHEZE T L7ctRIC 5 LU EDO N ATREDEERIHE %2
ToTWBHZ L, 96, 2L BT, NARKMEES L UEKRRERESOHE 2
ToTND I &,

o [ERIRFFISR 2 FOMBWHEZE T L72RIC 4 FLL EORKERZA L T D
Tl 9B, 3T, AR E R DS ARRTEET OO0 AR 2 G e D AMiniR
DEFRIHE 21T > TN D Z &,

@ BRADERREREERDOERIZOVT
P2 3R L I E BLUCAE T 2 B DS E S, BB OIFRE D, ﬁ;ﬁ PE - %
VSRR OB B L ONEANE ISR D iRt AEFRBBE LGS oS
W, HEDRHESLITITOILAIEH DB S TWNWD Z &,

® BWER~DOXRIZDWT
@-1 FEFREHICET 5 BN

MR AR B D B AR BIEFA MR E LTZBRIC, 24 BERIZIERIRHIO T, Mi%hiisk X
TEEERIR IS I\ T, BB L 7ZRITERIZIS U CABEEER K O CT F ORIVEH ORI &
FRREORERNY HRIZE S, EHICRHSATRER AR NE>TnD Z b,




@2 EREEECIoHEFENNCHET 5B

AR D 5 FMIR MER O REE AT 5 R FH NENER T =4 ) > 7
EEWIEROA Y ) —= 0 7 2ATOEIRE LR A TE 5 F — LERKH
SN TVD T &, Ak, BIRISHIZOV T, BABE L Z ORIKICHHIEm ST
VBT L,

@-3 BIWEADOZEr-eXINICE LT

RIVER (RMEMEMEERICINZ . KIBE - /DMEE - EEO TH, BUIEFX - TFA2 - T
BERERE S - % - M LMEARE K. B E (RMEMEMER &, REREBERE) . N
bR E (N EEARERERE . FURIRMRER . BIREREEREE) . 1 B IRIE . 5 & 9 Ik,
e - BRACTRMRIE . BER ., AN WMERE AR 2, B O RZJERE (FhE k2R i Ae a7
KE. BERIEIREMGRE, ZALBE, JARMIESF) . infusionreaction, J¥7% « BEEJE - Fih
K. EIERMVEESIE, MRIEE (FT 0« NU—IEGERES) . DK, BERMIKESE (fH
P MO PSR B . TR, JRIFERE; . MEERIEREY) . HEOH R, MmEk
BRAEGERE, AEREEE) (T3P L, Yekhia ST B RAR B O B M 2 3 2 Al &
L (BHWEHOZKOXSICE L THREROXEEZZ T ONFMHFICHL L), BED
(ZE O] 72 LB N T E DIRHINE STV D Z &,



5. BREXB LR DBE
[G2hPEIC B3 2 F1H]
O FROBEIZBWTARAOFHMENRENTND,
o DBAALFHIEZICEE L/ TMB-High 249 217 - HROEE (BN
TRIEN R A2 IR D)

723, TMB-High [ZBT 2 ARF O a v R=F4ZWEE L LT, Wi :
FoundationOne CDx 23 A7 /) 5700 7 7 A VAR I TN D,

MREIZH T2 > T, BEFEOTA RTA VEOROERESEIZ, TiT01k
FIREFIT L D TMB BRARE R~ DR ORI W D AR DOERERF I D>\ T
ERT 52 &,

@ TREICEEE T 2 BE ST 2 AR O G K O A ITIEC DN T AR OAFZPED
MESLSN TR LT, AAOEREGXIR LR HRN,
o FITOMIBIRIE
o fOPUEMELGA L O L TRE SN EBH

10



[ZaMEIcB 4 2]
O FRICEZYTLIEFICOWVWTIEIAAORENERE SNTWDHZ &b HE5E21T
vz by
o KRANIDESHTITR LIEHUE OBEEED & 5 B3

@ 1BFEATOFEIZ IV T TRLICRE S T 5 BF IOV TR, AR OFGIFHERE S e

. MOTEFREBIRIE DN 2 WGEIZRY | HEICAHZHEHT 52 L 2EBETE D,

o RHEMEMZEEDOEI X iﬂiﬁﬂ)%é B

o AR E AR A CRE R 258 2 B K ONE B M 0 Fr B it i 2 <0 R g M fiti 2%
FEDOMIZRIEMZE LB B L B

o HOMEERBROAD, UTEMHER A L IXFERMED B g R B OB ERE D
b5 EE

o BB (GEm@MaBEELET) Ob b EE

o MO IIBHEE AT HEE

*  ECOG Performance Status 3-4 " o 4

(ED ECOG @ Performance Status (PS)

Score | T

0 | &<MEREFETE 5, AT L[E U A EAERNHRZ ATZX D,

PIREIZIE L WDEENIHIR S L5 25, BTHHRE T, AR - TOERIIT O Z &N TX 2,
Bl mOFE, FEEE

MTARECTH Y OHOEY O Z L3¢ N THRELEDERIT TE 220, B O 50%LL EiF~ > R4 Tilh 29,

ROENTZHOOHOEY OZ L LTERY, HEO 50%LL L&~y R+ T4,

ES RSN N}

ELENT RV, BAOOHEOEY O Z L34 TERY, BEICy R+l a4,

11




6. HEZELTHEETREEIE

O  IRFSCEREIIINZ ., BEIRE 3T D IRALT 2 BB 123D & ARHI O etk K& OVl 1Efif
R OT=DIZ B R EHZ I B L T AT 2 &,

TRIEBRAAIC e D | R UL Z OFHEICHIME L Qa2+ L, [FE 215
ThoETHZ L,

FREWEH O~ 2 A MZONT

@

®

MEMEMEER D oI D Z ENHHDT, REIOBRGIZH T > Tk, ¥IHE
K CEEIAL, R IAIEE, BMRAE) OfERR & OWE X it o 3%, #lEs+
SATO T &, Fle, BELTS U TES CT. Mg~ —F —F O/ 2 Fhi+
5Tk,

infusion reaction 3% 5 O 5 Z & R 5, infusionreaction 237D HIVTZHEIT
X, WURREZIT S & & bIT, JERDEIE T 2 £ THREOREZ /0852
T5HZ &,

RURIRERERE S . T RAEHERET R OCRIBEEEREERN L bR B H 5D
T, AAH| OB G-BAERT M O G- 1 P I E NN W RER A (TSH., l##f
T3, if#Hf T4, ACTH, ifH =2 /F Y —VEORE) % FEiT 5 L,

BIERF 2. A4, IFEEES . TR, B{EHRERD L OND Z 03 H D
DT, KA OB 5-BhART M OF G- W T3 E SR AT RER & (AST, ALT,

y-GTP, Al-P, BV LE L HEDORIE) 2FEhT 5 &,

SEIER (MR LI BB Z 1) FORERERIREENH D DNLD
ZENHHOT, EHMICIROEFE OFBEMHRT D2 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2 T2 L )BEFELRET L L,
AHNOEGIZLY | WEOGIERINIER T 5 &5 2 bILDEk A IR ESCRE
NHOLDONDZ EnbD, BEPROONTEHEEITIE, BERLIEFRIIN LT
BEPHEY 70 ik & AR A B O Rl & s U ClE bl 2R i R W 24T\ il o
FOSZ & B BWER BN 2561213, AR ORI IR, K OFEIE RE AR
WNEVHIORGEEZZETHZ L, B, RIBREARLVE L OREGIZEVREIE
HOUGENFRD B2 WA IZIE, BB B AR VE LSO & i Fl oehn
bLEET DL,

B TR, BOAR 5 AfRE L T LRITERP RT3 H 5729,
AHN DG THRIZOEWEHORBBUC2ITHEETLHZ &,

1 AERE  (BIE 1 BUBE IR 2 5 e) Db bbiv, HERFEES 7 v F—v &
WZELHZERHLOT, Aig, Fl, EHFOFEROFEE L MBEEO R+
SEETHZ &, 1 EPEREA OGS EEEFIEL, AR Y il
Hl O 5EDOWEY) R E LT O 2 &,

AHFNOEERABRIZ BT, KEYNOTE-158 iBR Tl 5-BltE> 6 1 £ 9 HH =

&l

1AL 12 8 & & A EOFHE 21T > TWe Z & 2552, KRG

FHIEHBNC IR R A CHROMEREITO 2 &,
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EEERAHET A RFAL4 v
Ra7Ta ) Xv7 (BEFHEBZ)
(BR5E4 : %4 b —F 5% 100 mg)
~FE R~

SMA4FE9OR (SR 7HE5 AWED)
BAFEE




SR/

SANMANE I o A

X LI
AANOF R, 1ERET
Fi R et

) 4l ANE
hxtG L7 D B

BEICER L TRET & HIH

P2
P3
P4
P16
P18
P20



1. IC®IT

SRS OANE « LRMEORROT-DITI, IR SEEEIZEEAD V@ IEZ2 AR Hivd,
S BIT, IEFEORFEIOEARNT LY | HURERE 2 & OG22 RIS VG
NDOHT, ZNHDEEKNZEIDLEREE T 2 2 L WO L 7o > T Y | AL
L SEEDOFEASEF 2016 CFRK 28 4 6 H 2 HEREIRE) ICBWTH, FHERMLED
A OREHEEEZ D = & L ST,

BB ERE SR, BRI RN 0 7 7 A VO EOESR S, & SN B2 D 2
ENBD, ZOTD, AIMER OV T DI+ 9% T 5 £ TOM, MEIELD
BHEAMRSZIT D Z RSN HRE TS L THAT 5 L & bic, BWERNREL LIZBRIC
MBIkt E & D 2 E N AHRER — B OB AN T TR T T 5 2 ENEET
H5,

L7z o T, BAA RTA TR, BIBEELZNETITR LN TV SEFIETR - £
RN EESE | LUF OEIRSOFai /25 A HEtE 28Ln H B2 5 2 07 ROV
BHHA T,

¥, RHA RTA %, INATEGENERLE R SR AR, ASHRE A A AN
Brras, —MHENEN B ABRRNBHES K OASHENEN AR ARHIEE 2O 1D b & AR
L7,

KRE TR DERS - XA M—X SHEE 100 mg (— %4 - a7 vl X~ (GE
R z) )

R ERDMETNE « AT XIFER O = SHE
JRPTES T S

MEERDMEROAE « <EfTUIFHFEO 75 S >
i OFLEMEER & O HICB T, BE. RAICIE., A7
0l X~v7 (Bafk#z) & LT, 1108 200 mg % 3 MMM
E 181400 mg % 6 B IR T 30 43 M2 CTREFET 5,
< R TS T T S >
AT T F Uk DT RIS RRERE & OPFHIZEB VT
WE . A, a7 el v EHHiz) LT, 1
[5] 200 mg % 3 AN L 1 18] 400 mg % 6 H IR T 30 75
T CRTEERET 5, EEWIRIX24 WA ETET S,

5 B g¢ ¥ & 0 MSD RSt




2. AAORE. 1EREF

XA M—F AT 100 mg (—ik4 : XAT7r ) XA~v7 (BeHEz) | DT
[ARAKI v, ) IE, PD-1 (programmed cell death-1) & %DV 4> R TH 5 PD-LI
N OVPD-L2 & DG ZEHZMET S, b MbigGs £/ 7 v —F Ak TH 5,

PD-1 #EE& 1T T MRS B ARREAE 2> & 2K D 72 OIS A AV 2SR A 9= 2 3= 7 s il i
AA »F T, PD-1 1%, BEERREIZBOTEER T MldoMiaRmcgEi L, B Ot
P B % B T AT TR 72 g SR A2 Hl 3 5, $ 725, PD-1 1LV v Rk
ATDHZ LI VHRZRIRICE DY VP vinEr AT 228K cH D, PD-
L1 OIEFMHEICE T 28BUTDLT N TH D0, < ONAMIE T T HifL O X %40
ZHFEWREICHHA LTS, BDAMICKIT S PD-L1 OEEIIL, B,
. FRERE . ONEE. JE/NIREE R E DA N AT TPHRARK - THD . R
PR E OMBIERHE STV D,

BELD DS A DGR T4 & PD-L1 FEBLOAHBIM . PD-1 & PD-L1 OfR I O
TR BRI B W CEHEEREE 2 S Z EAURBRINTEY . Bz e AIGEOER &
LTHIfF STV 5,

AFE, PD-1 & PD-L1 XO'PD-L2 DtV H > ROfEAEET L Z L2k v, B
W N Th D S SIS EME T U o SERATEME (L S8, PUEIS S 2 BIS ML
552 & THUERAR AR T D,

ARFN DA FFAZ D < B OGRS KD EWERE R H ok, BHEE UL
(CEDFREDRD D, ARORELG TR ORGZICIE, BEOBEL 71TV, B
WD BTG AR, FEH LI FRITIE U MR 22 ik & R 2 R DR A &
L CE gl 28R 217\ @ OIS KD RIER D DN D 5acid, BIF
PE AT RN OGO EY IR AUE 21T O MEN D D,



3. BRREGE
AT XATFFE O -5 Sals M VR AT T 1= SEE O 7RG Z R 21 T o 72 5 72 i R AR

DB ZE R,

[ 2h1E]
O FEEHLFEF AR (KEYNOTE-826 #lik)
IBEVER DI 72 < ALFIRERED 720 (BB RE & L CoRERRITGR

<) EATUIHFEOFEGREEE 617 B (HAN 57 fleate) 2RI, AHl Lo
PUEMEIES A (N2 V2BV R OT T FFR-H RN X7 (BB FHHEEEZ)
(LT TRy =7 L), ) ) EOPHRRE CRARE) ™ o0& RN,
77 2R L MOFUEMEREGA L OPFRE (77 /AR 2 2xRE L TEE R
Thats e, HEFHEE B IX2AAHE (BT Tos) Lo, ) ROEREEALH

B (BLF TPES) &\v9H,

BIER L. (R

F > AUC 5 mg-min/mL fHY &) ODJEIZ

1, X1 KO 2)
*1 0 AAI200mg 3 HEFE (LLF TQ3W) & )H,) #5 (F=a—2An1 HEICES) EUT
OPUEMEEEA] (EBRY EAEE Z LSRR onThn a0t L,
- X7 Y ZXEI1T5 mg/m? KOV T FFHRF (AT T F 50 mg/m? XX NIRRT Z

FFa—2A0 1 HEXX2 HHEICKRE) THRE,

<7 Y 2 F BN 175 mgim?, T FFRF (AT T F 50 mg/m? T ART T F

N AUC 5 mg-min/mL fHY4 &) KO X<7 15 mgkg DOIEIZ QAW (a2 —AD 1
WZHE, VAT FTF UK a—A0 1 HEXIEZ2 A HICHEY) °RY,

*) 7°§’127ﬁ QAW 5 (F=2—AD 1 HEIZHE) L*1 L R—OPUEMEREA (R Y =

RN Z L I8 oz il L.

) S, AFBRI T T ARREL L T OS XUV PFS & F

Q3W (FKa—2n 1 HEILEYES, AT T7F

#F1 FAHMEEME (KEYNOTE-826 3X5R)
ARFIRE 75 R
(308 1) (309 1)
A [H ] 24.4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
0S™! oNHR— R 067
(95%CI) (0.54, 0.84) —
P " 0.0003
il [H ] 10.4 8.2
(95%C1) (9.1,12.1) (6.4,8.4)
PFS™ AN R 0.65
(95%CI) (0.53, 0.79) —
P i <0.0001

CI: {EHEX M. NE : #E R hE (2021 FES H3 BT —4 By hA7, *2: J@5 Cox il
— F‘%?‘zva:ié77ﬁﬂ‘ﬁ$&®ttﬁx *3 . @hla 7T JE. *4: RECIST A KT 4
1.1 BRICEES < BB Y = AE E



100 ‘\w\--
90 \'\\\
80 o
oo ‘. \'“* \\
£ 60 I
50 - \.-:..hh-on "
ﬂi 40 - .....
30 T
207 __ AFHE
101 ___ 75uxm
0 3 6 9 12 15 18 21 24 27 30
at riskgy £ (R)
AFHE 308 291 277 254 228 201 145 89 36 6 0

77 REE 309 295 268 234 191 160 116 60 28 4 O

X 1 OS ® Kaplan-Meier Bi#k (KEYNOTE-826 3E)

100 T
90 '\“\.
n'\
80 - \ \
2 70 N Y
60 L \\
50 '
’40 S DR, a o-—\.,~.“
&30 (30 - Se—a
200 o Berey
101 __ sserm
0 3 6 9 12 15 18 21 24 27
T RS IR ()
AHIRE 308 263 229 155 123 110 70 35 10 O

77w AR 309 259 195 113 89 71 39 13 1 0

2 PFS @ Kaplan-Meier Bi## (KEYNOTE-826 35%)



(PD-L1 ZEHLRBLAN DA 201

[ PR AL R 25 M AHRAER (KEYNOTE-826 #kliR) (THlA AN OB E DT — 225D
X, CPS'BINZHRMT 24T o To A 2hte (REBII RN 2 B 1) R OVREMORERITLLT
DEEBH THoT,

AFNFEOHIMEIZEI LT, CPS 23 1 KiiOHAIZ, PFS KT 0S8 DIEELFIT/N &
VMBI SRS Bz (382 KON 3, £ 3 KO 4)

728, PD-L1 OFRBURMIZ K BT, KFlOZ2MET v 7 7 A VITFEETH > 72,

o RS HRKIC T D PD-L1 ZREBL LMl (EGMR, ~27 e 77— kO o3
BK) EaiiEs g Chr L. 100 23 U7 fE

2 PD-L1 EFRHWBID PFS O EMBARER (RBREYERHE, 20214537 —F vy b4 7)
FH A R p AR N RAE [95%CH Y= R RAEEHO pfE

(%) (H) [95%CI] (P fa]) 2
CPS<1 AH R 35 23 (65.7) 8.1 [6.1,12.6] 0.94
7ZvAREE 34 28 (824) 8.2 [6.2,10.4] [0.52,1.70] ™
AH e 115 70 (60.9) 11.2 [8.3,15.3] 0.68
1=CPS<1 A ’ . .
CPS<I0 Somme 116 82 (707) 82 [63,100]  [0.49,0.94] 0.4269
A RE 158 87 (55.1) 104 [8.9,15.1] 0.58
CPS=10 o e
77w AREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44,0.77]

Cl: ZHEXM. *1 : FIEZEEICRBIT 2EBEEE  (FIGO 2009 5FEICES<KIVBH)  (HY., 2L) . "NV R
~7OFHOFE®E (b, 7 L) LKOPD-L1 ®FBLRP (CPS 1 £3#., CPS 1 LA LE 10 #KjiE, CPS 10 LI L) %3l
R®1-& L7z @il Cox il — RETF v *2: OFGHE, @PD-L1 FEEURRAK OO GHE L PD-L1 FELRIR &
DO HAEHA %2 B L U IEER Cox Bl — RET L, *3 : BRI ENT



Progression-Free Survival (%)

1007

Progression-Free Survival (%)

20 ) ? 20 4
]l b RE \ 7T v R =
|
0 T T T T T T T T T T 0 : : : T - - ' : . :
0 3 6 9 12 15 18 21 24 24 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
KHIRE 35 25 21 12 11 9 4 1 0 0 ARFIE 115 100 84 63 50 43 31 13 3 0
75 R 34 30 25 10 8 8 1 0 0 0 7S5 REE 116 98 75 43 34 28 19 10 1 0
100 Fy
_ B
<:° ~h bl N
E ") L AR
; ) & \\LH
& 607 } |
T a0 S T
f, ) A . N
& 20 77 R L M.
2 _
0 T - - - - . . T -
3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
AFHIRE 158 138 124 80 62 58 35 21 7 0
75 REE 159 131 95 60 47 35 19 3 0 0
3 PD-L1 EEUREAID PFS O HEEHTEF D Kaplan-Meier BifR
(B Y ERHEIE, 2021 FESA3ZAT—F by b4 7)
(LK : CPS<1#£H. £LEK : 1=SCPS<10£M. TX : CPS=104£H)
# 3 PD-L1 ZBURHAID OS D 1 B E OB ER Q021ESHA3ZATFT—%by b A7)
. v ANV N PRl [95%CH Y= R ZREEHO p il
PD-L1 %% 5 .
AL BSEE BBC () [95%CI] (i)
CPS<1 AHIRE 35 20 (57.1) 19.0 [12.6,21.4] 1.00
IR AREE 34 20 (58.8) 18.9 [11.7,21.3]  [0.53,1.89] ™
I 115 52 (452 24.4 [18.2, — .
1=CPS<10 ozfﬁjﬁﬂf . (45.2) L18.2, =] 0.67 - 0.3278
7o RvREE 116 66 (56.9) 159 [13.4,23.5] [0.46, 0.97]
117 158 66 (41.8 — [19.1, — .
CPS=10 O{K%Jﬂf ‘ (41.8) [ ] 0.61
FIvREE 159 88 (55.3) 16.4 [14.0,25.0] [0.44, 0.84]
Cl: EEXHE, — : #HEERFE, *1 : YIEIZERICE T 2EEEE (FIGO 2009 HEHICESSIVB #]) (b, 7

L) . "RV XTHHOFE (b0, 72 L) KROPD-L1 ®OFILRH (CPS 1 AKiii, CPS1 LLE 10 Kiifi, CPS10
PIE) #EBETE LR Cox e — RET L, *2 : O 58, @PD-L1 IR L OO# 5-5 & PD-L1
BRI E O FAER A2 LR L U2IEER Cox il — REFT L, *3  ERI R RNT




100 100 j
1 AFRE 1

—_ 80 . 80 -

> )
S S
—_ = 1
g 60 2 607

£ ;;

= 7 2 ] fhy,

2 w2 Hity,

Z ] I+,

= 401 = 0 M - H

A 7T R 2

I'< PARY

© o)

201 201 75w R
0 . v " : : . . 0 T T T T T T T T T 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)
35 31 27 25 24 20 13 7 2 0 0 AFIEE 115 111 106 97 86 75 56 36 13 3

AT

sSwRp 34 34 33 28 23 20 16 5 3 0 0 Fs+xpe 116 110 100 90 73 59 44 24 10 3

1007
AFIFE
80
—_
=
=3 -
<
Z 1, s+
=4 7 -
2 W s+
= 40 t
= !
5 '+
=z —f = 1. R e o
5 1 75 R +
0 T v r T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time from Randomization (months)
| 158 149 144 132 118 106 76 46 21 3 0
ARFEE
sowxRge 159 151 135 116 95 81 56 31 15 1 0

B4 PD-L1 EHRHFID OS D 1 [E B O HFEEHTRFD Kaplan-Meier HifR
Q021 E5HA3ZBT—F Iy v E7)
(LK : CPS<1#£H. £LEK : 1=SCPS<10£M. TX : CPS=104£H)



© [EFELFRFIFFE (KEYNOTE-A18 #5H)

RIGHE D FIGO2014 HEATHA S DIB2~1IB H] (U > _Eilinfhatt) SUIIMI~IVA H#
(U 2/ BB 5 X RarE) O Tt T = G B 1,060 611 (H AN 90 fil & & Te)
XRBIT, AH L FRCF RS RRE (27T F R T TOAERE., KO
Z D% O/NKRIRIEHR)  (LLF TCCRT) &9, ) DB CKAI+CCRT ) 2 0f
KR O 2D, 7T 'R E CCRT & D (77 AR +CCRT #E) ZZxflE Lz
“EERRBR TR SN, EEFMEE X OS X TVPFS & Siv, AH|+CCRT BEX Y

TR +CCRT BEE LB LT OS MUNPEFS # A BICHER Lz (F4, X5 KUK 6)

*1 o FESECAT DGR T, MONBIAR UL R IRIEE R TR LT, oRIERIE
\Z L BIBFEED 72V EBE

*2 0 KA 200 mg & Q3W (= —2D 1 HRIZHKE) TS5 a—X, VAT T7F 40 mgm? &
1 B ST 5 [T 6 mHEG R OEBRIERE (OMTIRE & Z D% O/NRIIE )
#%. &K 400 mg % 6 WRIME (LT TQeW, &9, ) #E (HFa—=zxo 1 HAICHE
B T15a—2E5 LT,

*3: SR E QW (Fa—2AD 1 HHICHKE) TS5 a—2AKU*2 &[F—o CCRT 4.
7T RE QW (Fa—2D 1 HHIZERE) TI15 a—2&E5 L7,

# 4 AERRE (KEYNOTE-A18 AER)
AFH|+ CCRT B 77+ R+ CCRT &
(529 %) (531 %)
e [H ] NE NE
(95%CI) (NE, NE) (NE, NE)
0Ss™ NP — K™ 0.67
(95%CI) (0.50, 0.90) —
P fE™ 0.0040
e [H ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ ™ NP — K™ 0.70
(95%CI) (0.55, 0.89) —
P fili*? 0.0020

Cl: (XM, NE : #iEFRHE, *1 : FEMENEEOT —4% 12024 4E 1 H8 By AT, *2: 8
B Cox LN — REFNIC LD 7T ER+CCRTEEE O, *3: @la 7T U 7 HE. *4 .
PRIfENTEE DT — & 1202341 A9 HA ~ R4 7, *5 : RECIST A R4 1.1 ficH-S< a8
BgPE 24 = Bl )



100

80
70

-

S

50
# 40
30 -
20
10

— KA+ CCRTHE

at risk®

0 A — - S
0 3 6 9 1215 18 21 24 27 30 33 36 39 42

o 7T R +CCRTHE

EmMA)

A+ CCRTHE 529 527 522 509 500 463 412 374 326 273 210 136 63 11 1

77 2R +CCRTH 531 527 518 508 493 455 405 366 316 259 194 125 S8 12 0

X5 OS ® Kaplan-Meier Hi#f (KEYNOTE-A18 35%)

100 “ﬁ
904 |‘\”
80 - N “Nagp.
—~ \,,,.‘"'ﬁoox_
570 \'."\‘ e
60 - N i e
50 -
40 -
& 301
fg = KH|+CCRTHf
0 ——— 7 TR+ CCRTEE
0 3 6 9 12 15 18 21 24 27 30
— A7 (]
A+ CCRTHE 529 462 400 331 282 222 171 100 26 3 0

7 7R +CCRTE 531 463 379 306 263 208 149 88 20 0 O

B 6 PFS @ Kaplan-Meier Bi# (KEYNOTE-A18 35)
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[Zcit]

O ERHEFEFEIEAER (KEYNOTE-826
B EFEGIIARFIRE305/307 6] (99.3%) . 7T BAREE307/309 41 (99.4%) 388 B,
BRI & ORI BN EE T R2WHEFRIT., T 298307 B (97.1%) KO

alR)

300/309 5l (97.1%) ZFBH LI, WTNORETHRBEIE D 5%LL FORWERIZ T#

DEBY THoT,
£5 WTNHIOBETREEEN 5% ULORIER (KEYNOTE-826 3RER) (LM< 54EM)
BERAE R o
(SOC: System Organ Class) AFRE 77 R EE
HAFE (PT: Preferred Term) 307 4 309 4l
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
RREIEH 208 (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (63.8) 4  (13)
MR LY SRR
21 149 (485) 76  (24.8) 0 132 (427) 65 (21.0) 0
FEBANELT T BRI iE 21 (6.8) 21 (6.8) 0 13 42 13 42 0
i BRI i 38 (124) 14 (4.6) 0 31 (10.0) 7 2.3) 0
At BRIV E 68 (22.1) 37 (12.1) 0 57 (184) 29  (9.4) 0
1IN 55 (1790 21 (6.8) 0 58  (188) 12 (3.9 0
P43 I
FOIR IRAS RE TLAHEE 19 (6.2) 0 0 7 2.3) 1 (0.3) 0
FOR IR REAR T E 52 (169) 3 (1.0) 0 25 (8.1) 1 0.3) 0
A Pk
iz 15 (49 0 0 19  (6.1) 1 (0.3) 0
{5 5% 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
CIYIN 104 (339 3 (1.0) 0 120 (388) 4  (1.3) 0
RIaPS 20 (6.5) 1 (0.3) 0 15 (4.9 0 0
Mg - 63 (205 5 (1.6) 0 66 (214) 3 (1.0) 0
—fik - RFEERS X OB GHBALOIRGE
T IE 51 (16.6) 5 (1.6) 0 56 (18.1) 4 (1.3) 0
957 70 (228) 8 (2.6) 0 77 (249) 13 (4.2) 0
FERE D S AE 20 (6.5) 2 0.7) 0 9 (2.9) 1 0.3) 0
T EA 16 (52) 0 0 9 2.9) 0 0
JRYSIE S & O A= e
PRI G 16 (52 5 (1.6) 0 12 (3.9 6 (1.9) 0
B, PRk L OES OHE
HEANCHED KIS 16 (5.2 2 0.7) 0 13 4.2 2 (0.6) 0
[TAZ R
%;§;V7i S hTeATE=TE (10.1) 10 (3.3) 0 23 (14) 5 (1.6) 0
5 i;;%;f YT/ RTEAT= g2 8 @6) 0 16 (52) 1 (03) 0
7 V75 =88 16 (52) 0 0 13 (42) 0 0
I R ERER A 56 (18.2) 40  (13.0) 0 47 (152) 26 (84 0
i /INREGR D 49  (16.0) 21 (6.8) 0 40 (129) 14 45) 0

11



% (%)

TR

SOC: System Organ Class) AFIEE 7T AR
JEAFE (PT: Preferred Term) 307 44 309 4
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5

D 17 (5.5) 6 (2.0 0 15 (4.9) 2 (0.6) 0

i Bk s 37 (12.1) 21 (6.8) 0 21 (6.8) 12 (3.9 0
R L OeRRREE

REHHR 45 (147) 4 (1.3) 0 33 (107) 1 0.3) 0
T E#E R d £ O ARk

B &R 53 (17.3) 1 (0.3) 0 57  (184) 3 (1.0 0

75 P 53 (173) 2 (0.7) 0 53 (172) 3 (1.0) 0

9 s 17 (5.5) 1 0.3) 0 11 (3.6 0 0
R SR

R N 12 (3.9 0 0 19 (6.1 0 0

R 15 (49 1 (0.3) 0 19  (6.1) 0 0

KR = 2 — o R F— 75 (244) 8 (2.6) 0 76 (246) 9  (29) 0

BEIRIE 26 (8.5) 0 0 24 (7.8) 2 (0.6) 0

R = 2 — 1 XF— 69 (225 3 (1.0) 0 78 (252) 6 (1.9) 0
B L OVRER RS

BEAR 38 (124) 6 (2.0) 0 2 (1.1) 3 (1.0) 0
MR SR, MOEREs K OMithRlEE

B HA I 26 (8.5) 1 0.3) 0 36 (117 1 (0.3) 0
FERG 3 KOV kb

B 171 (55.7) 0 0 172 (55.7) 0 0

Z 9 29 (9.4) 2 0.7) 0 17 (5.5) 0 0

95 33 (107) 3 1.0 0 27 87) 1 0.3) 0

RN SN2 17 (5.5) 6  (2.0) 0 8  (2.6) 0 0
I

e 54 (176) 20 (6.5 0 55 (178) 23 (74) 0

B, ABEHCB O CHEMERZEE 3B (1.0%) « KBS - /MEZE - HEO FH 23 f
(7.5%) . BHEEOR GRS (PaitR A EaARE, fZErBIRERE, 2B, 1
KRIEDE) 1 1 (0.3%) . FREFEE (T2 - NU—EBERESS) 75 6 (22.4%) . BIE
JFde « FFARAE - FFRERERESE « iFJ¢ - BELMERRAE 25 56 6 (18.2%) | FLIRNRFEAERESE 70 {51
(22.8%) . FIE{RHEREREDE 1 61 (0.3%) . EIEHERERES 4 6] (1.3%) . BHEERES
(PR VEMER A, SRERERBRE) 1161 (3.6%) . BEXR 261 (0.7%) . sk - BEEUT
AMRIE 2 B (0.7%) . Mg - BRI 1 B (0.3%) . D2 16 (0.3%) . BHEEDHK 2
] (0.7%) K O infusion reaction 37 5] (12.1%) NFBO STz, F£7=. 1 BERIF. HIE
T E, 5 &M, EERMuEEE (oM MO ESRDER , WilntEE ., R
TFERES . MRRRIERAESE) | MEREAIEMEEE LK OFEITFE O bivie oo, REIWERZEEL
WO EFES (RAMEMERET 2 ET) 230EFBREZ =T,
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© [EFELFRZFIFEFER (KEYNOTE-A18 #6k)
A EFHGIIARK] + CCRT #E 525/528 51 (99.4%) . 77 AR +CCRT B 526/530 #i
(99.2%) ITRDO B, WRIE L OREARPEETERVWAEFEERIT. TLEN
512/528 51 (97.0%) MK U*513/530 451 (96.8%) IZ#8D HALIz, WT I DORE THRELEIS N
5%LL EORITERIZTRO LB TH -T2,

#£6 WVWTNOORETREZAN 5% EOBVER (KEYNOTE-A18 3Er) (A& MMT T SER)

Bt (%)

ERIRYIE -
(SOC: System Organ Class) ARAl+CCRT Bf 77 & +CCRT B
HAKFE (PT: Preferred Term) 528 5l 530 3l
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
2REIEH 512 (97.0) 365 (69.1) 2 04) 513 (96.8) 324 (61.1) 2 0.4)
MiEds LV >R bEE
2 1 317 (60.0) 101  (19.1) 0 206 (55.8) 85  (16.0) 0
i BRIF A SE 125 (23.7) 67 (12.7) 0 92 (174) 57 (10.8) 0
U > SER E 49  (93) 45  (8.5) 0 47 (89 40 (1.5 0
I R ERIAE 114  (21.6) 56  (10.6) 0 94  (17.7) 52 (9.8) 0
[/ R E 73 (13.8) 8 (1.5) 0 60 (11.3) 6 (1.1) 0
i L ORkpkEE
Hig 28 (5.3) 1 0.2) 0 34 (6.4) 0 0
P43 I
FODR IR A RE TUAHEE 56 (10.6) 2 0.4) 0 15 (2.8 0 0
FOR IR REAR TR 112 (212) 3 0.6) 0 30 (5.7) 0 0
B I
iz 32 (6.1) 0 0 37 (700 2 (04) 0
LEE7 72 (13.6) 1 0.2) 0 66 (12.5) 1 0.2) 0
T 268 (50.8) 24 (4.5) 0 271 (51.1) 22 (42) 0
CIYIN 304 (57.6) 7 (1.3) 0 317 (59.8) 10 (1.9) 0
Mg - 135 (25.6) 3 (0.6) 0 150 (283) 7 (1.3) 0
— % - REREER OGN O RE
) E 77 (146) 2 0.4) 0 63 (119 2 0.4) 0
95 84 (159) 4 (0.8) 0 9%  (17.7) 4 (0.8) 0
FEEN 35 (66) 3 (0.6) 0 22 42 2 (04 0
TRYSE 5 S O A= e
PRI Y 38 (71.2) 7 (1.3) 0 37 (7.0 2 0.4) 0
55, TER L OWEAIHE
TR R 2% 28 (5.3) 3 (0.6) 0 28 (5.3) 4 0.8) 0
TSR R TR A5 32 (6.1) 0 0 31 (5.8) 0 0
R R AR A
%57:‘/7‘: S RTeAT=TE g (169) 10 (1.9 0 58 (109) 5 (0.9) 0
5?;;%;”%/@;7 SR TEAT= (152) 5 (0.9 0 51 (96) 2 (04) 0
L7 L7 =88 42 (8.0 0 0 42 7.9 0 0
U 2 SERER D 70 (133) 65 (12.3) 0 8 (157 75 (142) 0
I R ERER A 156 (29.5) 79  (15.0) 0 148  (279) 78 (14.7) 0
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B (%)

ERIRSHE -
(SOC: System Organ Class) AF+CCRT ## 77+ CCRT #
JLAFE (PT: Preferred Term) 528 il 530 4
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

iR 116 (220) 25 (4.7) 0 109  (20.6) 13 (2.5) 0

IR 55 (104) 6 (1.1) 0 54 (102) 3 (0.6) 0

Shik> e % 173 (32.8) 104 (19.7) 0 183 (34.5) 111 (20.9) 0
R KOS REE

RAHHR 83 (157) 3 (0.6) 0 88  (16.6) 2 0.4) 0

A2 A i 26 (49 6 (11 0 29 (55 4 (08) 0

KA Y 7 A fiE 74 (140) 22 (42) 0 58 (109) 15  (2.8) 0

K~ 7 %> A 91  (172) 13 (2.5) 0 88  (16.6) 11  (2.1) 0

K7~ U A i 45 (8.5) 5 (0.9) 0 45 (8.5) 7 (13) 0
B Rk £ OV SRRk E

B fiivR 39 (74 2 (04 0 34 (6.4) 0 0
R SR

R AR 22 (4.2) 0 0 28 (5.3) 0 0
B L VR KR REE

HESR IR 60 (11.4) 1 0.2) 0 47  (8.9) 0 0
AR R X OSSR E

BRI 29 (5.5) 3 (0.6) 0 29 (5.5) 0 0
B3 KOV T AEAkRE =

% D FEAE 28 (5.3) 1 0.2) 0 17 (32 0 0

b 30 G702 (04) 0 21 (4.0 0 0

72¥5, AAI+CCRT BEIZB W CRIEMEMZERE 8 B (1.5%) . K% - /MEK - BED
THT 40 B (7.6%) . EEDREREE (hEERREERAE, KERREIRERRE, £
ZALBE, FARMIETE) 1 Bl (02%) . MfEkEE (F7 2 « NU—JEREES) 16 4
(3.0%) . BIEMFZ « A4 - RS - T2 - B LMEARE R 139 61 (26.3%) .
WIRHERERRE S 147 61 (27.8%) . EIEHERERE 441 (0.8%) . 1 BUBERIF 1 61 (0.2%) .
EHERERETE  (RMIE VIR 28, ARERIAE 55 1061 (1.9%) . BER 3 (0.6%) . I
Ko BB - FHER 1 B (02%) . SE DK 1 ] (0.2%) . infusion reaction 3 15
(0.6%) KOHEEDOHR2H (04%) NRD LI, iz, FEAEHERERE, 5% - M
KO ARE . FEE A IR, DR, EERMIKIEE (G i MR SR B, 1
MR, FRIFERES, EERIERAES) | MEREBIEREL ORZITRD bhho Tz,
AEIERAREBURIUIBESES (BRREMEE 25T 280EHERERT,
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[HE - H&E]

KFNORHEMHEYBEREET L AR LY I 2L —a 12k v, AH 200 mg %
Q3W, 400mg % Q6W XiX 10mg/kg (AHEH) % 2 HREMFE (LK TQw] &wH, ) T
B 5 U I=BRO AR O MiE HIEE S RG S iz, T OREE, AAl 400 mg 2 Q6W T 5L
TeBEDARFN O EFARIEIZ I T 2 FHMIEFIRE (LLT [Capss) &V ) 1, KAl
200 mg & Q3W THE LTEERD Cavss EHET 2 & THISNT (TR) o £72. KA
400 mg % Q6W TG LT-BROAAN O EFIRBIZ T T D Em i TIRE (LLT ICraxss)
EWVI . ) 1E, AAI 200 mg & Q3W THEEG L7ZEED Cinaxss & FLl U CREZ T & Tl
ENbO0, HRANBFIZBW TARENER SN TWD L - HETH 5 AHA
10mg/kg (IKE) % Q2W THH L7ZFED Ciaess & i U TIREZ RT & FRIS U (F
%) . I, EERAEEE Z XU 400 mg 2 QoW TG L7-sME 1 HHRER

(KEYNOTE-555 &) X015 6N EHEIZE S EMERENT A —F X, v Il
—3 a2 NS E D PRI LR ERE R T A — 2 LB L. (F&) . T, BEO»A
FEIZ 31T 2 BRIREABR AR 1T D & | AHIOIRTE & & A M T2 et & OBE 2 Gt
UG SSE T VPER S, AHK200mg & Q3W T 400 mg % Q6W THeE L7-FED
MR & AN TR et L OBl oW TR S RER, ERRo S - HREOM T
EEEoIL VN AON e X e AN N =L A TR 31 | R gV

K1 FEOEMEE T A—F

[— Co Cove Conin s Coves Cons
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?'519.7) (27.27?298.1) (17.18?'11 8.3) (91.97?'984.1) (49.?‘;(,)? 1.0) (30.2?21 4)
400 mg QOW' (12;,%24) (32.?)??2.7) (10.11(,)'160.8) (142?49) (50.51(,)'57 1.3) (19.%3(,)'230.9)
e | assesse NA (14.1:?;@ A s -
10 mgfkg Q2W' (21?,2223) (14;‘41‘45) (a 1;1 ?21) (423,2233) (272,7282) ( 19;,9;00)

+:1n=2993, 100 EIDY I 2L — a3 N2 X 0 EHINKBAEIEO T IAE (2.5%4, 97.5%4)
B OREIIE PRI, Cag : MRS %O FEMFFIRE, Con : MIEIFLGHE (VA 70 2 5RO MLTEHR

&F\ Chnax,ss : ﬁﬁ%ﬁé&lﬁajé%%ngq]ﬁ%gx Cavg,ss :

% et i i AL

1056 BT (95% 5 HE X [H])
§ : 41 BIOLATELEE (95%FFXH)

NA : %472 L

15

TEHARREIC BT 2 PIMIE PR, Cringss

v Cmax : %)J[El"&lﬁ_‘—‘

EHARREIC B




4. HERRITOWT

PRIESL U A 7 EBREHE] (RMP) (233 ARFI O EIRMZ2MEEGIEE~D W /)&
HilA 8 2 Mgk Td o T, AFNIOLLG Y72 BT ZBH - FrE L, AFIOEGIC LY HEE
7REWER 2 8B LT BRI g 5 2 L BB 7= BLFOO~@DF T &7z T fiiak
IZBWTHERT 2 R&ETH D,

O MEFITONT

@-1 Fid (1) ~ (5) OWTINIHEYT IR THD Z L,

(1) RS ERENRET 55 A FEEE LSRR (EREIT RO A S ML SR e
HBe7)s ARSI EEMLIRRTE, ) A2 iRle e &)

(2) HrEREREIRLT

(3) HMEAFRAFENIEET D03 ADIEEERRE (2 ARIREHEIE TP, M ARt
TIBE, 3 A ROEEHEET R 2 &)

(4) IRAUFHREEARRE L, SIEE Rt 1, ARIER L bkl 2 ST ah
KRB L FIFRIEZ R 3 ORI R DR &21T > TV D sk

(5) PUEMERRES AT BN O Rk S AR D Z2 AT - T D fiti ek

D-2 B O L FREL ORIER R EREO G 43 7o Hak & BB A FroERl (TR
DWTINITEEE T D ERN) 23, Yk BFOARKNZ BT DI OETH & L TRlE ST
WHZ kb,

#

o [ERMSFFEISH 2 FOWHHEZAE T L721412 5 FLL_EDO M ATBIRDEFIRHE 217 -
TWAHZ L, 96, 24D EIT, BAREMEELZ L LIRSS OMHE 21T - T
WaZ L,

o [EBIGFFIUFR 2EDIHWHE ZE T L72RIZ4FELL EOBIRFR Z A L T\ o Z &,
7B 3 FLLREL I ARES O ASEWIRTE 2 & TS AIRIR DERRIHE 21T > T
5T L,

@ BENOEERERERDOEHIZONT

S R B R 5 LA R S, B D OB N, A - At
S RO R OVERTSE T 5 R, A EH ek LI oWt 5
DIHERLNNAT O DRSS TND Z &,

16




@ BHER~DOXHIZOWNT
®-1  FHERAHICEEY 5 B

FEVENR BT OEBZRRWEH A L7ZBRIC, 24 RERIEZHRIEHIO T, Hikhisk X
IREEEERRI IR T, FHL L ZRWERIZIS CTABREBLL Y CT FORIVER ORI LB
A DR G HPICELI., ESISHSATRERAH B E > Tnd 2 L,

@-2 EERFEICLI>AEESIGICET2ES

DAL 2N VB2 AT 2 EBREEEPBEHE=4Y 7/
EEDIERDA T ) —= 0 T ERATOVEIRE L IEWME LA TE D F— LEEREIRH 2
SN TWDHZ L&, 7ok, BHEHICOWT, BABE L ZOFIRICHFTMINTOND 2
L,

®-3 BIEAOZWRIGICEL T

RIWEH (RVEMERR BN Z . KBR - /NGBS - EEO N, BIERFZ% - IFFA4 - T
PRREMETE - T - Si(LMEARAE J8 . EHEREREE ORMIE MR K. REREERE) |
Mo slEE (MRS, HURIRMERERE S, BIREERES) | 1 BERE,. 589
B9, Wk - BERUTRIARIE ., BEZE. AN intRe R, BHEOKEREE (PEiERK
SRR . BRI, ZIRALEE, FURVEIESE) | infusionreaction, X% -
o - FHbs, BIEMMBENE, MRS (F7 2 - NU—JERFESE) | Lk, BHE
IR IMAR IR (SefE i MR PESRBER . MR I, JRIFERRS . HERRIERAESS) |
HEOHR, MEKERIEGRE, M) (S LT, Yikhtiak X TrBRE RS ORI %2
AT LEAEEEL (REHOZE-CRSIZE L THREA VSR LZ T b0 &0 H
52 &) . BELICHEYRLEN TE DEFINESTND 2 L,
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5. BREXRLRHBE

[B2hEIC B3 2 F])

O WIBHREOEIL 2L ALFERIEREO 0 (B EHRE & L CoBRERITR
<) EITXIIHEROFEISREE BT, KH, N7 U ZXRALKOT T FF 1A
(AT TFUXIFIANRTZF ) OB CNCAHF, <7 ) E2xtEN TFT7F
FHRF (AT TFUXINIINRT T F ) ) KON X< 7 OO GO 20
DREINTND,

@ AT IR O SR RE IR L CiX, EEEILFEFH MFERE (KEYNOTE-826 i
BR) 1B\ TC, PD-L1 3&Hi= (CPS") (2L 0 AN R D EmARE STV D
Z & (p6~8 &) D, CPS BIOARANOF N DN T3 BfE L7 G
BEOBEREIT) ZENLEE LV, CPSH 1 RIMTHD I ERHERSNTZBEICE
WL, AFILSADOIRERINE LB ET 5,
* o KFIOZWER & LC, PD-L1 IHC 22C3 pharmDx [# =] (JFE4) NER SN TV 5,

@ RIGHED FIGO2014 HEITHASEDIB2~IB ] (U o _Eilnirt) IIIM~IVA
(U HERER I RN O RFTEIT - S EE IZBV T AAlE CCRT (&
AT T F R T COMNT RS, R OZFO%O/NERIER) & OFREREOA%)
PEAVREN TN D,

@ TFRACEZ YT DAFNOE G} O I TEIZOW T, AFIOFEIIERNHEL S TE S
T ABIOFEERG L 72 B0,

o IR
OXIIQTABN DAL R ST MO FLEEMEIEE A & O OF & 5-

[Z2PEIZ B9 % HIH]

O TRICEYTIEFIZOVWTIETAFORENES SN TWNWEZ NG, B
1Tz &,

o KRBT R LiBBUE OBEERED & 5 B

@ IBEBRETOFHICB W T FRRICHY T 2EBEFICOWTL, AFoREITHEE I
WS, L OTERERINE N 2 WIGEICIR Y | EEICAKIZHEHT L2 L 25 E T
}_Z)O

FVEPERR OB P UIBEED b 2 B
o MEEGR A TRV 2380 L BE M ONEEIE O B BRITIR A SO RGNt 2 5 0
18



I RIEVEZAL DN T DIV D B

© HEREREBOEH, SUTEBMERZRFE L IIFHFREIEO B SRR EOBERD &
LB

o iEESAE GEMEMIOB AT 2 S Te) Db 5B
© OB AT 5 8E

e  ECOG Performance Status 3-4 0V o B3

(ED ECOG @ Performance Status (PS)

Score | TEF¢

0 | &<MEREETE %, AT &IE LA EAERNHRZ ATZX D,

) PIREICI LU RN SRR S 405 28, SITHRE T, BAEERH - TOEEIFTH 2 LN TE D,
Bl BOFE, FHEE

HATARECAROGOEY O Z L3~ TARELEMERITTE AR, A O 50%2A Eid~Sy RO Tl 2,

[BOENZHASOHEDEY DOZE LNTERY, BHD 50%LL EaXy R+ iz,

W

ALET RV, BOHGOED O Z L TERY, BRIy KR+ Id,
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BREICEL CHETR&EFHE

O WRASCEEIOM ., BEIRFEET P RUET 2 BRSO & ARHK 0 Rt K& OV IE
MO DIZ B EHZ 0 ICBE L T bHT 5 2 &,

@ IREBRICNL D, BEIT OFEICHE IR OEREE AL, FAEES
ThoETHZ L,

@ FREWEHO~XT AL MIONT

o BEMMEERNHSONDEZENHDHDT, AHAIOEEIZHT- > T, FIHEWR
(BOliv, PROLIREE, Wkes) OER&L O X SIREOFM%E, Blggs o1
1792 &, Fo, MBS U T CT, My~ —h —%50RELFEHT 52 &,

* infusion reaction 23 & 5O D Z &3 &H 5, infusion reaction 23R8 H AL E T,
WU REZIT D & L bIZ, JERDEIET 2 £ TEEORELZ H2IC8I5T 5 2
Lo

o HURIMBERERETE . TERMAEEEELKORIBEEEREENHODONDLZ ENHDHDT,
AFHN D £ 5-BRLART K O 5B I E RIS N WS RER A (TSH., 7l T3, i
Bt T4, ACTH, ML= F Y — L S0flE) 2+ 52 L,

o BPENTFR. AL, IFEeREE. k., EEERE RPN OND 2 ENHDHDT,
ARFN D Be G- BtR T K OB G- M X EPNCiTRERR & (AST. ALT. y-GTP, Al-
P, BULEVEORIE) Z#EMT DL,

o SEIHER (MMEREMIMEEHRERZET) FOERERREERS DN L
BHDHOT, EMHICIRORFTOAEEZHRTHZ L, £z, ROBRFELRRD L
NG EIIE, HONICEREEZZ2T 5L BEEHRET L L,

o AFNOHEHIZED | WEOREKICICRRT S &5 2 DN DL REEBHREN D
LD ERDH DL, BENBROONTZHEITIE, BB LEERITS UM
PRI & RRBR A RO EAT & B L Ca bl e SRR W A TV B O RE RIS IZ X
LEWEHRN SO D25 EIIE, AFIORE I IR, R OEIEEE R LVE HO
BHEEEBERTL L, B, BIBEREFRLVE L OEGIZE0EEROSENE
D HNARWEA IR, BB R E R LT LA OGEMRIFIOBMG ZET S Z L,

o BHKTH., BEMNSEI AR L CHLERWERANERTL 2 ER”b 5720, K
R OBEMATRICHRWERORBLUZSICEE T2 2 &,

o 1 AUBESRIE (BUE 1 BUEIRIEZETe) Db Dbiv, BERFMES TV K=V R ZE
LZENBHHOT, A, E, EEZEOEROBRCMAEEO BRI HoEE
T5HZ &, 1 BEERBEAREDN - SGAICITEEEFIE L, A R Y B OF 5%
DL R EZAT D Z &

@ AHIOEEKABRIZI T, KEYNOTE-826 3B TILME/EAEI TS, 54 E ET
L9 WML, ENLEEIE 12 HE Z S IZAMEORMIZI T Tl &, KDY
KEYNOTE-A18 5l CiX CCRT 58 T#% 25 2 4FIE 12 #[H 2 & \ICH MO RHG 2 1T
ST Z EEBBIT, RFIEGHILEMICEBGRE S COHROMREITI 2 &,

20
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xBEERHEET A FF A
Ra7Tnr ) X<T (BoFiH#z)
(R4 : A b—F EEHE100 me)
~ R RERR SR AR ZUBREE U > fiE~

SM58E6 A (FF 745 H%KET)
JEA S EE




B

Sk v

X C®IC
AANOKE, ERET
[ R R

JiER I DOUNT
BhRIG LT DR

BOICER L CTRHET NS FH

P2
P3
P4
P9
P11
P12



1. XC®IC

EEMOBFIE - BREMEOERO =D, WA SCESICE Wl ER AR RD S5
Do S HIZ, IEFEORFFHIMTOMEANC LV | FUREILR 22 & OFHT R 72 Bl R =S 5
ﬂ%ﬁéhé¢f IO OEMMLE B LB B IR 5 Z L AR OREE 7o T
. BFRTBOE R L OO REARTTH2016 (CER284E6 H2 0 BEERE) I2BWTH, HHmEK
mmEOFEHOREILHEEZ XD Z L a3 TnD

PR T EIR L, KRS T 1 7 7 A VISR D ES S, L B SN2 5 2
ENRDDH, ZOTD, BMER L EMICET A ERDH0EMT 5 TOM., YKERKLO
BREAZBRSZT 5 Z ENEFSNDBEIT L THEATS & b, BITERANREELZERIC
W Bkt a & D Z LN AREe — EOEM A T M TR T A I ENEETH .
L7eDo T, KHA FTA4 Tl BARBEEPLINETITHE LN TV D EFIETN - B%
B RN EES & LU O EIR G O 5l 726 2 a3 2 8L D B e B0k 5 2 5 RO
BREHEEZRT,

I, RIA RT A A%, MNATEGE N E IR ERE IR O, A FEAN B AR
JE e, — AR B AREE R NEHE 2 K O AR E N B AR MRS O O b & VERL L
7=

KR E TR DEIREN © A MV—F AJEFE100 mg (—fix4 - ~Aa7r Y X~v7 (&
frffEH %))

RS LR DIRETAR T UL ERE M O RS MERERR )R B BARAE U o /i

NG ERDMEROAE « B, BRAIZIX, a7 nr U X~v7 (EEHH#z) LT 1
[B1200 mg 7 338 [ [ hE S 1% 1181400 mg % 63 i fIlE T3055 fi 2T €
FRIEERET 5.

B3 IR 98 ¥ #F - MSDRERIAH:




2. AAIDRR, {ERBF

FA F— X EEEELI0mg (—ff4 - AT Y X7 (EETHE#Z) . LI TAS) &
W9, ) 1E, PD-1 (programmed cell death-1) & Z DV #> K THHPD-LILUPD-L2 & OfER %
EHEET S, b MbigGet /) 7 o —F PR TH 5,

PD-1#% 1% 13 T 50025 S HRBEARE 70 & K0 2 72 D12 A AUHIB AN R -3 5 T2 722 S 5 1140 A o
v FC, PD-1IE, @EREZREICEWOEHERTHEOMIEZmIZREL L, A fE s &
DARVE X XHE 2 E b HEH T 5, $72b5, PD-UX U Ty REFEETHZ LICK
D PURSERIRIC K D v 7P M siEad AICHIET 5% B8R Th 5, PD-LIOIEFHMKIZHIT D
RHEUNIDOTNTH LN, 2L OB TIITHIROB E 22 51 EWEICERIL TV 5D,
DS ARIZ 351 APD-L1O @8 B, BMfwE, el . A, DREE . FE/ KR i
IR EDORkA IR ATTHRARK T THY | ARWEER E OMBEMERRE ST D,

BED D A DEGIREY T1% & PD-LIFEBLOFEANEN & PD-1 & PD-L1 DR ¥ I3ME IS D50 ]
BEICR W CHERZEIZMH ) Z EAVRIBINTEY,, B2 AREOEN & LTIfFSh
TW5,

AANE, PD-1E£PD-LILXOPD-L2OM Y H v ROFEAEILET 5 Z Ll kv, SRS
W OB R AR S ENET Y v SR Z TR L S, PSS feE 2 FiEE b3 2 2 & ChiulE
B R ERET D,

AN DAVE AR IED < EE DR RIS X DRIERER H Hboh, EEXIIKTICED
AREMEDN D Do AR OEGH R OB GZITIE, BHEOBE L ToIATV, REPRD LA
At FEE LI FRITIE U REMRY 725058k & R & RO Al &g U Cilst) 22 880 72 W &
TV BEOGRE SIS K DEWEMA RO L 5EIZIE, BT B R VE CF OG5 DT
OI/R BB 21T 5 MWD B D



3. EREREGE
B ST VR M 0 JR 8 MEHERR ]SRRI BAI AT U o B D A GREFIZ R &2 17 - 72 E 72 IR

AR DR & 7T

(2]

OEWNE 1 35 (KEYNOTE-A33#ER)

FFSE ST HEAME O R MERER JHIRRIBAIAE U o IERE ™D (7T61) Z %512, AHI200 mg

JWEIFERE (BLF TQ3W) &), ) BEDOFE KR O ZEMS Sz,
TEILEH TH HRENER [LETIWG criteria (2007) 1233 < e E 2 K 5 522285
(CR) XIEE28%h (PR) OFIG] 1L, 1D LBV Thote,

D) (1) BFREMESMaBEE ICHERNRO b8, (i) BFELEMaBEEeo
HEAWNIZCRA L < HEPRMG LIV B3, X (i) B ZFid& el A S T
bHo%E. U EORTERE 25T, B L UREL ORI LB

#F1 AMEREE (KEYNOTE-A3335R)

741

5e278%) (CR) 1 (14.3)

il B éa 2h (PR) 2 (28.6)
(%) & (SD) 1 (143)
ﬁﬁ (PD) 3 (42.9)

Fh% (CR+PR) (%) 429
(95%fE #E X fH]) (9.9, 81.6)




@/ M AHFER (KEYNOTE-17073%0%)
R SO A ME O S PERERR KA B U > /R JEREFE ™D (5341]) ZRIRIC, AHK)
200 mg QAW 5- D Foh Mk RN STz,
jz%%ﬂ?fﬂﬁlﬁ HToH DM E [KETIWG criteria (2007) (ZFE-5 < I EI K 558215
(CR) XIE#B4srZe%h (PR) OFEIG] 1%, 2O LB ThoTo,

H2) (1) BZREMSMEBEE ICHEENEO b ES, (i) BHFEnHMRBmEE
60 H LAINIZCRA L < IFPRMGF e o T T (iii) I 518 i R R AL AN T R

ThH%E . 2 EORNREAZ I, B0E L <ILEEOIREEZ IS LB
#2 APMEE (KEYNOTE-1703R8R)
5345
5E48728%) (CR) 10 (18.9)
Al %Kfaif’f*ﬁ (PR) 14 (26.4)
%) ZiE (SD) 5 (9.4)
#17 (PD) 13 (24.5)
P A RE 11 (20.8)
Z4h= (CR+PR) (%) 453
(95%ZHE X [H]) (31.6, 59.6)




[Z 2]
OEMNE 1 HER (KEYNOTE-A33##)
HEFGILBR AR TT7H] (100.0%) 12585 S, BIERIXS/7H] (71.4%) (23D Hiiz,
BWERIZIFEID LB TH-T-,
#3 B (KEYNOTE-A33RER) (Z2MMirsisEn)

ZFEBIRSFE (SOC: System Organ Class) FEASGE @fé;/(}ﬁ;
(PT: Preferred Term) ! "7 il

(MedDRA/J ver.25.0) 4> Grade Grade 3-4 Grade 5
2RITEM 5 (71.4) 2 (28.6) 0
Mgk LY o R REE

FEEWELT P ERIBE 1 (14.3) 1 (14.3) 0

B BRI 2 (28.6) 2 (28.6) 0
PR R P

e 1 (14.3) 0 0
MR as. MERS K OMiEhRERE

B 1 (14.3) 0 0
R R X OB T Rk

HLBE 1 (14.3) 0 0
—f - 2EEER X OGO KRR

FEEL 2 (28.6) 0 0
R IR A

TI=UT ) NTUAT = T— PRI 2 (28.6)

TANGX BT I FT AT =7 —EHI 2 (28.6) 0

7B, FFHSREREE 326 (28.6%) TR bz, Fiz. MVEMMZEE, KIEK - DEK -
HEO TH, BielEEs OREREMB R, RERIEERE) . NomwkEs (T EAmRerEEs.
FORARSRERS . BIIRREREREE) | ISR, S E MR, TRk - BUBUIRUIRIE . AR, ik
fEE (X7 - NU—EBERSE) . HEOKREEE (PEthR B MARIE ., R RARE
BERE, ZIBALEE, FREIES) . WMk - Bk, SEIEMEE, OfhRk, HE 2 ElEE
(G2 Ve M MR PESRBES R . T MMEE f, JREFERES, MERRRIERAESE) . EHEOFH K, Mk
BRIEWERE. infusion reaction X ONEERZ ITRR O H L7 o 72, AREIEHZBUR DT B 5
(FRRmAEMEE 2 51) 2B 0EIRET~T,



@/ M AHFER (KEYNOTE-17073%0%)
AEFRITABR IR T50/5341] (94.3%) (2580 Hiv, BIVERIF30/5341 (56.6%) IZFRH B
7oo FEBLERNS% L EORWERIZRAD L0 Th oz,
#F4  BERPB5%UEOBIER (KEYNOTE-170 RB)  (L2MEFTx%4EM)

SRERIKAIHE (SOC: System Organ Class) @fézﬁ/(ﬁ/;z[)g

JEAFE (PT: Preferred Term) " '53 o
(MedDRA/T ver.25.0) 4> Grade Grade 3-4 Grade 5
ERIVEH] 30 (56.6) 12 (22.6) 0
Mg LY > RREE

b BRI E 10 (18.9) 7 (13.2) 0
NG AR

FROR IR R T 4 (7.5) 0 0
—i% - EHEEL X OB OREE

) E 5 (9.4) 1 (1.9) 0

955 3 (5.7) 0 0

FEE 3 (5.7) 0 0

k. NFHEREREEIIAB] (7.5%) . WorwkEE (TERAHEREE, FURIMERERS . BB
REREE) 12561 (9.4%) M UVRIEE (T2 « NU—REFERES) 1361 (1.9%) TERH S,
Fo, MEMMEER, KB - MGk - BEEO TR, BHERERSE (RS REMER K, KER
RBRE) . VHBERIN, 5 &R, Mk - BBUHRALRE,. B, EEOREREE (hEkE
F R EEFERMRE . R R KGRI R, STALEE, BRMIESE) . MMoe - BERREA ., HIEMES
fE, DR, BB MKIET (Gt MRS SRR, ViR, JRIFERES . MRk
ERIESE) . EEOH K., MEREBIEMRE, infusion reactionz ONERZITFRD LR 0o 7=, AE
TERZBLRI IR F5 (BRRMAMERE 2 5) 25 OEERE =T,



1% - H&E]

RENOREAEYBREET L EZFH LIV 2 b—1 3 10k 0 AKI200 mgz Q3W,
400 mg Z6ERIRIRE (LLF TQ6W) LWv9H, ) XIX10 mgkg (fRE) #20@MIRIMR (LT
[QQW ] L5, ) TEE LEBROAHKO MG HRERRF S, TORE, KA
400 mg# Q6W TH 5 L /=B D AAN O E B R REIC 25 1F 2 A MIBEF IR (T [ Cagss) &1
Do ) 1d AHI200 mg QAW THG: LIZBR O Caess LB 2 & PRS2 (FHR) o FT2,
ARHAI400 mgZQEW THe G- L 7z BEDAHFN O # RIS 1 D e m I IR EE (LT T Cinaxss]
EWVI, ) TE AAR00 mgAQIW THE: L7BED Crnaxss & Holl L T2 v & Pl S 2 b
DD, BARNBEICBOCEFMENHER SN T D HTE - HETH 544110 mg/kg ((RH)
EQW THEG: LT IR0 Cs & B L TR 2 35 & PRIS AL (FR) o S BIT, EHER
(R 2 %P AAI400 mgZQ6W THE 5 L7-#Esh 4 1 Mt (KEYNOTE-55538%) L v
185 N7 FHEIC LS S SRMBIRE T A—21F, 3 2 b—3 2 ATk 0 TR L - SREe <
FA—s LEN LT (FF), Mz T, BEROBEICET 5 BEABREGEIC LS % | A O
i L A ME TR AN L OBIE A AT B IRER ST S LSRR S . AAI200 mg %
Q3W X 13400 mg# Q6W TH 5 L 7= BROIREE i & A I E UL L AME & O BIEIZ DUV TR S
NIAER, EROME - RO CHMER ORI Rk E RIT R & PRlS Tz,

K5 FHOEWEHERNT A —F

s - B Cmax Cavg Chnin Chmaxss Cavgss Cninss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W! (58.55?‘519.7) (27.27?38.1) (17.5'11 8.3) (91.972,'984.1) (49.?3(,)?1.0) (30.35(,)'39 1.4)
400 mg QoW (12;,23124) (32.%2,?2.7) (10.11(,).160.8) (145?49) (50.51(,);.3) (19.%3(,)'30.9)
40<0 %EJ%W (1351.36?';) 36.4) NA (14.11 '?;4) NA NA NA
10 mg/kg Q2W' (21%,2223) (14;"}45) ( 1;1 ?21) (423,2§133> (272,7382) (19;9;00)

T:n=2993, 100 FIDOY I 2 b — g2k 0 REHINEMAEEO R R (2.5%48, 97.5%5)
Cimax : PIEIE 59 O fc i G HIRE . Cavg : #IEIEEE 2 OV MIEFIRE, Cuin : FIEIFEEGHE (A 702
B 5RT) OBRARMIE FIRE., Comaxss 1 EFIREEICEIT DA MG FIREE, Cags : EFIRBICE T 2 M
TEPIREE . Cuminss © EHVIREEIZ IS 2 AR MG i

1056 Bl (95% 5 HE X [H])

§ ¢ 41 BIDEAELE (95%(5HE K H])

NA : %% L



4. FERXIZOWT

IS Y X7 EHETE (RMP) (ITEED & AHI 0 B3GR SIS~ I /IR 28 &
LHhiEx T o T, AF OGN EG) 72 BE Z2H - FrE L, RAFIOF5IZ X JEZREEH
ZRBL LTRSS T 5 2 BBl L FOO~@D 3 T & /o hak i3\ Tl
HTHx&ThHo,

O HEFITOWVT

D1 T (1) ~ 5) OWVTIMNITHEETHMEHTHD Z &,

(1) EEFZBARE DG ET D03 A REEEILSREES BT IR A SRR LR, H
S ARSI EEIL AR BE . HUE S ARSI e L)

(2) FrEFEHERRT

(3) FLEMIRAENEET 2 BN ABEEERBE (DA BEEER TR, 23 A BFEE R /)
JRBE, DS A REEEHEER R e &)

@) KRB EZRE U, ARERE L RIEZ RN S RIES bR iE2 RoRR2 X3 4h
KNS PR IERS R Ok FE IR D Jm H 21T > TV D X

(5) PUEMERREE AT & BN O sk AR 5 B 21T - T D fitiak

D2 JFIEMERERRE AR RIBHIAG U /S DAL SR A K OVRIE S B O RIS 443 72 0
ik & REBR A FFOERMT (FROWTNNIEE T DERM) 25, LR ORANCE T o167
DEEE L L TRESLTND Z &,

*®

o [EAIRFFIUSR2FEDMIWHE ZE T LI BIZSELL LD ATER DERIRIHE 217> T
WHZ L, 96, 2 EE, NASEYREE EL LEERRIES EOIHEZ 1T > TV
5T &,

o [EMGIFISR2EDOHINHE ZE T LI BRICTAFEU LORREIRZ A L T b Z &,
5 b, 3L R, s BRSO 28 A SKYIRTE & & e R LR OWHE 21T - T
W5k,

@ BEADERMBIFERERDOEHICONT

RIS I BLCE S SRR DB S, BRSO O D, At - Zatk
RPN OB BN OERTAE (63 D I dett, AEHERDEE LG OWE £, &
NERLINATON D EHI > TVD Z &,



® BIER~DIZ2WT
@-1 fERAEHNC R 5 B

MR BRSO EEZRENEMA A LB, 4RFMZRIERHI O T, Me%htisk XidHE
EERRRIZ VT, FEL L2 BIERICIE U CARBLE B K O\CTSE O RIEH ORI 240 B 70 A
DOFREFNY BB LI, BEHICRHEFTREZRIEHINEE > T\ D Z &,

@-2 EEREHR L 2FEFSIGICET2ES

N B N A FER L O RE 2 B T D IR EEDBER =4V v 7 %5
WIZFROAT ) —=0 T HTWEIRIE L@ Z A TE 5 F— AEREH 2 T
WHZ &, 7ok, BEHIEHICOWT, BARBE L EOFIRICHIEAMEIN TS Z &,

®-3 BIER ORI LT

BITER (RIEMERREINA . K% - /MEZk - BEO TR, BETR « FFA4 - TR
PETE - JTo% - AALPEIRAE 5, BRERERETE (RMETRIEMER R, RERIEERE) . ANOMWES

(T ERBRRERETE, HUIRIAPERERE T, BIBTRRERETE) | IBUBEIRA, 5 & DBk, Mk - B
BURIE, AR, WA WRERE R 2, B ORERE (P ath R EEERARE, BRRIRIRAE
el ZIALEE, FRIES) . infusion reaction, M7t - AR - FhEZe. BIEMEESE, #f
PR (X7 >« NU—EGRESE) | DR, BB AR MERETE  (Sos vk / MRIECD PESR B |
Wi PER L, AREFERSS, MERERIERIESS) . HEO B R, MERERIEMRE. %) (LT,
LRt A AT BRE R B OB MME 2 A % A &g U (BIVE ORZBroxhic 2B L CHe
HROSARZZITONDKMCHD 2 L) | EHITHEYIRLEN TE DEHINE> TS Z
&

10



5. BEXNR L2 5BE
(G2 B3 2 9]
O TRICKY T HEFICBWTABIOEIEN RSN TND
o HFEEMSMILBAERZ ICHENRD DL BE
o BAZFEMEAMIEAE 60 H LINIZCRXUIPRAG H AL Do T B3
o HAZFEMBMBAEICARGEE Ch o856, 2B LORERZ 2T, e L<
BT ORI R LT B

@ TRICEE T DEAFTIECOWTIE, FROFAERHL SN TEL Y, AHlOKRE
B LIRBIRN,
o ALFRIERIBIROBE
o MLOHUEMERESA & OO

(“Z2atic B4 5 91H]

O FRICHEAT 2 RF IOV TRAFIORE SR L SNTVD 2 Enb, FEEfTbR
WwWZ b,
o ARHFIDORSTRT UisBUE OB EIRE D & 5 B

@ TEHATOFAMIZ W T FRISHEE T2 BFITHO VT, AFORGITHIEI R0,

L DIEFREBIRE D 2 NG EIZIRY | EEICAHZEHT 22 L 2BETE 5,

. HE @%f*@A%Xi%E®%5$%

o JaEBHE AR A TRV S 258 0 D B K ONE BN O JU B T i 8 <0 G 1 it
REDIIRIEMEZALN A B D B

o  HBACMEEBOADE UM L < IEHEREMEO B O R B OB
D&% EBE

o s DOH 2 BFE (B FE M a2 5r <)

o ORI A AT DA

e ECOG Performance Status 3-4 "V oD 3

(ED ECOG @ Performance Status (PS)

Score | EFs

0 | &<MERIEETE 5, FHAIE R T HFAEGENHIRZ AT D,

PIARRIC I LU NEENIHITR S0 A3, SITHRE T, BAIEESHE > TOMEEITITI ZENTE D,
Bl - BOFE, FBEE

HBATRRET A OE ORI O Z L IXT X TREEEBEEIXTE 2, BFO 50%LL Lig~Ny R cild 2,

[BONZESDHDEIYDZ L LMNTERY, HED 50%LL FE Xy RO BT,

Al

2LET RV, BOHOREIY O Z LiFa TERY, FERINY R TiBId,
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6. WEITERL THETREHH
O WCEFCMA, MERIEHES RS 5 GRS HD & AH O R M OVl IE ] o

)

®

COICERERE HICER LT BERT S Z L,

TRIEBRARICSENL D | BB T ZE OFIBEICA MR OfERE L+ L, REEG T
PoEETHZ L,

FERFEWERH DO~ XY A v MTONWT

BIEMEMEERER S oD 2 ENHDHD T, REOEEGIZHT--> Tix., FHIHEIR
(B0, MR RS, k) ORI OWEXARR A O Fhid: . BlEis +0IaqT
9z &, F, MBS U TRECT, Mi~—h—%omiz £+ o2 L,
infusion reaction?’ & H 315 Z & 23 & D, infusion reaction3 i &b HILTZ AL,
WOIZRAE AT S & &b, JERBEET 2 £ TREDIREL +2IBIEZT 52 L,
FOR IR RERE 2, N AR E M CRIEREREE L OO Z ENH H DT,
AHN D ¥ b5-BRAART K OB G-I X E RIS N IS RE R A (TSH, #EET3. iF
BET4, ACTH, I =Ty —VEORIE) #FEMT 22 &,

BIFENTE . A4, ITRREREE . R, Bi{bHEIRERN SO LN Z ENHDHD T,
AHKNOF5-BAhA R & OB G- - P @ I i rEm & (AST. ALT. y-GTP, Al-
P, BV VB EORE) ZFEMTDHI L,
SEIVEREOHERERIREENSH LONDZ ENHLOT, EMICIRO BEOA
AR THZ L, £72. ROBRFENED LNEAICIE, EHoERERE 4%
BIHLOBREERET L L,

AENOFEAZ LY | WEORIEEFISITERIT 5 &E 2 b HkkA RRECHEN & 5
P ZENDD, BENRDONTGEITIT, BB LCFRITS U Hr 722 %0
Ak & RBR A RE ORI & EE U CE )R SRR ATV, B ORE RIS X D RIE
RAMREEDN DAL, ARIORE T IE, R OREIERERVE RO E%%
BRETL2ZE, B, BIBRERVE ORI BWEROBENRD b
e, BB RE AT DA OREIHIFI OB BET 5 2 &,

PeERT %, BORR S8 ARGE L T SRWERNRRE T Z e R 57120, KAl
DEHHETHICHEWERORBUZ 2R T 52 &,

VRBEPRIR (BPEVRBE IR IR 2 & de) N bbb, HERFEES R 7V R—U RIZED
ZERHHOT, OB, il EHZEOEROIFBLCMEE D A H3ERT S
&, VREREN DN A IS ERIEL, A4 R Y CRIFIO B % O
OB AT 2 &,

AR OFERFBRIZ BN T, TEFMEN G128 Z L ITH MO Z1T> T\l &%
BEIT, KA PIEBRICBERA CRIROMERR 21T 9 2 &, FRICARBITRE
TRHRN L2 BRE L., REHARERI2EE TIIRICE LEBERBIET 52 L,
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