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Wk LT Y% Xik[%l:f?*xﬂégg@ﬁﬁq MEAEATHEMEE | T, YaZhisk X iﬁ%[fﬁi*&%@%’;ﬁ% M2 A3 5 Al & L
L (BIEHAOZWr-oRICICE L TIREXR O EZ=ZIT 655k | (BEHOZE-CXISICE L THRE R OB 2= 1T b5 5:4F
iz D2 L), EHICHEUZUEN TE HIEWFHNESTHWDZ [ I8HDHZ L) EHITHEYRALEN TX KGNS TWNWDH Z L,
&

XK E?u?
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B 1

XEFERHEETA FT A
Rha7u ) X< (BloFE#Z)

~ SR SAERIE ~

SRTE1 28 (S84 2 AWET)
JEAH B
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1. [FL®IZ
2. JEpZIZ oW\
3. BHXG LD EHE

P2
P3
P5
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1. IIC®»IZ
KA RTA 2 TlE, BIFEIEC 2N E TICE DR TV D EFESEN - B2 7
Kox, UTOERLORKERHERZHET 28800, XAa7 ) X~v7 GEE
#z) (BT, A ) ZERTHHERICRKD SN DB R OGS LR BE %
R, MR, BRRAGE, BGICEE L THEEBET RIS FHEE OV UL, B0 E L
ST SCER RERG Y 27 F85HE (LLF, [RMP) ) #2845 2 L,
¥OARBRESUIBRD S B TR ILRBIES &2 T 2 BESTE ISR D THEEICBIT D
P ORER, BEES . EREAEONE, AER O R OMER BB 3 5 IEAE
14 555 2 THE 3 BAMOBAE TOWVTRICHZY Lt Hran (4516 45
A) . BEBAALSNIRMASCES RMP CERBERF. BRREGE, H5ICBE L TEET
XHESEONEPHR TE D200, ZRHOMAZAM LA KT 4 1280
Bzl (5fe6H5H) ,

B ATA BT A F, MISATEIEN ER G ERR SR ST, AmEMEAN R AR
BRI AR, —RAEMEN A ARRRRNAHE S, —RAEMEN B A B S i R SE SRR A
Bra kO ttHEN AR QPEAB 22O o b LFK LT,

KPR LIRDERT  RXATr Y AT (BEiE )
KR ERDPAEUIDE « PRSI ENREER 2 A 9 2 SASAE
JRPTEAT IS (2 s U DATAT « A Bh L
MG LRDMEROAE « B XILERIERE & A 5 5 IS
W, AT, XAT7 el Xv7 (Biardfiz) & LT, 1
200 mg Z 3 A EIRE 1 1 18] 400 mg % 6 3 fE & C 30 43 2T
TR FET %,

JR T TEESEAS I (S 3 U DA « W% A Bh RS
TRTABRIE CIE, BH. BRAICE, Na7 el X<v7 (GBIET
¥HHAz) L LT, 1111200 mg % 3 fEMFE I 17 400 mg % 6
R T 30 /3 CRImERET 5, £ Dk, &ML T
I, BEHRIRIE XXV A 7T T2 B O T2 R R A & o ff
AZBNWT, ~a7n ) X~7 (BiaF##az) & LT, 118200
mg % 3 B [EFRE 3 1 5] 400 mg % 6 #E I FERE T 30 43 2T T
RIEEET 5, BHEEIL, 3 EMMRE G O%E . i B#R
HEiE 2 B E T R EIL 156 [ T, 6 HEMEE S D%
B INATBREEIL LA E T, INRMBRIEIL 8 RIETL T 5,
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2. MEFRIZDOWNWT

AFN OG- N 22 BE LW - BE L, ARG BEARBIEAZEH L
BRI T 2 Z ERMERTED, LLTFOO~QD T R T a2 T8 W THERT 2
RETH D,

@D #EHRIZHOWT

D1 Fito (1) ~ B5) OWVWTNNTENT I THDZ L,

(1) EAEFBREDEET D03 AR SR b (FRE T IR 23 A RS RO L sUw B |
Hig 23 A BB B IL RURE . HUEAS A BB 7R &)

(2) FEEREHEFRRT

(3) HBENFRAENFRE T D0 ABIEEEFRE (DS ABREEEIE TR, S A SR
W IEBE. 2 AR e &)

(4) I RAFERRIERE 2R E L, S RIER L FFRERRER 1, S RIER L FRE2 R 2

TSNS i R 3 Ol K YE AR B B 24T » TV D ik
(5) BrEEMERES AL E BN R OfE FEAEITLR D | 21T - TV B Jitigk

D-2  FHSEERE O T K ORIWE I B O SR 143 72 505% & 88k 2 R =Rl
HRHER (FROWT LY T 2 ER SUTHEEHERM) 23, Uik oOARFN B3
LHIBEOEFE E LTRBEISN TS Z L,

#

o [ERNRFTIG®E 2 FOPINHE ZE T L7212 5 FLL EO DS AR O REIRIHE %
ToTWHZ &, 96, 2FLLEZ, BAFEWREAR T L UKL OHE 2
ToTHBZ &,

o [ERMRFFESE 2 FEOMMINHE ZE T L7122 4 42-LL 1 B SuEMERL e e oo Ff AR A
BEITOTEY., 96, 29U EIE, 2SAEYERE % & L EASESS EME R 2R O
KHHEZ{T> T\ 5 Z &,

o [ERNGRFF TR E AT IS E O WIIWHE 2 & T L7221 54ELL Eoo nES R D
BRHEZIT>TEBY ., 2 b, 2FEU kix, BDAERYRIEE ST OEAEO N AR
BOERIHEZIT> TS Z &,

&% AHNC L DIEBICB O CIIEWERS O G EBREZ B3 570, BEOIRF
2472 D RHERNE EOROWTINR TSl 2729 = (FASEE S O (b5
BN ORIVE RS BLEE O 4y 2 itk & FRBR 2 B o [ERT) & OBRBE D &
WZRIET 5 L,
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@ BEADERBEREEDEHITONT

AT HE BRI IE S 2 BMEA B E S, BURESE S OfF R D A2 - &2
BRI RO E B ONERSF ISR D et AHFERVEE LSS OWE
S, HERHELDIATONDEFINE->TWD Z L,

@ EBHWERA~DOXIRIZOWT
@-1 MEFEAICET 224

VR MR MR RS oD B FE 72 BIVE I A3 3842 L7281, 24 BRSSO T Uit ak i
HEE R IZB W T, BB LZBIEANCIE U CARBRREE L O CT E O RIEHA ORI 75
IR DOFER Y B RIS S, BB ATRE AR IR 23 > T B 2 by

@2 ERRFEECLIAFFRNINCETIEMS

IS WP 0 D I 2 ma e O ie 2 A 3 D ERIEHE EER =2 U > 7 %
BOTEIFD AT V) — =2 T 2TV EIRIE & fHlR & A0 TE 5 F — LRI D3 =
NTnDZ &, Ik, BEAERICOWT, BDABHE ECOFBEZ I AmSh TN D
Z&,

@3 BEIEAOBELLITICHI LT
AFIOTE AL S AU IR SIS TIEEWRE S T S AIERIC R LT, ik
SRR BEREHERE O BT & 45 2 BEAT & i L (RITEF ORI ORI B L CHEBE
UXBEZT DNBRIFCHS 2 L) | EHITHEYI RN T E B RHI7 - T 5 =
Lo
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3. BEXB LR DAE

O FRACEYTHEEICOVTEHAROEEN LR E SN TWDHZ &b, F5%21T
brpnz &,
o ARFNDEITIZH LIBBUE OBEERE O & 5 B

@ {RERTOFHMIZB VT FRRICEE Y T 2 BE IOV T, AFI O GI3H#ESE S

DS, MOTREERINE DN R WGEIZIRY | HEICAKZEHT 52 L 2B ETE D,

o MEMMZEEROEI IIMTEOH 5 BHE

o TR AR A CRIE R 258 0 2 B L OVEBIME O K R At e <o Gt it J¢ 25
DI RIEMEZEAE R DI D B

o BACOREERBOADE BN L XSO B R R OB ERED
oxe e

o JEEIEAE GHEmEMEBRELZ ET) ObH 5 EE

o FEMOBYSUIMEEEAT DESE

»  ECOG Performance Status 3-4 "V o

(D) ECOG @ Performance Status (PS)

Score TE#

0 | <ML <IEBTE 5, MLl U HHEAEESHRZ AT D,

PR E LUEBNIHIR S 223, BATATRE T, B > TOMEEITIT O LN TE D,
Bl O, SR

BATABECH Y OH OEIY O Z L 3T X THEEENEEIFZTE 220, HHF D 50%LL EiZ~Xy R4 Td,

BONTZESOHOEY OZ L LHTERY, AFO 50%L L2~y R+ T,

W

2LET RV, BHOHOEIY O LIFAETERY, BRIy RRFTEId,
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RIS 2

REFERHEET A N T A
RAa7nl) X<v7 (BEETHEZ)

~ B RAE~

ERR2 942 A (fFn 848 2 AET)
BT B
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1. IIC®IC
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3. ERIRAGE

4, FERXIZDOWT

5. BHxtGL e b

6. HHIZEL THEETREFHH

P2
P3
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P20
P21
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1. IXT®IC

=S5 DH N « B RMEOREROT-OIZIL, I SCEFEIZE S W2 Ee AR D
Bb, 5T, IEORARROMEARNC L0 | FUREIRG 22 & OB 72 Hd/E A%
FFEIMPARINDLH T, 2N O DOEHKZEICLEREE IR 5 2 L3RR
AR & 7o TR Y RFMBGER & SO FA T #2016 (Fhk 28 A% 6 A 2 HEERE)
IZBWThH, EHERLEOHHORBEHEEZXS Z LS TWn5,

AR AR E SR S, EE RS R e 7 0 7 7 A VBBEFEOES L & B S MR
RHZENRNHD, ZOd, HMEROLZEMEICET A ERNH0EMT 5 E TOR,
WEEIRLORBEZ R 2T D ENHIRF SN EBE IR L THERT S & L b, BIE
RN BL LTI B ekt i 2 & D 2 & DS AREZR — 8 O E % Jiii 7= 3 A% B T A
THZLENEETHD,

L7eRoT, KA T A4 Tid, BRBERELZNE TICHELN TV EFITH) -
BHER RN EED & | LU O E IR O feii 7o ) 2 HEE 3 2 8LA b B2 2 B %
FROEEFRREZRT,

B ARITA KT A 0%, MSIATEOE NESE SRR S, A B AR AR
BRR RIS s . — M FE AN B ARERR R E S L OAS RN B AR &R 2 O 7
Db EER LT,

RIG L IR B EINL A b L—F EEERE 100mg (— %4 e T ) X~ T (Eis
THAHLZ))

KRG L RDMMTAR « Heth B

RMEERDAEROAE - BH., RAIZIE, Ra7e ) X7 (EE#kz) LT 1
[8] 200 mg % 3 A [EHIFE X3 1 (5] 400 mg % 6 M [HfE kR T 30 57 fH
T TRIEFET D, 7272 L, IREBRIEOLE 1T, &5-HIH
L 12 THEETET 5,

il 3& Ik 58 3¢ & - MSD RSt
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2. AAIOKEK, 1ERERF

FA ML—F ilEE 100mg (—fi4 - A7 e ) X~ 7 (B HE#z), LUF TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> K Toh % PD-L1 KO PD-
L2 L OfEAEZEHERET S, b MblgGd £/ 7 v —FAHEKTH 5,

PD-1 & HE 1T T HiAQ o0 & BEARKSAE 2> & 6 2 72 O IZ 3 AVKIRE AN FI FH 9 2 3= 7 s 2 il 4
AA T T, PD-1 1%, fEFREZREBICEWDCEER T MfdoMiamicgE L, 3%
P& SO % B e A X Tl 72 e S OS2 %, 705, PD-1 13U v R &
ATHZ LKV PURZRRICL D v 7P v a AICHIET 5% B/IKThH S, PD-L1
DIEFMHMIZIB T 2HBUT DTN TH LD, 2L OBAMIETIE T Mlao@E 2Mmz
HIFEWENCIE L TV D, DAKIICISIT S PD-L1 D& EIL, B, TEEE .
FERMARE, IRELE . FE/ NIRRT S O 2 RN A TTPRARRKR - TH Y | IRWAEFER L
OHEBEMENRE I TWD,

B OB A DGR T#% & PD-L1 BEOFHEEAMN S, PD-1 & PD-L1 ORI
D PERREIC B W CHEERKREZE S Z LRI TR Y iz N ATEEOER &
LTHIfF ST 5,

AANZ, PD-1 & PD-L1 X OXPD-L2 OV A2 ROFEAZET L Z Lick v, EE
W NBREE T OISR B ENE T U v SERATEM L &, HUEE G 4 FHE (b
T 52 L THEGNRARET 5,

A ORISR\ 365 O SR RUSIC & 5 BITERIS 238 b b, B UISEL I
LR D D, ABIOB G TR OB %I, BE OB 5T, 1538
W HAVTBAITIE, FEBL LT RIS U7 B0 72 ik & SRR & RO R AT & 3 Lol
Y78 R Wr 21T\ B DO IE R K DERIWER NS 25612013, BB RE RV
E LRI OB DI R AT 5 BN D D,
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3. HEPRARE
FEME LA O 7GR IR IR 21T o 72 B2 BRI B O il &2 o9,

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

(EFRERE DN UIA BV A~T GEG ) CLF AV LA~T 1 E0nD,)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao ik AR B 42 4]

(B DIERENT R 52 37 BI]) Z x5, K 2 mgkg 3 BRI (LLTF TQ3W) £ 9,)
B 5-OFIER NZEMEDNHRET S N7z, 2R, BiG R CREBET SRS D HEIT,
PREBHETT 2 R IR 3588 B IR WE DORFRINIZZE E LT 5 B T, IREILIRE O]
GRHE CRABEITARD DN D £ TAAIDO B G2/ 2 LN ATRE & &z, HERT
MHIE B CTd 5 MR [RECIST H A R A > 1.1 BUZHES < dheflliE iz L 55242855 (CR)
SOFERS 2R (PR) ] X, 24% (95%(EHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BEIX 10%TH - 7=,

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

A VY AT X DR AT DRI AR B RAE RS 2 XU, RA 2
mg/kg Q3W 5K TN 10 mg/kg Q3W ¢ 5- DA OV aMEN, bk (X Ny
V. TEYOIR, ANVRTTF XTI VAN IIINR T TF 3T ) H ¥
T, LT TICCRE] 2 9H,) X E LTRSSz, 728, MM CRAHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEORRICZE L TV D HEE
TUE, WRIEI LA O WG FEAT TR BEIT B0 B D £ TAAIOE S 2 fkei 425 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) R OERE AR (UL
T IPFS) &W9,) & &k, RANMMLFRIE L R LT, PFS A A EITIER LT,

#£1 FiIMERE (KEYNOTE-002 3{E)

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

CI : [3#EX[#. *1 : RECIST HA KT A > 1.1 BRICHEES < iR HE & OFEE 5P 12 X 5 R,

*2 ¢ JER] Cox Wl — RET M K D b5iE L Ok, *3 : @hlln 7'Z 7 e
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100
90
80
70

& 60
ESD-_
# 40 7
30
20
10

—— 39 2mgrkg GBW
——— Z10mg/kg QGIW
(R

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

180
181
179

131
138
115

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

33 36

27 30

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

X 1 OS @ Kaplan-Meier fi# (KEYNOTE-002 3A5%)

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

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

180
181
179

153
158
128

SRR (A]
74 53 26 9 4 2
82 55 39 15 5 1
43 22 15 - 2 1

X2 PFS ® Kaplan-Meier i (KEYNOTE-002 3RE%)
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@UFFMFHMAHRER (KEYNOTE-006 #X5#%)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
SRR & T DARIRUIBR A RE 7 B SRl R 2 kR A 10 mg/kg Q3W BE 5K
OV 10 mg/kg 2 BREIMIE (CAF QW) W9 ,) HEGOFEMER LN, A BV A
~ 7 a5 E LTS SN, ks, B AHE TRDEITARD b oG eI, Rl
T2 RIIER DT BN WEDRERINIZZLZE L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G kT 5 2 L AHE & S e, ZEFHEEE
IZ0S OVPFES & &, AANFA B A~T7 LH# LT, OS XO'PFS # HEICHERE L

7
#2 BRI (KEYNOTE-006 35
AF] 10 mg/kg AF] 10 mg/kg AE) b~
Q3w Q2W
(277 1) (279 1) (278 1)
e LA NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0S™ NP — K™ 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P i3 0.00358 0.00052
rhofis (A ] 4.1 5.5 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | MH— K72 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fi" <0.00001 <0.00001

CI: 28X, NE : #ERA[, *1 : PRI OT —% 1201543 A3 B0 v b4 7, *2: J@hl
Cox LHINP— RETNVICE DAY A~ T L DO, *3 : @Rl 7'Z 0 7 BiE,
A KT A 2 1.1 RICEES S U 72 B R E R OISR EIC XL D
Z (201449 H3 Ay b4 7)

*4 . RECIST &
R, *5  RRARNTEEO T —
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B 50

——— F10mg/kg QIW
F710mg kg QE3W
—_— fPuLTT

at risk#}

S (A]

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

177
158
117

K3 OS?D

Kaplan-Meier Biff (KEYNOTE-006 35%)

e e 28 10Mg kg QW
## 10mg/kg QIW
fPULTS

at riskE

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

4 6 8 14
EREEFEMA)

98 49
95 53
42 18

231
235
186

147
133
a8

~

X 4 PFS @ Kaplan-Meier #if# (KEYNOTE-006 3X5%)
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@EPILFEFE RS (KEYNOTE-054 #5R)
SERUBHEORT—VI WY oEERAEERE (HARAN 15 B2 5T 26812,

i

PRABIIETE & U TARAI 200mg Q3W # 5-OFMER OV ZR2MEN, 7T 'R ExRE LT
et &7z, FEEIHEE X EER AN (BLF TRES) EW9H,) &S, AFNET

FERLEHEE LT, RFS #HEIZHER LT,

#3 FiMHERE (KEYNOTE-054 3X8%)

AF1200 mg 77 R

Q3W
(51441) (50541)
fefE LA NE 20.4

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

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

Cl: MK, NE: #ERT, *1 : PREITEOT —2 2017E 10230y F4 7, *2:

Je&

Bl Cox B NY— RET WL D27 TR E D, *3: @hln 77 7 E, Q3W : 3 #fHfH

b 5-
100 -
90
80 ‘-h"‘-\“-
%70_ \ﬂ“k_mﬁhﬂhn
B 60 "~y
i 50 A .'.-"-llﬂl-l-i—i
MR 40
g 30 7
20 | —— #FAI200mg Q3W
10 ] TStk
0 T T T T T
0 3 6 9 12 15 18 21 24
e H
at risk% ERREEFHEB]
AF1200mg Q3W 514 438 413 392 313 182 73 15 0
TSt 505 415 363 323 264 157 60 15 0

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

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

PNEINOEERBE 1 mm BOSE DI,

8
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GEERAFEFEMEAS (KEYNOTE-716

Ak BR)

TRYBRE DO AT —VIB LN C "2 oEMEREAEERE (AN IHEET) %
KIGT . INRABNIETE & L TAK 200mg Q3W #&5-OF MR WZR2MER, 77 'R
R E L TR S vz, FERMEEBIXRFS & S, AFNEIT T R LR L T,

RFS #H BIZIER LTz,

F4 AR (KEYNOTE-716 )
AF1200 mg 77 R
Q3W
(48711) (4891431)
e [H ] NE NE
(95%CI) (22.6,NE) (NE, NE)
1 £ RFS £ (%) 90.5 83.1
RFS™! (95% CI) (87.1,93.0) (79.0, 86.5)
INH— R B2 0.65
(95%CI) (0.46, 0.92) —
P fl* 0.00658

Cl: EfEX[H. NE: HEE AR, *1: 1 [8HOFFEMFATREOT —4 1202012 H4 B v "4 7,
#2 ¢ JEHI Cox HfINY — REF ML 57 TR LD, *3: @hla 75 7 BiE, Q3W : 3

S S T 452 5
100 F
90
80
K 70
B 60
5 50
% 40
& 30
20 | —— ##E0omg Q3W
10 FStik
0 !
0 3 6 9 12 15 18 21 24 27
at risk2% EEREEFHRB]
ARI200mg Q3W 487 465 401 340 249 149 71 21 1 O
FSth 489 475 400 336 229 149 77 27 1 O

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

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

9
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[Zz421E]

OEWNE I b fHRER (KEYNOTE-041 7U5k)

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

#£5 RHEEHN5%LL EORINERA (KEYNOTE-041 3RE)  (RAeMMTxISEHR)
Bk (%)

2 mg/kg Q3WFHE
4231

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

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

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

T 3 (7.1) 0 0
— % - EFEER X OB G OREE

T 5 (11.9) 0 0
AR AR A

AST H4n 3 (7.1) 0 0

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

O PEIE 6 (14.3) 0 0

IR INTRZ3IN>- 42 6 (14.3) 0 0

M A B 3 (7.1) 0 0

. EVERZRE 1) (2.4%) . Kz - EEOTH 2 4] (4.8%) | IFHERERT 3
Bl (7.1%) . TEAEERE 2 61 (4.8%) . FHRIERERTE 6 61 (14.3%) . infusion
reaction 1 il (2.4%) KOS E D IER 161 (2.4%) 23580 bz, Eo, PRIEE (F7
o NLERERESE) | BIRRERRTE (RMEREMER RS | BIBEE, 1 BRI,
HEDORGEE (BEHMBEIRIERRE, ZIPHEE, HRMIES) | R, HiR - BHUm
e, EOEMEEE, Mot - BEIRAR, GDAZR. SRR IMRIBUDPESR BN, YA IR I
K ORBFERBSHIRR O S e o 7o, ARWEMZEBURIUIBNESR SR (RRMAMR T 25
o) ZELEFRREZ TR

@iEsh i 1 AHRER (KEYNOTE-002 i)

HEFESLIT, 2mglkg Q3W #f 172/178 151] (96.6%) . 10 mg/kg Q3W ¥ 178/179 15| (99.4%)
JZ OV ICC B 167/171 1 (97.7%) (258D DAL, 1RBREE & DR EBEBRN B E TERWAE
FRIL, TNTFh 121178 #1 (68.0%) . 133/179 il (74.3%) K TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th o7,

10
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6 WINOORETHRERN 5% EORIVEA (KEYNOTE-002 3RBR) (2Nt REH)

1% (%)

FRERIKyHE (SOC: System

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

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

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

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

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

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

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

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

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

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

B4 KOV Ak

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

72%. 2 mglkg Q3W £ M TN 10 mg/kg Q3W BEIZIRBWTEILE I, REMENE S 1 4
(0.6%) KN4 (2.2%) . KiFZ% « BEEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 261 (1.1%) KO0 fi, AFHEEEREE 13 61 (7.3%) M
V15 5] (8.4%) . BHERElEE (RANEMEMEBLRE) 161 (0.6%) KO1H4] (0.6%) .
TEEAEEREREE 1 6] (0.6%) KO3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
% (8.4%) . infusionreaction2 5l (1.1%) KO3 f (1.7%) . BEEOKERE (FEkS
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 1451 (0.6%)
K ON0 i, EEEAREE )HE O il Je OV 1 131 (0.6%) . Aids - BRSSO Il K O 1 51 (0.6%) .

11
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WRCHE 55 0 BIRTH 2 B (119%) AR BTz, Eho, BITHE, 1R,
55 - BRECTHARSE., D%, SemebEiL MSRAPESRBER, T ILPER LR AR 1
Wb b o T, ABWERITRBLI B S (AR % 61) & aikdt
AT,

@A FMAHRER (KEYNOTE-006 #X5#%)

HEFESIT, 10 mg/lkg Q3W £ 264/277 1511 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPLE 239/256 5] (93.4%) (1Z388 B AL, TRBEE & ORIRBEMA G E TE WA EHESE
Lid. FAFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K TN 187/256 1 (73.0%) |
WO BTz, WTIUDDORETIBLED 5%l EORIWERIZTED LB TH o7,

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

B (%)

' EBIRSIHE (SOC: System

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

FEAGE (PT: PreferredTerm)

(MedDRAver.18.0) 4Grade  CP%  Grdes 4Grade  ©%%  Grades 4:Grade Géaje Grade 5
2RIEH 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
W Wk
B A RE TUAESE 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
HUR IR AR A T 21 (7.6) 0 0 25 (90) 1 (04 © 2 (0.8) 0 0
B Ik
i3 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
INIZES 8 (290 5 (1.8 0 4 (1.4) 4 (1.4 0 19 (7.4) 16 (6.3) 0
T 40 (144) 3 (1.1) O 47 (169) 7 (25 0 58 (227) 8 (31) O
H A Hz A 11 (4.0) 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (11.2) 1 (04) 0 28 (101) O 0 22 (86) 1 (04 O
e 5 (1.8) 0 0 10 (36) 1 (04 0 14 (55) 0 0
—f - A EFER L OB G OREE
79 31 (11.2) 0 0 32 (115 1 (04 0 16 (6.3) 2 (0.8)
955 53 (19.4) 1 (04 0 58 (209) 0O 0 39 (152) 3 (1.2) ©
FRIR A
AST 0 6 (22) 1 (04 O 14 (5.0 0 0 6 (23) 2 (08) 0
R L Ok RE
AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
BRSOV G ke
BA &R 32 (116) 1 (04) 0 26 (9.4) 0 0 13 (51) 2 (08 0
5 P 6 (22 0 0 19 (6.8) 1 (04) 0 5 (.0) 1 (04 0
B H KON kb= 5
Z 9 P 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
i 37 (13.4) 0 0 41 (147) O 0 37 (145 2 (0.8) O
=55 M A BT 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6) 0 0

7238, 10 mg/kg Q3W EEM O 10 mg/kg Q2W BHIZRBWTCENFh, MR B 4 4
(1.4%) KON (0.4%) . KiFZ% « BEEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7« NU—IERESE) 2 61 (0.7%) M OY0 B, ATisREREE 14 61 (5.1%)
J O 23 i (8.3%) | EFREREREE (JRAME BN RSE) 261 (0.7%) KOV 4 (0.4%) |
TEAHEEEREE 1] (0.4%) KU1 61 (0.4%) . FUIRIRRERE S 28 f31] (10.1%) K& TN 33

12
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B (11.9%) . REIBkEEE 161 (0.4%) KLON2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | L HUHEIRIE 161 (0.4%) K TONO0 B, BEEDKERE (FERREARE
BERE . ZTEALEE, JEHRIEIESE) O 5] L O 1 51 (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
ae - BRBCTRARAE 1451 (0.4%) KON 0 i, g - #lMEZ O 5l R OV 1 f31] (0.4%) | TR
25 E IR 3B (1.1%) KON HB] (0.4%) BB bivlz, £7-, EIEMEIGE, Lff
P, So I N PE SR BN . VAR I B OIRZFER IR D B 1=, AREIHE
MFBLRDUIBIE RS (BAMAMERE 2 5T) 23 0EERE =T,

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

HEFERIIARAIRETIL 475/509 1] (93.3%) (2., 77 BHREETIL 453/502 51 (90.2%)
IZRBL LT, 1R L OREBEGEATE CERWEERERIL, AAIFETIX 396/509
(77.8%) 2. 77 & AREETIE 332/502 ] (66.1%) (ZHHLLTZ, WFNNORETRILE
M 5%LL EORIERIZTFRDO LB THoTo,

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

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

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

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

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

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

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

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

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

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

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

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

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

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

FERE R KOV PR ARRE

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

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

7p B AFIFEZ BV CRIE MM B 15 61 (2.9%) | KIS - BE O T 23 6 (4.5%) |
FFFREREE 46 61 (9.0%) | BHEEREREE (RAMEMEMEBRDE) 26 (0.4%) . FEAHE
REREE 11 4] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .

13
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1 HUBEIRYP 5 1 (1.0%) . 5 & D% 2 45 (0.4%) . % - BEACHH RLARAE 1 61 (0.2%) |
R 2 ] (0.4%) . ESEMEESGE 1 6] (0.2%) . Ofge 1 % (0.2%) I TNT infusion
reaction 2 f5il (0.4%) M3FBH LTz, F7z, fRRREE (7 v - NU—EERESE) | HE
D FZ JEREE (FRSIEARIEERE, SZIMBE, FERIEES) | Ik - Bk, o)
WM SR B . PR MR I N OVRIFERBH I TER O D iL7e o 7o, AREIEHZSBLRILILEE
HESR (BAMEMERET L) 230EHERE =T,

GEEE LR FH MRS (KEYNOTE-716 #5R)
B EREGIIAKIRETIL 461/483 #1 (95.4%) (2. 77 LARREETIE 444/486 5] (91.4%)
IZHBL LT, 1RBEE L OREBRENPEE TERWEERGIL, AFIEETIX 400/483 i
(82.8%) 2. 77 & AREETIL 316/486 i (65.0%) (ZHEILLTZ, WIFNNORETRIER
D 5%LL EORIWERIZ TEDOLEEBY THoT,

£9 WO THREEN 5% EORIVER (KEYNOTE-716 3REr)  (LEtEMITrREN)

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

2. ARFIFEIZIB O CREMEMZERE 8 6 (L.7%) . KIBK - /MBS - EED TH 22
B (4.6%) . FEEORZERE (TEEREESCRAE, FERBIRAEGRE, ZIRLEE,
FEREIESE) 16 (0.2%) | MfREEE (F7 2 « NU—EERS) 4461 (0.8%) . BUE
fFde « AFAR4 « ATFRERERSSE « AT4 « M LPERRAS 4 59 6] (12.2%) . HRAEEREREE 101

14
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Bl (20.9%) . FEAAHEHEREE 12 ] (2.5%) . RIEHREREE 12 6] (25%) . 1 BUFER
75 2 1 (0.4%) . BEERERETE (RAMEMEMER, REIEERE) 36 (0.6%) | X
1451 (0.2%) . 7% - RERUHRMIRIE 5 61 (1.0%) . BEEMESIE 2 6] (04%) . SE 9
g% 145 (0.2%) . infusionreaction2 i (0.4%) K OVEEEE 72 Miffess (o i/ ik
DPESRBER, TRIMAMER I, JRIFEREE, MEMRIERAESE) 141 (0.2%) Mo bil-, 7=,
e - Bl DR ZE, EEOE R, MEKERIEGERER OREZIEGRO bz oT-, K
RIERRBURDLIXE L E S (BRMREERT 2 581) 23 0EHERE =T,

15
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Uik - HE]

FRIGUIBRARE 2 M BB B 2 x5 & U2 MBs MRS (KEYNOTE-002 75k &
NKEYNOTE-006 #&5R) D#E%. 2 mgkg Q3W. 10 mgkg Q2W K& T* 10 mg/kg Q3W
DWT D L - HEIZEB W T HARFIOF MR VL EMEIZZERITZRD b/ -o
77
AH ORHEF S B REMEHT DG R, M REANEES 2B 1T 5 200mg Q3W $5RF D
AUCemc GEFIRBEBICISIT D 6 MM O - b AR FEAE) O [10% 7, 90%
] mg-day/mL) 1% 2.16 [1.45, 3.04] mg-day/mL T& Y. 2 mgkg Q3W FH-FFD
AUCs 6wk (1.32[0.722,2.06] mg-day/mL) &F{EL L 10 mg/kg Q3W ¢ 5-HF D AUCss 6wk
(7.49 [4.32,11.3] mg-day/mL) % Flal->7=,
M RAMEEE 2R & U ARHI OWREE BOSNT OFE R et S ik & Q2
mg/kg Q3W ¢ 5-. 10 mg/kg Q2W #5-} O° 10 mg/kg Q3W ¢ 5-) D[ T AUCqs wk
EAINE R OV & ORI R BIEIIEER O Do 7z,
AHNOREMEYBIETT LV EZRHA LY I 21— 3 2k AHKI 200 mg %
Q3W, 400mg % 6 H[HEkE (LLT TQeW] &\ 9H,) XX 10mgke (KEH) % 218
MR (LLF TQ2W] &\ 9 ,) THEE LI-BROARA D MG HE RS e S h iz,
ZDOFER, KA 400 mg &2 Q6W TG L 7B OAK| O EH IRREIZ I 5 FH M iE
FREE (LT Cagss) &VM90) 1. A 200 mg 2 Q3W TH L L7ZFRD Cavgss &
FRT 5 L FlEnTe (FR), £, AAI400 mg 2 QoW T L L 7ZBROAHA|D
TEFRRRBIZHB T DR MG FIRE (LA TChaxss) &V 90) 1E, AFHI 200 mg 2 Q3W
TG LTCBERD Chaxss &L TREEZ T & TFRISNIZ S OO, BRNBFIZE
WCRARERHER I N T D AL - A&ETHHIAH 10 mgkg (KE) % QW T
B UTZBED Craxss & I L TIREZ R & Tl Sz (FR), S 6, BEERANHE
BBE 2 KPR ITARA 400mg & Q6W T L 7=/ S TAHFER (KEYNOTE-555 55%)
L 0BEONT-FERMEIZE S S EYBEE ST A —FF, VI 2 b—T a3 kD Tl
L7cEWEhe 7 A —2 LHFEIL7. (TR), M T, HEEOFEEIZHT 2 ERKR
BREGRE IS & | RFIOMREE & &AM X T2 & OB A2 REH 2K T
TIOVHMEFE X, AK 200 mg 2 Q3W X 400 mg & Q6W THH: L 7= FEOIRFE &
AT M & OB OW TR S Lo )Ry EREOE - HEDORTH
SR R OV BRI R 7 22 BT 7 & PRl E Tz,

16



https://www.ajha.or.jp/topics/admininfo/

K10 FHORMBERN T A —F

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

+:n=2993, 100 MDD I = L—3 g 2 k0 B SR EEO P JE (2.5%4%, 97.5%5) | Cmax : #IlH]
Fe 514 DR MG T IREE . Cavg : FIEIHE G52 OV MIE TUREE . Cmin : FIEHR G (VA 71 2 B DR
THETWEE . Cmaxss © EFIRRBIZIT DI MIEH I, Cavgss : EFIRREIZIS T 2 FHIMIEH I Crinss 1 E IR
RBIZ 35U D SRRt 17 i

I 1 56 BT EIE (95%(F X M)

§ : 41 Bl e FHEME  (95%IE 4 X [H)

NA : 347 L

17
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4, FEFRIZOWVWT

RV EIBR AR RE 22 M E R AUIE IO x 3 2 KGR & U CRE A G IIE (A1) 2355
BNTNDZ END, YEHELHEUICERTX HMHTHILERNH D, TD LT,
I Y 2 7 EEGEHE (RMP) (M-S & | AHI OB G 22 VR ARTE B~ {7 ) (R 238
B HMEE T > T, KRN OG- DEO) e BFELZD2W - FE L, AFOFREGIZ X0 HER
RIERZ B LTRSS T 2 2 & REE el LT OO~@ DT~ T & il 72 7 ik
IZBWTHERTHIRETH D,

@D #EHRIZHOWT

®-1 T%@(nﬁvw)@wﬁMﬁ_&éﬁém Y CThHhHI L,

(1) JEAEFEBRENSEET 50 A REEE RS RRS (BRIE IR0 A R HE IR e
Hitsk 23 A2 L EE AL R imirmw;éfﬁim%f; &)

(2) FrEMSHES R

(3) BENFRAE T ET 203 A HEEEHREE (D AR EWbL, 23 AR
W 19mE. 2 ARSI HEE R 2 &)

(4) AHRAbFREIEEZRE L, SAREF L FERIEZER 1. ARIES LRI 2

AT AR AR 3 Ol B YE AR B B 24T » TV D ik
(5) PUIEMEREEEA AL 7 & BINGEL OO fiti % FE I AR D JB H 21T > T D Jifi ek

@®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ié?ﬁ&(ﬁ%’”’ﬁﬂ%%\éiﬁﬁ%@ﬂﬁ oy iR RN & R A RO RN
(FROWFTNNITEEY T HER) 23, YEZEROAFNCE T IGROBEE L LT
BlESNTNDZ &,

£

o [ERIRFFISER 2 FOPWHEZE T L72iRIC 5 FLLEO D ATBIROERIRIHE 2
ToTWHZ &, 55, 28U LT WARYREL L LIEERRIESZEOIHME %2

{ToTWAHZ &,
o [EEMEFFEUS% 2 FOYMINHEZE T LRI 5 FELL Lo R EEMEESZ RO
KRR AR L TCWD I &,

Q@ PBENOEEBBEREEDOMEHNICONT

EEGEREFRICEE T 5 TE PR E S, BES NS OEFRE D, A - &
e ﬁ%ﬁ’)fﬁ?&@”@fi&()\[:ﬁﬂiﬁ X AR, AEFERDBAE LGS oS
RS, BEDRHESODITON D EHIRESTWNWD Z L,

18
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@ EBIER~DOXRIZOWT
@-1 BIERARBRE ORI B2 B

VR PEMR B D EE A BITEA N A LT-BRIC, 24 BRRIZIRIKHIO T, Mk X
VEEE R (23BN CL FEEL L 2 BIENCS U CABRE L O CT &0 FIVER O BRI 2
B EDORERN Y HHRICE G, EHICRHIGC TR AEHINE > TWnD Z &,

@2 EERFEHICLH>AEFFSNICET HEH

DN AR 2 B 2 ik B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOITEIROA T ) —= T EITOERE L E#REZ A TE 5 F— AEFRRH] 235
SN TWbZ L, k. BEKEICHOWT, DABRE L ZFOFBEICHFSICEAmENT
WhHZ L,

@-3 BHERADZEr xRN LT

BITER (RVEMEMEEICI X, KB - Mgk - BEO TH, BUEFX - R4 - I
BERERE T - TR - M LMENR/E 25, BREREMEE URMEMEMER K, RERIEBERE) . N
swbEE (FRAEERT, FRIREERE, BIEEEREE) | 1ABERE,. S0
K. % - RRRUTRMRIE, e, BESM D WRRER &, B O RERE (hatER s
RMEAE . P RS REIEARIE R, ZIALEE, FERMEIESE) | infusion reaction, fix7¢ - #lifEES -
TRES . EIEMENIE, MREEE (T2 « NU—EGERES) | DK, EEARMmKNE
F (S ML R IR MR BENR . TR LR I, ARIFERS, MERERIERESS) | EEOE K,
M2, MEREAREGERE, AEEEEE) 1Ok LT, 2% a% ST BREE R O B 1 & 47
T 5 ER & L (FIERAOBKHoXHCBE L CTHERER O EEZ T O & CH D
Z &) . BEHICHEERLEN TELHEHPES TS L,

19
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5. EXG LD RE
[(Bh B3 % 1]
O TROBHEIZBOTAROHEDEN RIS TN D,
o ALERBRIERE D 72\ K OMESRIRIERE O & 2 HRIG UIBR A RE 20 v B if R
o ERYBREOAT—VIB, IC ™2 3 Y ot RefEBEE 1c BT D1
A B E
725, BRAF Bn FAREZHT HEFITB W TIL, BRAF [EANC XL 2IRELEE
THZ &,

@  FREIZREYS T D ARBNOPeE K O FH 51 DWW T, ARANOFZIMED S S TR
59, RANOEGRGR L 725720,
o fhOPUEMREEAIEOPH L TR SNBSS

[“Zz 4kl B3 % FH]

O TRICELET 2EFIZONVTIEAF ORGP EG L INTWDHZ b, &5 %217
PIRNT L,
o AKRHFNDESTIKE LIBUE DBEEE D & % B

@ RFEATOFHIIZ IV T FRLCEE Y T 2 BE T OV TR, AR OG- IFHERE I L n

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

o [HEMEMEBEOEIUIBED & 5 B

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

o HBCMAERBOAD, UTEMHERZRAE L < ITFERMEDO B R B OO
o5 BE

o JEERE GEMSHIBHEE L 5 T) Ob o EE

o M OBREXIIBHEE AT HERE

e ECOG Performance Status 3-4 " D HH

(3 ECOG ?® Performance Status (PS)

Score EFH

0

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

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

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

AW [N

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

20
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6. BHEIZEL THEETREFH

I SRR TN 2, BE IR B IER D3T3~ 2 BRI T 55 & ARH| O Fei I O
RO 7= DI B w2 o B L Co bR« 2 L,

IREBRAAIC SN D | BB UL OFRICAE MR etz +a L, AR5
ThoETHZ L,

FREWEH O~ 2 A MZONWT

® ® ©

BVEMEERN S 5D ZENH DD T, AFOEKEGIZHT-->Tid, ¥IHE
W (B, PRI IR, 0k OfERE & OWIHE X S o £ s, Bz +
SIATH Z L, Fio, MBS UTHE CT, Mg~ —F —HOR& % FEiEd
HZ L,

infusion reaction 23 & 55 Z L35 5, infusionreaction NFRD HILT-HEIZ
X, EEIARALE ZT O L L IS, SEIRAEE T D £ TREDIRREE T3 B 5
THZ L,

ORI RERE S . T ERAEREEE X ORIBEERENH LN DHZ DD HD
T, AHFIO B E-BIAART & O G- R I3 E NS N RERR A (TSH, b
T3, bEHE T4, ACTH, Mt =L F Y — L EDRIE) 2 Eiid 52 L,
BHERJ. HFASE, FEEREE, Ik, deEExN"b bbb 2 Enb D
DT, ARFN O E-FAbERT M OF G- Fi3E e iTeéaerR & (AST. ALT,
y-GTP, Al-P, BV /LEHOHIE) 2E+T 52 &,

SEIER (PR KR OMCE BRI R 2 ET) SORERERIREEND bbb
ZERHDHOT, EHMICIRORE OFREMET S Z &, o, IRORF R
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,
AFNOEFIZ LY | BEORERISICRNT % &5 2 Db Ekx 2R B
NHLONDZ ENb D, BENROLNTZHAITIL, B LZEFRIIL L
BRI 70 5% & AR BR A RO AT & U C bl e s i W 2170 il sk
FOSE £ B RWER D S 2355101%, AR ORIETH IR, R ORIE E A
NEVRIOERGERERTHZ L, B, BIBRERLVEYOFKLIZL Y EIE
M OUEDTRD B2 WGE T, BB RE AR VE LSO 5E il Al o8N
bERETHZ L,

PR T %, BRI O8y ARB L COLEWERNEIRT 2R3 H 5720,
AR OEEHETHIZHREIWEAORBUCH IR T2 2 &,

1 BROBEPRI (BE 1 BUBEIRIS 2 &de) 23 S, BERFES F T v R—v R
IZEDLZENRBHDHOT, O, B, EMHEOTEROFEERCMEHED EAIZ+
IEETHZ L, 1 RERBA DN IS IR G2 IR L, A2 ) il
RO GEDEY) 2B EZITH Z L,

RIGEIBRARE 2 B BB E IO 3 2 BT, AFIOBRRBRICBW T, &5
BAAEND 3 B AU, 2 LA, BEGBEA G 1 FRIX 6 M Z & \ZHMEDFE
MiZAT> T2 &L E2BEIC, AFEGEHITEMNCHROMREITH> Z &,

SEARYIERE O M BANEERE ~OM G MBIEE & U CTEHT 2 BRI2IX, AR DERK
ARERICB T, BEBBNORBHEEE T 2EB I T 6 P HMZ L ITHDM

21
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Db ZAT > TWIZ Z & 2 BB, AR OHREG PIEMICHIROMEBZITI 2 &,
k., IERMIEIE L LTHERT 2568113, AFloREHMIZ 12 VHAMETE
THZ L,

22
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REEHAEET A KT A
Ra7nl) <7 (BoFiE#z)

~FE A~

T34 12 A (FFfn 84 2 ALET)
JE A A

His 3
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B

1. 1ZLwiz

2. ARHIOFeE, 1ERBEF

3. FRAREGRE

4. JFEFZIZ O T

5. hHxtGR &R D BE

6. HHITEL THETREHH

P2
P3
P4
P14
P16
P17
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1. XC®IC

RSSO GRE « ZRVEDOMRDTDITIE, BMSEEFIEASWEIER AR Hivd,
DT, IHEORFHANOEANT LV | GURERES /2 & OB ERIR T ) EGE
NHHFT, ZNOOERE WA BN LE BRI TR 2 2 LW OME L 70> T 0 | REIVEL
T L UOEORATTEE 2016 CFRK 28 45 6 A 2 HEREINE) [CB W TH, FEiEERLED
A OREHEEZ XD Z & & EnTnd,

HRVE RS FFES L, EKEMERSCZ 27 0 7 7 A )V ISEEFDESS, & B BN R 2 5 2
ENBD, DI, AHMEROZEMECBIT D IEWRA-H% R 5 £ TOM, YiZEERmD
BEEBLS ZT D LRI SN BEITH L THERAT S & & bic, BIERSREE L 7ZBIC
WIS E & D 2 LN — B OB A TR CHER T N EETH
5o

L72iio> T, RKHA RTA4 TR BAREESLZNE TITE LN TV D EFHTH) - #
RIS & LT OB OFow e 2 HatE T 280 DB e B, B2 5 KU
EREAZTRT,

¥, ARTA RTA AL, MSTATEGE NESESL ERE R O HE, AR B A ARNE
B, —HEREN B ABARNEHES K OISR N B A ABHEE 20D b & VB
L7,

RG L IR B EIS XA M —F EEERE 100 mg (—k4  NaT e X~T (GE
fnfHHz) )

XL RDMEUISE « 1T - HROFEIRE

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

5 B 52 ¥ 0 MSD At
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2. AADOFHE, ERBF

FA F— XA 100 mg (—4 a7 e Y X~ (BIE L) . UTF
[AHFI] w9, ) 1%, PD-1 (programmed cell death-1) & %D VU A K TéH5 PD-L1
KO PD-L2 & Ofi B ZE#EAEFET S, & MEI1gG4 £/ 7 v —FT AHKTH %,

PD-1 FRB&IE T AL SE B AR 2> DKL 2 72 DI 2 AFIIR 2SR 3 5 5 72 S g il 48
AA v F T, PD-1 1%, fEEEZIREEICRWCESEE T MlaoMinEmicgI L, Bo%
P2 B 22 3 o AR ST R 72 e SO A2 Hl 5, T 725, PD-1 1LY T FEfE
ATDHZ LI VHIRZRRICL D 7 PvisER A ICHIET 22/ K TH D, PD-
L1 OEFEHICE T 2RI OT N TH L. Z< OBNAMITIE T MO X 240
ZDIZEWMBENFEBLL TN D, DAKIICEIT S PD-L1 OEFEBIE, B, e
FE. NTARRRRE ., ONEE. FENRAE e E O A RBATTRARKFTHY . KW
LR E OMBIMEA S STV D,

B OB DRI T% & PD-L1 3 BLOMBENEN S PD-1 & PD-L1 ORI ITIEE O
TR RSB W CEHEEREE 2D Z LAVRBINTEY . Hiiz/e B AIGROEN &
LTHIfF ST 5,

AFHNE, PD-1 & PD-L1 X ONPD-L2 OV v ROFEGZET S Z L2k, EE
W INBR B T D S SIS ENE T U LS ERATEME (L S8, FUEIE S 2 BIS ML
T5Z L THEG R AT 5,

AFN O FIHERR I 5 < B DI RIGIC £ 2 AR b bbb, B T
TSR B B, AFIOE SR ROER %I, BEOBEE YT, B
N BB AT, R LB R U7 S 7 ik R A R T & i
U CH 2RI I 24T\, BEORIERISIC & SANER SN B AT, BT
OB AT L FI OB 5 A D) R B 21T S WS B B,
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3. BRERARE
HETT - FESEOD T R PRGN SRR 41T 7 7 PR AR O e 471

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

7' F F A & G FRIERE O B 2 VIR A RE R AT - R OFE S 827 f
(BARN 104 il & Ede) ZxI5IC, &K 200mg 3 HFMIE (BLF Q3w &wv9H, ) #
LN F=720mgl A 1EHEGOHFMREE (LLT TRA/ LR F=T] v, )
DN ONVLEVEDN, AbFRE (RE VALY IR ) 2%k L) ZxtiRe LT
Et S, FEFHEEE X RAEAHRE (LU T0S) &9, ) KOS A (7 I
(LLF TPFS] w9, ) &N, REI/ Lo R_"F =713, {LFEEL LT 0S L
PFSZAEIIER Lz (1, M1EUX?2) .

#£1 B (KEYNOTE-775,/E7080-309 3R ER)

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

CI: {ZHEXM. *1 : A&#41200 mg 2 Q3W, L AR_"F=720mg (F&H) &1 H 1 [ETHE L,
*2 0 REYILET Y 60mg/m? % Q3W, XiF/X7 U XX B/ 80mgm?> &4 =2—A (1 =2—A28H
M) 1, 8 kW15 HEIZHEE Lz, *3:20204-10 H 26 BT —% 5~ A7 *4 : JEHl Cox tt
FINYP— RETF T L DLFRE (RR VLS I 7 ) Zxkr) Lok, *5: Bhlo
7T BE, *6 1 RECIST HA F7A > 1.1 BICHES < B P A9 E
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100 1
90 N \\
80 1 \\\.,
70 Y,

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

|

30 1 v, .
20 T ——
I AH200mg Q3W RULYNF=T
1 ——— feemz
O T T T T T T T
0 3 6 9 12 15 18 21 27
at risk#§ R A
FH200mg Q3W KU
LYNF=T 411 383 337 282 198 136 81 40 0
LA 416 373 300 228 138 80 40 11

X1 OS ® Kaplan-Meier gi#R (KEYNOTE-775,E7080-309 #5%)

100
90 i — AH200mg Q3W RULYNF =T
80 l ——— (LA
g70] |
B 60 .
£ 50 \
I8 40 - ™y
- — .Y
§ 307 1
20 g
10 ] ‘_'_"1-;_“__._“_'__'_
| b T B
0 I 1 I T 1 I 1 I
0 3 6 9 12 15 18 21 24 27
at risk2% EIREA IR (A]
ﬁ%gg(;n_g$3w RU 411 316 202 144 86 56 43 17 6 0
{LZ2EE 416 214 95 42 18 10 4 1 1 0

2 PFS @ Kaplan-Meier Ei# (KEYNOTE-775,/E7080-309 #5#)
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@ [EBILFEFHIFERE (NRG-GY018,”KEYNOTE-868 ithk)

LFRAERED IR AT - IR O {RREE2810 # (AARN 7 flaate) ZX2IC,
BEDOI A<y TFEE (MMR) OIRFEIZE-SE MMR IE% (pMMR) (588 f5)) X ix
MMR K#E (dMMR) (222 f5il) OEFIBNC, AH LLFHE (N7 ) ZF 2 ROTD
NWRTTF ) L OPFRIEKR OF D% OARFIRMEELES (LLF TRARE] & vo, )
DHENMER O BVED, 7T 'R LAbFRIE E OIFRHIRIER ZEZO#RO T 7 2 R 5™

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

*1 o R AHEIRIE & U TR BRIERE N & 5 BE O A . Uik(bFRIEKR TH 12 1A%
ZCHRE LEFEITHANRE L ST,
*2: L FOWT NS T 2 BENSRE Sz,
> RECIST ver.l.l (S < JEEEHRZE %2 A 9 25 International Federation of
Gynecology and Obstetrics (LA . [FIGOJ ) 43%E (2009 4EfK) T IZIVA i
PESEEINTY
> RECIST ver.1.1 (255 < JIIE IR 2 O M4 [ 572 FIGO 4348 (2009 4Fhi)
IVB #1 XL 58 O 15 (g B
*3 . AKI 200 mg Q3W 5 (F=2—AD 1 HEICESE) £X7 U &2 %&/1L 175 mgim? [
JER IS D T2 D /X7 ) 2 X LOMENTERWVEFICXH LTI, FEXXEL
75 mg/m? (H A% 60-70 mg/m?) XX 7 V7 I UREEAL S U X X)L 175 mgim? O # 5
NA[EL SNtz] RO AR T T F > AUC 5 mg-min/mL #124 BOJEIC Q3W # 5 (%=
— A0 1 HBRICEYS) 26 a—2&E5 L, 2Ok, HMERHRIEE L CTARK 400 mg 6 i [
fm (LLF TQeW) L5, ) THE L GRERBIAARE, MERPRIEMI O AHFIIX 200 mg
QAW &5 ThH - 7=28, EREH T 400 mg QW HHICEE S hiz)
* 778 R QW ERE (Fa—AD 1 HRICEE) L*3 LA—DFFEEE 6 2—AHKE
L. TO%, #EREEL L TT 7R QBW TG L= GRERBALAR, #ERpRIEH O 7
TERIT QW L TH o 72h, RERIET T QoW H G ICAET &)

#2 PFSTOAMMERE (NRG-GY018,”KEYNOTE-868 3Bk, MMR MDIREER])

Ll [ ANl
MMR DR HE B 5.8 5%k (95% CI) (95% CI)
° P S
. 13.1
|
AR 294 (10.6, 19.5) 0.57
pMMR ™2 (0.44, 0.74)
oS R 8.7 <0.0001
7T v REE 294 (8.4, 11.0)
. NE
|
K%Jﬁi 110 (30.7, NE) 0.34
dMMR™ (0.22, 0.53)
0SB 8.3 <0.0001
77 A 12 (6.5, 12.3)
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Cl: ZHEXM. NE: #ERTW, *1 : RECIST HA RIA4 v 1.1 MUITE-S < TEBRFE Y ZE Al E .
*) : PR DT — % 12022 FF 12 H 6 B » bA 7, *3 : FRIITERFO T — & @ 2022 4 12
H 16 B v b4 7, *4: @A Cox NV — RET NI L DT T BREEE DL, *5 : EHlo

7T I ROE

FEmElk

— FHIEILPE

EEDHBAEE
FREELOHBEE

at risk#%
FEEEEELE OHBEL

294
TR EEEEOHAEE 294

12 18
SIS 7 HAR (]

57 29
36 15

162

144 4

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

(pPMMR DEE)

100

90 | i
80 ‘u\ﬂ
R 70 1 \ o |
B 60 5. ——
& 50 _ ”'n~.
*H ] 3
i 40 T
%[.2307 R, “5,‘ 77777
20 ] —— Fmesmreonmsz 00 trod
10 ISR ElbmEas QRS
0 LA L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L
0 6 12 18 24 30 36
fE e
KR EFELEOHBEE 110 85 45 24 10 9 2
TSuhetEEELORAEE 112 69 25 9 4 3 0
X 4 PFS @ Kaplan-Meier gi## (NRG-GY018, KEYNOTE-868 #8) (dMMR DH&¥)
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[Z4xtt]

O ERHLFESE MRS (KEYNOTE-775,E7080-309
HEERIIAR/ L "F =71 405/406 ] (99.8%) . {L2AHRIERE 386/388 1 (99.5%)

alR)

ICRED b, BREL ORRBEENAGETE RVAEFRIT, L Eh 395406
(97.3%) [ T*364/388 f5il (93.8%) |Z#&® B LTz, W DOBETHELEIG Y 5%LL Lo

BVERHIZTERDO LB ThoT,
#3 VTNLOHETREASIE 5% EORBIER (KEYNOTE-775,/E7080-309 3RE8R) (oMM S 4EH)
0L e 1 N KA .
g;simb(”)réznjzilﬁs) s0c B (%)
T i (PT: preferred KA Ly AT =T B et
(MedDRA ver.23.1) 406 14 388 il
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
EIEH 395 97.3) 314  (77.3) 6 (1.5 364 (93.8) 230 (59.3) 9 (23)
MR LR v GREE
=gl 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEBNE LT Bk i 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
BRI 20 4.9) 0 0 48 (12.4) 27 (7.0 0
U U SERIBUDE 15 3.7 2 0.5) 0 26 6.7) 11 (2.8) 0
I H BRI 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
M/ N 33 8.1) 4 (1.0 0 22 (5.7) 4 (1.0 0
PaRA
FOR AR RETTESE 42 (10.3) 4 (1.0) 0 1 (0.3) 0 0
FOR AR REAR R 222 (54.7) 4 (1.0 0 0 0 0
H b
L5 34 (8.4) 4 (1.0) 0 13 (3.4) 0 0
- REE 29 (7.1) 0 0 12 (3.1) 0 0
{5 36 (8.9) 0 0 53 13.7) 0 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
N5 34 (8.4) 0 0 10 (2.6) 0 0
Tl 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
1A% 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
Mg i 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—i% - EHREER X OEE M ORE
e )95 76 (18.7) 17 (4.2) 0 76 (19.6) 9 2.3) 0
W F 113 (27.8) 15 (3.7) 0 92 (23.7) 12 (3.1) 0
RN DS SE 47 (11.6) 6 (1.5) 0 35 (9.0) 3 (0.8) 0
FEEN 26 (6.4) 1 0.2) 0 4 (1.0) 0 0
R AR AL
7753::@‘7;%;[1/ F7U2 0 e @63 12 (30) 0 14 (36) 2 (©0.5) 0
7 Z—EHmn 22 (5.4) 6 1.5) 0 1 (0.3) 0 0
;fx/ \j:;/_@i%;u/ h 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
_mg;;am VRATT A ©7 4 (L0) 0 5 (1.3) 2 (05) 0
i o AR B L 2 42 (10.3) 0 0 1 (0.3) 0 0

s
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& B A Kk 4y B (sOocC:

System Organ Class) B (%)

JL AR G5 (PT: Preferred

Term) KH VN F=THE b PR IERE

(MedDRA ver.23.1) 406 5] 388 3|

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

RE. AREV L ARF =T RECRB W CRIEMEZRE S B (1.2%) . K% - K - &
FEDTHI 50 5] (12.3%) | EEOREREE (MR AESCRAEIE, BRI ARE R
ZIALBE, FREIESE) 4 B (1.0%) . #MREE (F7 2 - NU—JEBEFSE) 9 #

(2.2%) . BUEATS « P4 - ITHRRERETE - 1T - sk MEARE 2% 109 5] (26.8%) . HH
IR RERRE & 237 1 (58.4%) . TEEMAHEREMETE 2 ] (0.5%) . FIBHREREE 4

(1.0%) . 1 BUBESRYP 3 B (0.7%) . BHrefEE (RAMEHEMB R, REREBLE)
13§ (3.2%) . WEZK 441 (1.0%) . sk - BEEUHRARIE 2 1] (0.5%) . EJEMESIE 1
B (0.2%) . AN - BEREAR 161 (0.2%) . SE K 3B (0.7%) . L%k 161 (0.2%)
J% OV infusion reaction 5 5l (1.2%) 23i8& b7z, F7z, EEZRMERESE etk MR

9
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W TESRBEIN, AP, ARIFERES . BERRRIERIESE) | M ERE RAE P K OV %IR8
O BRI Te, ARWEMFEFRIUIEE SR (BAREMERE 2ET) @ ERH
RERT,

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

B ERGIIAKIRE376/382151] (98.4%) . 77 BARREITS/377 4] (99.5%) (ZFBH B,
IR & DR RBMR NGB E TERWEEFEFRRIL, £ L 365382 f# (95.5%) MK OF
358/377 il (95.0%) (258D LT, WITINDORETIHREAE SN 5% EORIERIT T
DEBY THoT,

AEFL, AEH. ZEMERETFHORBEBEIGIE pMMR &Y dMMR O % &
LCTHEMHL-,

#F4 DTN OBEETERER SN 5% FOBWER (NRG-GY018,/KEYNOTE-868 3R8R)  (Ze2MEftrl 24ERH)

@ B Bl K4y 8 (SOC:

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

(MedDRA ver.26.0) 382 {3 377 fl

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

EIEH 365 (95.5) 171 (448 1 (03) 358 (95.0) 120 (31.8) 2 (0.5
MR LY SR kEE

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

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

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

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

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

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

BN 146 (38.2) 4 (1.0) 0 129 (34.2) 4 1.1) 0

A% 31 (8.1) 2 (0.5) 0 15 (4.0) 0 0

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

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

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

HEATLE D SOG 42 (11.0) 3 (0.8) 0 43 (11.4) 5 (1.3) 0
R
;J;if;;; b7 42 (11.0) 3 (0.8) 0 31 (8.2) 2 (0.5) 0
;/7; \77:;/_@%2%‘7]; M4 oy 6 (L6) 0 18 (4.8) 0 0
_mgg;gm VIRATTZ s (92 1 (0.3) 0 33 (88) 1 0.3) 0

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

10
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a5 B B OK 4y 3 (SOC:

System Organ Class) Bigc (%)
T%emi; & (PT: Preferred T 75 bR
(MedDRA ver.26.0) 382 f3i 377 3
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
U 2 SERER R 62 (16.2) 15 (3.9) 0 60 (15.9) 13 (3.4) 0
TR ER BRI 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0
1/ N 93 (24.3) 14 (3.7) 0 77 (20.4) 7 1.9) 0
RE D 25 (6.5) 1 (0.3) 0 16 4.2) 1 0.3) 0
A i BRH s 97 (25.4) 26 (6.8) 0 107 (28.4) 23 (6.1) 0
RIS L O fEE
FARGR 66 17.3) 1 (0.3) 0 65 17.2) 2 (0.5) 0
5 I 24 (6.3) 7 (1.8) 0 16 4.2) 0 0
K772 v e 22 (5.8) 1 (0.3) 0 15 (4.0) 0 0
i Ry RN 1K 31 (8.1) 3 (0.8) 0 39 (10.3) 1 (2.9) 0
K~ 732 7 AlfifiE 41 (10.7) 2 (0.5) 0 34 (9.0) 0 0
i NURWN E 32 (8.4) 4 (1.0) 0 14 (3.7 1 (0.3) 0
B #Rd & OV Gk E
RAEH 80 (20.9) 3 (0.8) 0 97 (25.7) 1 (0.3) 0
B 25 (6.5) 1 (0.3) 0 26 (6.9) 0 0
IR T 25 (6.5) 0 0 20 (5.3) 3 (0.8) 0
PR 61 (16.0) 2 (0.5) 0 52 (13.8) 4 1.1) 0
9 15 37 9.7 2 (0.5) 0 26 (6.9) 0 0
FHR SRR
EFEMEDE N 30 (7.9) 1 (0.3) 0 28 (7.4) 0 0
TR R4 26 (6.8) 0 0 29 (7.7 0 0
BEp 32 (8.4) 1 (0.3) 0 22 (5.8) 0 0
KRt = 2 —m R F— 98 (25.7) 3 (0.8) 0 86 (22.8) 0 0
BERLT 27 (7.1) 1 (0.3) 0 27 (7.2) 0 0
RRHEEN=2=05F 07 (q0e) 4 (L0) 0 13 (30.0) 2 (©5) 0
MRk g, MERds K OViEhRRE &
MK 21 (5.5) 0 0 5 .3) 0 0
I8 PR 5 34 (8.9) 2 (0.5) 0 28 (7.4) 0 0
PSRN AN ik
W 163 (42.7) 0 0 167 (44.3) 0 0
O FEIE 47 (12.3) 1 (0.3) 0 34 (9.0) 2 (0.5) 0
R®% 44 (11.5) 3 (0.8) 0 25 (6.6) 3 (0.8) 0
BEIR B IR B2 43 (11.3) 6 (1.6) 0 17 (4.5) 2 0.5) 0

7ok, AFIBEZRB WD CREMEMZER 46 (1.0%) . KIGK « MGk - EEO T H# 11 4]
(2.9%) . MhRkbEE (X7 - NU—JERES) 98 # (25.7%) . BIEATR - A4 -
HFRgRErEE « T4 - REfLPEIRAE 25 o1 f51] (23.8%) . HUIRIRMEAREFEE 54 5] (14.1%) . F
THEREREE 2 5] (0.5%) . RIEHEGERE 361 (0.8%) . 1 AUBERRSS 161 (0.3%) . &
Rl E RAE HEMEE R, REREBRE) 4 61 (1.0%) . FEX 1 F (0.3%) . i
7%« RERUTRLARAE 2 51 (0.5%) | EERMEIAE 11 (0.3%) | xde - RS - FHER 1

11
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B (0.3%) . S& MK 2 ] (05%) . Lz 141 (0.3%) KU infusion reaction 52 {5

(13.6%) RO ONT, Eo, HEORFEES (PEMERLSEILMME, BWMRRIR
SEWERE, ZIALEE, BOOEIESE) | EERMIRIEE (ot MR ESEBER . AL
PERIM, FRIFERES, MEPERIERAESE) | EEOHR., MEREREERN OHITRD bR
minotc, REWERARBURIZEERS BBAREMET 2E5T) 2 E30EHERE R
R

12
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(A - A&

KB OREEFAEYBEE TV AFIH LY I 2L —a ic k. AHl 200 mg %
Q3W, 400mg % Q6W XI% 10mg/kg ({KHE) # 2 @M (LT Q2w L5, ) T
B 5 LB OARK O M FIRE SRR Sz, T ORFE, AKI 400 mg 2 QW TH AL L
TeBRDARFN O EFIRRBIZIT 2 EHMIETIRE (BLF TCags) &9, ) I, Al 200
mg % Q3W TG L7ZBED Cagss CHALIT 2 & TSI (TFR) . F7o. &Kl 400 mg
Z QW TH G L7ZBOARA O EFEIREICE T D RmiiETEE (LLT [Chaxs) & W
9o ) 1E, ARAI200 mg & Q3W TH G- L72BED Craxss & HlE L TR Z R T & TS U
2bDOD, HRNBFIZBW THFEMENHER I TWDHIE - HETH D AHA| 10 mglkg
(KE) % Q2W THEH L7ZBED Chaxss & R L TIRMEZ R T & THIS N (FR) .
E 5T, EMERAREBE 2 RTRICAH 400 mg & Q6W TH LG L7-Es g 1 HAER
(KEYNOTE-555 &) X 015672 EHEIZE S S EMBRENT A —F X, I
—3 a2 NS E D PRI LR EIRE R T A — 2 LB L. (F#) . AT, BEOEE
(23T D EEIREABR AR IC D & | AFIORE & & AT 2 et L OBFELZ BETT 5
BREE — BOGTET VDS S, A 200mg 2 Q3W XIE 400mg % Q6W TH5- L 7-FE D
BRE R & AN UL et L OBEIZ OV TR SN RER, B - AREOMT
EEEoIL VN AON e X e AN N =L A T 1 | R gV

K5 FEORYMEBNT A—F

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

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

T : 56 BIORMELIE (95%(EHEIXH)

§ 1 41 Bl D LAEEIE  (95%(ETHIX[H)

NA : %7 L

13
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4. HEFRIZOVWT

AF|OBE- U B 220 - FrE L, AAOEGIZ LY HEREIWEM 2588 L2
Kﬂﬁ?é:kﬁ%%&t@\HT®®~®®¢&T%EK?Mm_%wfﬁﬁﬁéA%
Th b,

O MERIZOWNT

@-1 Tied (1) ~ 6) OWVWTNNTHELTLIMETHDL Z L,

(1) BEAGBREDEET 575 Vi FE LSRR (BRE IR D AR s BE L AW P
ﬂﬁﬁﬁ%ﬁﬁf@#ﬂ&ﬁf Be, Hiek)s ARl &)

(2) HrEHEREIRLT

(3) HENFRINENHEE T D03 Vi BREERIbE (DS ARSHREEEE TR, 75 AR
b, 3 AR EEEHEE R &)

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

(5) PUEMEE AL & PHINE O R B4R D i H AT > T D fitiak

D-2 FEEEOCFHEKR ORIERFEBIRE ORI Z 153 7o ki & Bk & FroERf (T3
DWT NN T DIERN) 23, HeZ2FEROARFN BT DI OEMTA & L ChlE
INTNDHZ L,

*

o [ERMCFFEUSHE 2 FEOPIHIHE ZE T L721412 5 LA EO ) AR DEEIRMHE 21T -
TWAHZ L, 96, 24D I, BAEMELEZ L LRSS OMHE 21T - T
WahZ L,

o [ERIRFFEUHE 2 SFOPHWHE ZE T L7212 4 FELLEORRRZ A L T\ D Z &,
96, 3 LR, WmABHER O SR E ST AR OBRAIHE 21T > T\ 5
ZL,

® BREANOEEREREHOEHIZONT

EHERE PR T D EUTEDELE S, BEEREN D OIFHREZ O, Ao - 22t
HRAIEROEI L NEMFICS T A ERRML, AEFRORAE LTEHE0OWREER. &
DIBECNATOIDIEFIRHE S TND Z ky

14



https://www.ajha.or.jp/topics/admininfo/

® BUEHA~DOXRRRITONT

@-1  MERRAEHICEE S 5B
MEMEMEEEOEE Z2RIER N EA LIZBRIC, 24 REEZIREHI O T, Yakhiik X
TR BT, FEELLTZEIERICI U CABEE R ON CT ZORIWER ORI L5 7

FRADOFREFRD Y HHRICHE LI, EHITHIS ATRBRAH 8N > T Z &,

@®-2 EEREEFFICLI>AFFRNHICETIER

S ARSI B B 72 sl e O e 2 B T D IR FE DRIEHE =4V v 7
HEOERDOAY ) —=0 T 2ATOEIRE L FEREZ LA TE D F — LERKH 3
S TWDZ L, 7B, BRIEHICOWT, BABE L ZOFRIHDEMESTND
Z &,

@-3  BIFEAOZWHRIGIZE LT

BIER (RIEMEMZEARICIN X . KIBK - /NS - BEO TH, BFEME « FFR42 - T
HRERE T - IR - AELPERRAE 28, BREkRERE S R MR R, RERIRRB RS |
NIRETE (P EARREREE . FURIRMEIERE S, RIRHEREREE) | LABEIRIE, 5E 9
WA, e - BRRUARRMEAE . EJE . WESM I RE AR &, BEIEO K ERE (PEMERK
HEFERIRIE . RS REIRARIEERE, ZIRLBE, BURUEIES) | infusion reaction, K% - #f
s - Fhfig, BAEMBEE, MiRlEE (7 0« SU—EGERS) | D%k, E5E
7R (SRR R PR SR B . WSt L, ARIFERES . BERERIERIES) |
HEOHR, MER, MEREEBIEGRE., %) (O LT, Hakhisx I bE R
OHEMAMEET HEMEEE L (BIERORZE-OxHNICE L THEE R SR 22T b
LERMICHD L) | EBITHEYIRLEN TE HIEMHPESTVWD Z &,

15
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5. BEXRLLRDEBE
[ B2 B3 5 1]
O 77 FF8AHNE G Te D AACFIRIEZ T U - UIBR AN AR 70 1T « OB KR
FIZBWT, AFNE Lo NRF =T 2R E OFHRG TEIMER REIN TV D,

@ AbLFRIER DO OWETT - BREROFEREBEEEICBWNT, AFlE 7Y Z2XEvL K
WHIVRT T F 2 L ORFREES RO D% ORAEME 5 O/ ERRENTH
Do

@  TFREIZEZ YT 2 KT AR O G M O A TR SV T, AFIOF DD
ML SN TELT, AAIOHTLGHR L RH R0,

e  FIGO 77 I ik O T EE
o OXITQTAAIOARMEI R S TV MO HTEMIEER] & OO 5

o ALFEIERED I WETT - RO FEREBEREICHTOARFE L NTF =T AL
Fets & OO S

o IR

MBI 5 9]

TRUCERY T L2 EBFTIC OV TIEAKOBRGENEZRLEINTWDLZ b, 5%
TN b,
o FRAIDORGITXT LisBUE OB FED & 2% B

(%
@

@ JBBRAETOFEIZB N T FRRICHEY T D2 BEITHOWV T, AR OF G 13 fELE <7
WS, M OTEFERIE N 22 WGAICIR Y . HEICAKZGHT 2 2B E T
50
o [HEMEATEE $®Aﬁ2iﬁﬁ®%é$%

o M EEg R A CRE R A R 6 D B M ONEEIE O R SR e O gu kAt 26 5 o
il JIEME 2 A 73 P %Mé%\%

o ACMERBOAIE XITEMHENRE L IEXHFEMEO B CEREBOBEREO &
LBE

o EERBRE GEMEHBREE &) Ob D EE

o FEEORBISOIBHE A AT 5 BE

«  ECOG Performance Status 3-4 ¥ o F#

(ED ECOG ¢ Performance Status (PS)

Score | &

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

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

Vol mezs, EEese

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

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

AN

2LET RV, BOOHORED OZ E3a TERY, BRIy R)ORFTiRId,

16
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o

BEBELTEETREFH

AT SCGEEITIN 2, BOEARGEEF DR T 2 BBV 1T D & ARH D FeE K OV IE
RO 7= OB G E I L TR 2 &,

TRIEBIAAICES B, BE XX T OFRICAIER OGPt E2 oA L, FE%x
BThroEET5Z L,

FEREWEHO~R Y A MZONT

MEMEER D 5N D Z LR H DD T, KEOBGIZHT-> Tk, WIHHER
(B0, PERIREE, E) OmMERAK OIS X SREO %, Bl % +471
17952 &, Fo, BEITS U THES CT, I~ — W —%0MmEZ £+ 52 &,

infusion reaction 23&% H o5 Z L3 d %, infusion reaction 2358 H LA ITIL,

WEREZIT O & & bIT, JERDEIET 2 £ TEREORELZ +7I2B8%T 5 2
&

FOR IR RE R . T RS RERE T L ORISR SE RN H b oD Z N dH 5D T,

ARFN OB 5-BRAART L OB G- M I E I N re 4 (TSH, 8 T3, ifF
HE T4, ACTH, IH=avF Y —VEORE) #FEud 52 &,

BIERT 2, A4, IS, HFREKOB{LMHEBRERNH 5o ERndHH D
T, AHOFEBRAGET K OB G- WM IR E MR RER A (AST, ALT. y-GTP,
Al-P, BV L EEDORIE) Z2EfTDHZ L,

SEIER MR T ERER L ET) FOERERIEERH DD Z L
DHHDOT, EHMWICIROREORBEZMERTHZ L, £/, IROEFENRD L
NG EITIE, BN ERER 22 T2 X ) BELRET L2 &,

AR OEEIZLY | WEOHRESONTRRT D & B2 b DdHkL REBHRED H
LD ENDH D, BENROONTLEIIE, BB L-ERIZS CUHEME
TR & BB A RO R A & EEE U CE U R R A ATV W O RE ORI K
DEWER RGO 256 1215, AFIORFE T 1L, K ORIE RE AR LE - F D
BEFEEZZRTDHI L, B, BIBEREFRNVEOERGICEYAWEROSENR
D HIRWGEITIR, B BERVE LS OREIRIFIOBMGEET L Z L,
BT %, BN O ARGE L COLRIERANRET L2 835720, K
HOBEHETRICHRIEH OB HFITEETDHZ &,

1 ABERRI (BIE L BUHEIR 2 G de) 23 bbdr, BERWEMES T v R—v R ZE
HZENRHHOT, O, El, EHEEOEROBBLCMBEMEO EFIC+H0EE
T5HZ L, 1 ANERBED DN T-GAICIEREGERIEL, AR Y VR OR 5%
OGN REZAT O Z &,

@ AFNOEKRZERICB T, KEYNOTE-775, E7080-309 ik CIIME/ELETIT NG 8

W Z & (BRMICHERGAIT L VER) ICGMEORMIZITo T2 &L K&
" NRG-GY018, KEYNOTE-868 iR ClIimx#ID 9 AL 9 A Z &, FD#kIL 12
W Z B OTM AT > TN 2 & 22310, ARG FI3E B sk

17
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HHECHROWRELT 5

&
— o
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Hilis 4

REFERAHETA KT4
_Roa7ul) <7 BT Z)

~EWEFRELFERE (TMB-High) 287 25 EEE~

SHAE2 A8 (FF84 2 ANET)
JEAH B
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Bk

1. XL®ic P2
2. ARANOF. (FHKT P3
3. ERIKAGE P4
4. MFRIZHOWT P8
5. ®hHxIGE LB P10
6. HEHEICELTHETRXHRA P12
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1. IIC®»IZ

=S5 DH N « B RMEOREROT-OIZIL, IR SCEFIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frlil/F A%
FFEIMPERBINLH T, 2O OEEGLZ FEICLER BT IR 5 2 L BRED
PR L 72 o TR RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBW T, EHMERLEOFHORKE(LEEZXNL Z L L ShTWn5,

FORE R ST, SRR M T 0 7 7 A VDB EDEIK L LB S TR
RHZERDD, ZOD, HIMELROLRMICET 2 EWMN 0SB 5 £ TOR,
WMELEIG DO BEEZ RS ZIT 52 EPWIRF SN D BFICK L THERT 2 & &bz, BIFE
FDFEEL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < H
THZLENEETHD,

L7eRoT, KA RT A4 TiE, BIFEES ZNE TITE LN TV A ELIH -
BHEm R S & | DUTF ORI O 7o H 2 HEEST 28800 b B R 2R 35 2
F RO EFRREZRT,

B ARITA BT A %, MNATEBUE NEE S EREE R S, A tHEANR AR
BRI s . — M N B ARERIR N E & L OB N B A IR R T O W)
Db EER LT,

KO L IR DEIRSL L A ML —F SEERE 100mg (— %4 Xa T e U X~ (Efs
THAHLZ))
KR ERDMEXIHE « DAALFIFREZ B LB WS T4 % & (TMB-High)
AT HEAT - B OB EER 28R R N2 55101 )
MNEERDMERORE - W@, AT, 2a7nl) X~7 (EarlEfz) LT 1
(7] 200 mg % 3 ML 1 8] 400 mg % 6 B R T 30 75
2T T RIEERET 5,
% & . MSD FRA&tt

5

;3
=
o
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2. AFOKK, 1ERBERF

XA M —F BIEEHE 100mg (—f4 - XA 7 r ) XA~7 BIEFHRz) DUT TR
Fll Evv5,) X, PD-1 (programmed cell death-1) &% dD VU %> K Td 5 PD-L1 LT PD-
L2 L OfGZEEMET S, & MbigGs €/ 7 a—F AHkTH 5,

PD-1 #2813 T M S s (RS 2> D ki 2 72 DI DS AR A3 FI 5 5 3 70 S 7 il 4
AA wF T, PD-1 1%, RISV TEER T HifuoMinLmIcBELL, B %
P I s % B o AR LB STl Rl 70 S0 OS2 35, 7B, PD-1 12U o REfE
ATHZ IRV PURZRERICL D v 7P Ve AICHIET 5% B/IKThH S5, PD-LI
DIEFFMEIZ BT 2B DTN TH LN, Z<ONRAMIETIE T Mo 2z
HIFCEENCIIH L TWD, DAMBIZIIT S PD-L1 O &SI, BN . TENEE
JHHERE . IRBLRE . FE/ BT 7 & Ofix e N T TR ARRKR - CTH Y | IRWEER
& DM HRE STV D,

BED N /DGR T4 & PD-L1 EH OB S, PD-1 & PD-L1 OFfEIIINEE
DG PERREC BV CHEERKREZE S Z LRI TR | Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 &£ PD-L1 X OPD-L2 Olj U T2 ROFERELEST S 2 Llck v,
W NBRBE TR O RS OO S T U S ERA TR &8, HUlEE S 2 FEE L
T 52 & THIEG IR Z T 5,

ARFN ORI 3D < E O RS X 2RISR & b oh, BESUIELTIC
EOWREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TITATV, BEDH
D BTG EITIE, FEH LT F RIS U RPN 2 ik & BB & R DR Al & @ L Tl
GI72 8RR W 2 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BIRRE AL
RO GHEDWY)IRALE 24T 9 MER D D,
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3. BRERBUE

DAL IR U - @ O S R A B E (BLF [TMB-High &9 ,) =F
T HHEIT - BROBEHE GEER72IBRBREERIGE TR D) OARRHIGHG 21T - 7=
T R R BR O Rk AR T,

[H2hE]
[E BRI RS M AHER (KEYNOTE-158 #R)

LFHERE O & 54T - R OBEREEE (DA D L2517 A~L OF 7V —
TNTHBVTH 200~1,595 i) Z Gz, AAI 200 mg 3 ERIFR (LU TQ3W] &
9,) BHOEMER NEZEMEPBE ST, AFIOA %ML, FoundationOne CDx [T &
Y TMB A =27 " % 10 mutations/megabase (mut/Mb) LL_E & HH S 7= 85412 TMB-High
CHIETHZ L L L, BITEHEICHE - T, Z—7F A~ IR SN FEE R E I
WTRRBT ST DRI,

TMB-High Z#f9% 102 ffil (HARAN 6 #lxETe) KU TMB-High & A L7220 689 #i

(HARN 71 flzEte) IS5, EEFMEEE TH D RECIST A4 K7 A > 1.1 hRIC
HOSHIHEBIZLDEZNEORR Q019F6 HA2THT—X 1y "A7) FFR1DL
BYThHoT,

* o —RIBFEE LU TEERIZERB SN T A{EFERIET NI HEZECHO LN TS T
IRF R OB S BRI 1 % 6 T IR R TR BT SRR ZS O B DS LA AL B Tz,

#¥ BT N—TIZBWT, ENENLUTOREDHHEAN LN,

AT R LR . B : HEE (HEXOMEEONE, 7272 L7 7 — % —ERMIEL

ZEr<)., C: i, |, /NG, R, EIG OV B S ORI iE s (o bR L

AR IR N WAESS) . D - FE IR (RIEXIXMEERESE 2#R<) . E: FE%E (R

SEERE) . F A R ERGE) . G /NiiialiiE, H: FRIE, 1 FURARE, T MR

P (RRESOIFZERIESG 2R <), K: @E~A 7 a¥7 74 bARZEME (BLT TMSI-

High) &\ 9 ,) 24T 2 TEER R GE - B2 R<) . L (FEOZA) : MSI-High %

B9 D ETHEE S

#3 0 5% BT LOVERE TR S 7o RIFRZE S K OFERIFRZAS S 6 AEREHIIE R S D25 5
T ORISR B R 5 D L BEZ DN A LR AR EH HEELEHT- Y DL RO

(mut/Mb)
#1 AR (KEYNOTE-158 38k)
TMB-High Non TMB-High

102451 6894

CR 4 (3.9) 11 (1.6)

PR 26 (25.5) 32 (4.6)

%k 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)

F5h#® (CR+PR) (%)

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

CR : 528F%h, PR : #f0ZE%h. SD : Z&. PD : HEEIT, NE :

At ANRE. CI: {34 X

* o L E BRGNS CIXHIERZE 72 L & &, 1BBREEE 544 12 Non-CR/Non-PD & 31 X+

7o B3,
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TMB-High # A3 % 102 1§J (BEARAN 6 HlaETe)) KU TMB-High 24 L7\ 689 {3
(AAAN 71 Bl Ede) 28T 5D, RECIST A4 K74 > 1.1 B3 < @iz L 5
D3 AT @%xﬂaﬁ—@ﬁ% (201956 H2T BT —X v "4 7) 13R2DLEEBY TH-

7=,
#2 DARERIDOEMERE (KEYNOTE-158 #Ek)
TMB-High Non TMB-High
N TR B (%) 7% (CR+PR) B (%) 7£%) (CR+PR)
102 {3 (% (%)) 689 il (FEhE (%))
7N e et g 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
1 S 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
T NI 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)
PANi=3 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
PR PN 0 WA R S 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
WE 7% e 3 (2.9) 1 (33.3) 9 (11.5) 3 (3.8)
RN 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
R R e 1 (1.0) 0 84 (12.2) 9 (10.7)
JIERER 0 — 63 (9.1) 2 (3.2)
—  HEEART]
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[Ze21E]
[EFR I [EZE M AHRER (KEYNOTE-158 #R)
HEFEGIT 103/105 B (98.1%) (2. BIWERIZ 67/105 5] (63.8%) ([Z78® Hiviz, HHL
TN 5%LL EORIWERIZTTRD LB THoT2,

#£3 KEEN 5% EORIEA (KEYNOTE-158 3RER) (RAeMAENT i)

ZeEBIKS¥E (SOC: System Organ Class) Bi% (%)
FAEE (PT: Preferred Term) 10545
(MedDRA ver.23.0) 4:Grade Grade 3-4 Grade 5
EEIEM 67 (63.8) 15 (14.3) 1 (1.0)
o WA
FOIR BB RE TR 7 (6.7) 0 0
FOIR BB BB T E 13 (12.4) 0 0
H ke
T 8 (7.6) 0 0
L 6 (5.7) 0 0
—% - A REER L OGN OKEE
I 9 13 (12.4) 1 (1.0) 0
I 57 17 (16.2) 0 0
R L OEREE
BN RIS 11 (10.5) 0 0
e S PSP ON ey ik
7 P e 6 (5.7) 0 0
FZJE RS X OV T AR E
= 5 e 12 (11.4) 0 0
JE 9 (8.6) 0 0

7eks, MVEVEMERE 461 (3.8%). KGR - /NER « BED TF 3 6 (2.9%) . BIEH
R A IR BRI - T2 - AL MENRAE 2% 5 151] (4.8%) |, FUIR A REIE T 15 1511 (14.3%) |
B RERERETE 1 1 (1.0%) . 1 BLHEIRIA 1 6l (1.0%) . BHeerEs (PRMIE RV MR % .
ARERIREFA) 161 (1.0%) K O infusionreaction 1 51 (1.0%) i bz, F7-. &
FEDO RIS (haEfhR RS AIE , FAEIRARIE R, ZIRALEE, BREES) |
MRS (F7 2 - NU—EBRESE) . FEEAREREREE . Bk, ik - BT RARE, =
JEADEIJIE, BNS% - BB, S & DMK, Ok, EERIMEKES (Go M im /M jd
PESRBER . WIMER M, JRIFERES, MERRRIERIESE) . MEKE RIEMERE L OR300
W holz, REIWERZBBURDUIREEFESR (RAREMER T2 E5T) 280EHER %
Y,
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(At - HE]

KB OREEFSEYBIREET LV EZFH L2 I 2L —3a 02k v, AA| 200 mg %
Q3W, 400 mg % 6 BEHE (LT TQeW]) & 5, ) XiX 10mgkg (AHE) % 2 [
ke (LLF TQ2WJ &9, ) THRE LEBEOAF O MG T EENRF SN, Ok
Fe. AL 400 mg & QBW TH G- L7=BEOARF O E FIREEIZ IS 1T 2 I iE HiRE (B
T [Cagss) VD, ) 1E. AFAI200mg & Q3W THELE- L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . 72, AH400mg & QW TG L 7=BROARHKI D EHIRREIZ I 1T 5 %
EIEFIRE (LLF TChaxss) &VM9, ) X, AAI200mg %2 Q3W THEE: L 72BED Craxss
g L CEEZ T E TSNS OO, BARNBEFIZE WD TR R ST
AL - FHETHHAH 10 mglkg ((KEE) % Q2W THEG L72BRD Craxss & LLlR L TR
EERTETRHEINT (FTFR) . SOIC, EERAERE 2 X5ICAKA] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC S < iy ke
RIA=BFT VI alb—ra Al PRI LICEMERE ST XA —X LHEEI LT (FR),
AT, BEOW AT 2 ERRRARI TS & | AFIORFEE & AW TZ e
P & ORI A MET DIRBESUSET AV DMESE S, A 200 mg 2 Q3W (% 400 mg %
Q6W THH L7-BROMEGE & & AME T L2 L O EIZ O W TIRFT S /R, b
LD - HEOM THEINE L OVREMEICAME R 2RI v & PRl Sz,

&6 FAOEMBRL T A —F

Ak - HE Crmax Cavg Canin Crax,ss Cavgss Chin,ss
(ng/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200mg QW' | (o0 | 781 | (78183 | @170nD) | (essro) | (208 aLe
W0mgQW! | (121 | 00 | (04108 | (a9 | 601513 | (198209
40(055%%\/\/ (1351.2(,3.10;6.4) NA (14_1: '22.4) NA NA NA
OmGhGOW!| g | aaaues) | (anien | s | @ieos) | (900

+:n=2993, 100 [HD LI = b—3 3 N8 KD EH S8 FHEO Rl (2.5%5,97.5%40) | Cmax : FIEIEE
15 D e g FIRE . Cavg : PRI 5% OFE MIEFIRE, Cuin : PIEIREGHE (A 712 57D OERAKMIE
IR, Cmaxss | EFIRRBICH T 2@ MG TR, Cagss : EFIRREICIIT 2 EIMIFEFIRE., Crinss : EHIRAEIZ
BT Bt 35 A B

I @ 56 Bl DRATIELME (95%1EHE X [H])

§ : 41 BIOKTFEEIE (95%FHEX M)

NA : %347 L
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4. FERIZOWNT

A Z2E 0, EE Y 27 EHEE (RMP) 123D < ARH 0 3K 5 22 4 M AR TS E)
~OEIVERID B HHEE T > T, AF OG- E U2 BF 2 2Wr - FrE L, AHl o
FAZ X EERBER LR LRSS T 5 2 EBARERTZD, LTOO~@D 3
THEMIZIHERICBW AT I RETH S,

@D MWEHRIZTHOWT

D1 Fio (1) ~ (5) OWVWTNNTENT I THDZ L,

(1) EAEFBREDEET D05 ABEEEILS RS (BRIE RS A S RE RIS 5T
HiIE S A2 EEHLRUR L, s AU R2iRibi e &)

(2) FrEMEERPL

(3) FREIFIREE DG ET D03 AT (DS AR EbT. 03 A
W 1IRBE. 2 A SRR e &)

(4) S RACFERRIERE 2R E L, S RIER L FFERRERE 1, S RIER L FFRE2 R 2

TSRS SRR 3 Otk e YEICAR B B H 24T > T B Jifi
(5) PUIEMEEEEF AL 7 BRINGEL OO it % I TAR D JB H 21T > T D fifi ek

O-2 B L 72D D ATE T OARZFRRIE S ORIME R S8 BLRE O S IG IS 47 70 Ak & ek &
FroBER (FROWTINITEEY T HER) 25, YR OARNCET D180 R
EHE L TRESN TS Z L,

£

o [EEMFFESE 2 FOUIMIMHEZE T L7212 5 FELL LD D AUTBE DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BAZEMEEZ £ & LUEERIESFOIHE 2
ToTWBHZ &,

o [EEMEFFIS% 2 FOUMMHEZE T L2 4 FFLL ELOBREREZ AL T D
ZE, OB 3ELLRIE, R E DD AFRGEI T O N AFYPRIEZ S Te s TR
DEFRHE 1T > TWNDH T &,

@ BEANDERBFREEDEHIZONT

3R A I B BRI AEF 9 2 LA DS L E S v, BUERAZED D OIFHRE A, A - &
B S Sib) fﬁi’f&OD”ﬁfi&UEEﬁi—% X D IR medt AEFRNREAE LIS OHE
FH . FRESDITT DL IEFINE > TN D Z &,

® EWER~DOXRIZDNT
@-1 HEFAEHICEE T 5 B4

B MERR B O EE R BITERA R AE LB, 24 BERIEZIEIRHIO T, Y%k X
TTEEE R BV T, B LZRWERIZIS U CABEEE R O CT ZORIVER ORI &
FRREOREREN Y HRIZE S, EHICRHGATRER SN E>TnD Z b,




https://www.ajha.or.jp/topics/admininfo/

@-2 EFREHIC L AEEERSICHET 5 ES

M AR HED 5 E IR A L O e 2 B D ER RS NEWER T =42 ) v/
EEWIEROA Y ) —= 0 7 EATOEIRIE LR % A TE 5 F — LERKH )
HESITWAZ L, B, BiHEHICHOWT, DAUBE EFOFEBEICHDICEmEINT
W5H ok,

@-3 BIEADOZMCRINICE LT

BIVER (RVEMERRBISM A2 KGR « /G2 - EEO T/, BIERFE - FFR4E - §F
BERERETE - AFJ% - A LMENRAE 25, BHERERETE (R RIEMR R, RERIRBRE) . N
Sy (FEAEEREREE . FUIRIRMSAEREE | BIHEREREE) | | BUREIRIE ., 52 & 9 Rk,
9% « RERUTRMRIE . WEA . WEAN D ISREAN 2, EE O fERE (b et i L alin
SE, FRASIERRIE R, ZIALEE, BRI S) . infusion reaction, 7% - Rl - FFHE
%, EIEM MR, MRREE (X T v - NLU—EERS) . L. EESMIKEE (4
PEVEIM /B PESR BN . IR IR L, JREFERES . MEFERIERESS) . HEOHRK, M
7%, MERERIEMERE, FERSE) ISk L ¢, Yskhad SUTITBEE RSB OB MM 2 445
EA L EHE L RIEAOZM RIS L THRER O EAZ T o5& H 5 =
&), EHITHEYRAENTE BEHERE-S TS Z L,
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5. BEXB LR HRE
[B2h IR+ % 1]
O TFTROBEIZBWTAROF N REN TN,
o DAALFHRIERICHE L- TMB-High 264 21T - RO EFRE (FEAER 7
TR R AR D)

7245, TMB-High \ZBI 2 ARFI O = v "= v Blid% L LT, RES
FoundationOne CDx XA ) L5770 7 7 A LN AR I LTV 5D,

BAICHT > T, BEERON A FT 4 L EORHOMHRE BB, 5ITOL
PREIC L D TMB AR A~ O R B R ORI O 2 IR OB I >0 T
BT 52 L,

@ TREICEENE T 2 BE ST 2 AR O G K O A ITIEC DWW T, AFIOAZPED
MESLSNTELT, AFDEREGHIR LB,
o FiToMBIRIE
o fOPUEMELGA L O L TRE SN BH

10
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[Ze 4t B4 % 31E]
O TRICEYTHIEFIZOVWTIEEAFIOR G N ERE SN TWDH Z b, 52T
Oz &,
o AHNDRSTHR LIBBUEDORBEERED & 5 BE

Q@ IREATOFHIIZ I VT FRRICEE Y T 2 BE 2OV TR, ARG IFHERE I e 0n

DS, MOTREERINE DN R WGEIZIRY | HEICAKZEHT 52 L 2B ETE 5,

o MEMMZEROED IO H % EFH

o i E R A CHRIE R 258 5 B K ONE B M 0 KU Bt 2 <0 gu M fiti ¢
FEOMMIZRIEMEZE N A BN D BHE

o HOMEERBOAD, UTEMHER A L < IXFERMED B g% E OO
b5 B

o BB (Em@MaBEELST) Ob b EE

o MO IIBHEEZ AT HEE

*  ECOG Performance Status 3-4 "V o4

(ED) ECOG @ Performance Status (PS)

Score | %

0 | &<MEARIEEH TS5, BT &lFE U R EAERPHRZR AT D,

PIREZIE LWEENIHIR S5 25, BTHRE T, BAFREH > TOERIITO 2N TE D,
Bl - O FEEE

BATHRECTHSOF DY) O Z L3 X TAFELEAMEREIT TE 2, A 50%A Eid~y R Tl 27,

RONTZESDOHEDEY DL LTERY, BHRO 50%L EE2 Xy R+ TilmId,

AW

AELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,

11
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6. BEZELTHEEITREFIH

O  USHHSCEEIN %, MEIRGEER DRI 5 B RS TS & ARHI O ReM: K OVl E 4
DT OIZ B HAZ I L TS5 2 &y

@ IRIRBRMBICHESI G BE T T OFRBRIAER OfEME 2 58 L, RE 215
ThoEETHZ L,

@ FERBEWEHO~RT AL MIOWNT

MEMEMERRH oD Z DR H LD T, KEOEGIZHT--> Tid, #IHE
W (BG0v, FEURIREE, BWRSE) ORERR & OE X SR o EhindE, Bleix+
SATD T &, Floo BELTS UTHES CT. MiF~—o —F O/ 4 Fhi+
5k,

infusion reaction 23 &% 0I5 Z L 3% %, infusionreaction 23728 H AL AT
E. WURREZIT S & &b, SRR EIE T 2 £ THREOREZ /01882
T5HI &,

R RE R . N EAEERE LR OCRIBEEEREER D bDOND LR H LD
T, AAF| OB G-BAERT M O G-I P I E NN W EERR & (TSH., 78
T3. f#HE T4, ACTH, i =2 LF Y —VEORE) % FEiidT 5 L,

BIERF 2%, A4, IFeERES . IR, {EHERERD L OND Z 03 H D
DT, AHOEE BRI O 58 I3E I ITeaem & (AST, ALT,

y-GTP, Al-P, B U LVE U EHOHE) ZEMTHZ &,

SEIEE (MR L T BHRAER 25 T) FOEERIREERS bbb
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2T2 L )BEFELRET L L,
AHNOBEGIZLY | WEORIERINIERT 5 &5 2 bILbHEk A e ESCRE
DHOLONDHZ ENnbD, BENPROONTEHEEITIE, BB LEFRIIN T
BEFHE 70 ik & AR & B Rl &l E U ClE bl 22 8 BRI 247\ il o
FOSZ & B BWER R B 2561213 AFIORIESO I IR, K OREIE RE R
NEVHIORGEEZEETDHZ L, ok, BIBRERLVE S OREIC I EIE
HOYGENRFRD B2 WIGEIZIE, RIS B AR /VE LSO & 1 Fl o e hn
LEETDH L,

B TR, BORRIOE I AfRE L T LEERD BT A2 B3 H 5729,
AHNOEGHETRIZGEWEHOFEBU A 2ITEET D 2 &,

1 BUBEPRIS  (BIE 1 BUBEIRS 2 & de) Db bbiv, BERFES 7V F—2 &
IZELHZERHLOT, Hig, Bl EHFOIEROFEELCMBEEO R+
SEETDHZ &, 1 EEREASEONEGE IR EERIEL, AR il
o5& O R EZ1TH 2 &,

@  AFOEERRERIZIBUV T, KEYNOTE-158 35 TIZEG-BME D 1 ERMIZ 9 @M =

&

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

HHXEHRNC BB RA TRIROMRE 21T 5 Z &,

12
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RBEERAEET A KT A
Ra7ul) Xv7 (EBoFHEBZ)

~FE SR~

SRA4EIH (S84 2 AHET)
B A FrEE

KIS 5
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B

1. 1ZLwiz

2. ARHIOFeE, 1ERBEF

3. FRAREGRE

4. JFEFZIZ O T

5. hHxtGR &R D BE

6. HHITEL THETREHH

P2
P3
P4
P16
P18
P20
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1. LIz

RSSO GRE « ZRVEDOMRDTDITIE, BMSEEFIEASWEIER AR Hivd,
DT, IHEORFHANOEANT LV | GURERES /2 & OB ERIR T ) EGE
NHHFT, ZNOOERE WA BN LE BRI TR 2 2 LW OME L 70> T 0 | REIVEL
T L UOEORATTEE 2016 CFRK 28 45 6 A 2 HEREINE) [CB W TH, FEiEERLED
A OREHEEZ XD Z & & EnTnd,

BOEFRFESRSL L, SRRSO 1 7 7 A AV DBEAEDESRS, L SN E 2 D 2
DD, ZOTD, FIMER LSBT HIHERA &R 5 TOM, Yi%EHMO
BHEAMRZT 5 Z P SN HBE IS L THAT A L & bic, BWERNREEL L 2B
VE I3t & D T LB AIRER — B OB A - T RSB CHEM T 5 Z R EET
H5,

LI2ino> T, BKAA FTA4 o Tid, BABEESLZNE TR TV D ESFSR - §
FHIRMUZ IS X LUFOERESOFa#E /e H 2 HEET 28500 b BB, &2 5 RO
EREAZTRT,

B, RIA RTA %, INATEGENEIR L ERRS AR AT, ASHEREA B AEARE
B, —HEREN B ABARNEHES K OISR N B A ABHEE 20D b & VB
L7,

SR &R DEI - A F—F Y 100 mg (—%4 e T e ) X< (&
favfaH %) )

XL RDREIE « AT XTI O E S
JRPTELT 1 S

HELRHMERORE « <17 UIFHRE O = s >
i OHUEMEIEEF & OFEHICB W T, BE . A, LA
ol X~v7 (B z) & LT, 1[0 200 mg % 3 AR
X 1181400 mg % 6 B [ FRE T 30 432N CTRIEEET 5,
< JRI TS T T S >
VAT T F Uk A OD TR R & OPEHIZEB VT
WEL. RAICIE., AT r U X~T GEFz) LT, 1
[5] 200 mg % 3 A FRE X% 1 1] 400 mg % 6 1 [ IR T 30 73 fH
T CRTERRET 5, BEWIRIX24 WA ETET 5,

5 e 52 ¥ & - MSD KRt
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2. AADOFHK, ERBF

FA F— XA 100 mg (—4 a7 e Y X~ (BIE L) . UTF
[AHFI] w9, ) 1%, PD-1 (programmed cell death-1) & %D VU A K TéH5 PD-L1
KO PD-L2 & Ofi B ZE#EAEFET S, & MEI1gG4 £/ 7 v —FT AHKTH %,

PD-1 FRB&IE T AL SE B AR 2> DKL 2 72 DI 2 AFIIR 2SR 3 5 5 72 S g il 48
AA v F T, PD-1 1%, fEEEZIREEICRWCESEE T MlaoMinEmicgI L, Bo%
P2 B 22 3 o AR ST R 72 e SO A2 Hl 5, T 725, PD-1 1LY T FEfE
ATDHZ LI VHIRZRRICL D 7 PvisER A ICHIET 22/ K TH D, PD-
L1 OEFEHICE T 2RI OT N TH L. Z< OBNAMITIE T MO X 240
ZDIZEWMBENFEBLL TN D, DAKIICEIT S PD-L1 OEFEBIE, B, e
FE. NTARRRRE ., ONEE. FENRAE e E O A RBATTRARKFTHY . KW
LR E OMBIMEA S STV D,

B OB DRI T% & PD-L1 3 BLOMBENEN S PD-1 & PD-L1 ORI ITIEE O
TR RSB W CEHEEREE 2D Z LAVRBINTEY . Hiiz/e B AIGROEN &
LTHIfF ST 5,

AFHNE, PD-1 & PD-L1 X ONPD-L2 OV v ROFEGZET S Z L2k, EE
W INBR B T D S SIS ENE T U LS ERATEME (L S8, FUEIE S 2 BIS ML
T5Z L THEG R AT 5,

AFN O FIHERR I 5 < B DI RIGIC £ 2 AR b bbb, B T
TSR B B, AFIOE SR ROER %I, BEOBEE YT, B
N BB AT, R LB R U7 S 7 ik R A R T & i
U CH 2RI I 24T\, BEORIERISIC & SANER SN B AT, BT
OB AT L FI OB 5 A D) R B 21T S WS B B,
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3. BRERARE
LT ST O 15 SEJE e VR PTHE T 7= SEE O 7RG M 21T - 72 3= 72 iR AR

DAEE~T,

(G20

O [EFELFRF ISR (KEYNOTE-826 #5h)

RIBHTRFR OIS 7 < . ALFFRIERE O 720y (BB E & L Co BRI
<) EATXIIHFRO T E SRS 617 il (HARN 57 flaEte) Zxigis, AHFl LMo
PUEMERR] (X7 V2 XA R ONT T FFRA RN X~ T (Ea R 2)
(LALF [ X7 bna, ) ) LOFAEE (RAIRE) ™ OFIMER OVZ 2D,
77 AR EMOPUEMEREE S & OO AEE (7T 'R 2 xR E Lz HEERAR
THRET Sz, FEFHIE EIX A (BUF T0S) &vvo, ) e OVEEH A 17 1
fl (BLF TPFS) 9, ) & Si, REIFETY 7 B AREL ik LT OS KO PFS 24
BICER L (R1, K1 KUK 2) .

*1 0 AH 200 mg 3R (LLF TQ3W) EWwoH,) &h (F=a—20 1 HEIZESE) SUT
OPUEMEEEA] (GRS ERAEE Z L IGRIR) onThn a0t L,
« X7 ) B XI5 mg/m? KOV T FF RG] (AT T F 50 mg/m? KT HNVRT T
T AUC 5 mgmin/mL FH% &) OIEIZ QAW (F=a2—AD 1 AL, VAT F7F
K a—A0 1 HEXT 2 HEICHRYS) TG,
- \7 Y 2 xR BN 175 mgim?, 7T FFRE (VAT T F 50 mg/m? T ART T F
v AUC 5mg-min/mL fAY4 &) KR X<7 15 mgkg DOIEIZ QAW (a2 —AD 1
G, YA TFIKa—AD 1 HEXIZ2 HEICHEE) THFY5,
* 7°*'7"m°\‘ QW 5 (= —AD 1 HHEIZEE) &*1 LE—OPEEELEA (R YE
BANERE Z LI onFnnzoii Lz,

#F1 BAHHEE (KEYNOTE-826 35%)

ARFITE 75w REE
(308 1) (309 1)
el [H] 24.4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
os™ AP R 0.67
(95%CI) (0.54, 0.84) —
p " 0.0003
el [H ] 10.4 8.2
(95%CI) (9.1,12.1) (6.4, 8.4)
PFS™. ™ ANHP— R 0.65
(95%CI) (0.53, 0.79) —
P fi <0.0001

Cl: (XM, NE : #£&RhE (2021 4ES A3 HT =X v b4 7, *2: &I Cox el ¥
— REFIZ ié77tfﬁ$k0)ttﬁx\ *3 . @Hlla 7T vV BE., *4 : RECIST A KT A4 v
1.1 RIS < BB Y = AT HE E
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100 ‘\;\__
90 —\_\_\\
80 e
70 \‘*\\
£ 60 Sy
50 \..:..h“‘-uo R
.
# 40 Bt
30 T
207 ___ AT
101 ___ 75uxnp
0 3 6 9 12 15 18 21 24 27 30
at riskgy EFHE (B)
AT 308 291 277 254 228 201 145 89 36 6 0

A i 2 309 295 268 234 191 160 116 60 28 4 O

X 1 OS ® Kaplan-Meier gi#R (KEYNOTE-826 3)

100 T
o Sy
80 - \X
R 70 -

g 40 ? ™ N L S
[ 30 3 a S
N
207 — o Pskey
101 r5enp
0 3 6 9 12 15 18 21 24 27
i RSB ()
ARFHE 308 263 229 155 123 110 70 35 10

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

2 PFS @ Kaplan-Meier Bi# (KEYNOTE-826 3ABk)
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(PD-L1 FEBLIRBLRI DA 2h1E)

[E BRI [F R AR (KEYNOTE-826 i) ITHAANGNTBEOT —ZITHES
X, CPS'BNZHRNT AT o 7o 20ME (BRBEM it 2 5 Tr) R OZEMEORKIIZLLT
DEBY THoT,

AHFIFEDOARPEICB LT, CPS 28 1 R DHFAIT, PFS KT 0S DIERERHI13/) &
VMEA SRS Bz (2 KO 3, £ 3 KU 4) |

728, PD-L1 OFBURBUIZ L 6T, KAlOZEMET w7 7 A4 VTR TH - 7=,

* o JEEAHRRIC 1T S PD-LL 2B LM (BRI, ~7 v 77— KOV R
) HaislEpmmiati e L, 100 2% U7-fE

F 2 PD-L1ZBIURIHID PES O EENT#ER (BBRENEMBIE, 202145387 —F Iy b3 7)
R WERE A2 M PIE [95%Cl] NP— R ZHERAO p A

(%) (H) [95%Cl] (Wjfa)) ™2
CPS<1 ZIKﬁIJﬁ% 35 23 (65.7) 8.1 [6.1,12.6] 0.94 )
77 vREE 34 28 (824) 8.2 [6.2,10.4] [0.52,1.70] *3
AFHFE 115 70 (60.9)  11.2 [8.3,15.3] 0.68
1=CPS<10 77 v AR 116 82 (70.7) 8.2 [6.3,10.0] [0.49,0.94] 3 0.4269
CPS=10 AHIFE 158 87 (55.1)  10.4 [8.9,15.1] 0.58
- 7R 159 116 (73.0) 8.1 [6.2,8.8] [0.44,0.77]

Cl : {ZHEX[E, *1 : FIEIZEIRC B 2EEEERE (FIGO 2009 HEICHKSSIVB ) (B, 2L) | ~Av X
~7HHAOFE (HV, /L) KOPD-L1 ORILRGL (CPS 1 K, CPS 1 LI E 10 K35, CPS 10 LA L) % @5
R®1-& L7z @il Cox HefinF— RET v *2 . OFGH., @PD-L1 BRI K OO GHE L PD-L1 FEELRI &
DIFHAE & 258 & L7=FRE R Cox el — RET L, *3 @ YRR RHT
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100

1007
%:: 80 o; 20 -
g . é 4
B 607 Z 60
L; 40 LE 40 1
£ 1 7ouXRE i & 7R L
b=
i 2 . B B i ma e Len w ‘ N R
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
ARFIRE 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 75w REE 116 98 75 43 34 28 19 10 1 0
100 Iy
e
= ] ol
& My T
7 ") L AR
é E ENRW
& 60 VoM
o —, \
2] AN
T a0- T
5 1 , L . s “
gu 204 7 7Rk T My
£ ]
0 + - - - - . - - -
3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
I 158 138 124 80 62 58 35 21 7 D
75 R R 159 131 95 a0 47 35 19 3 0 0
3 PD-L1 BEIRFFI D PFS D HEf##ENTEE D Kaplan-Meier i
(EBREYERHEE, 2021 FE5A3 8T —% by b4 7)
(ZEH : CPS<1#£H. £EX : 1=CPS<10£#£M. T : CPS=10£H)
# 3 PD-L1ZBURHAID OS @ 1 [EIH OHEIITRER Q0214ES5A3ATF—4 by M47)
. v ANV NI HYfE [95%Cl] ANP— R RHAEHO p fiE
PD-L1 3% i .
b Besi IR (%) (H) [95%Cl] (W) 2
cPS<1 ARFHHE 35 20 (57.1) 19.0 [12.6,21.4] 1.00
P AREE 34 20 (58.8) 18.9 [11.7,21.3] [053,1.89] ™
ANFIFE 115 52 (45.2) 24.4 [18.2, —] 0.67
1=CPS<10 _,_ " ... . .
FSwRBE 116 66 (56.9) 159 [134,235] [0.46,097] & 03278
CPS210 ANFIFE 158 66 (41.8) — [19.1, —] 0.61
- I AREE 159 88 (55.3) 16.4 [14.0,25.0] [0.44,0.84]

Cl: fFHHIX[A, — : HEEARE,

L)

*1 : WIRIZWIREIC I T 2iEREERE (FIGO 2009 /24AICH-S< VB #])
L OINRNU X THEHOAEE (HY., 72 L) ROPD-L1 OB (CPS1 K. CPS1LLE 10 K. CPS10

(Y., 7

PLE) ZERIKT-& LR Cox ey — RET I, *2: O 58, @PD-L1 BELRIL L 0@ 5.8 & PD-L1
FEHRIL L O HAER 22858 L U2 Cox el — RET v, *3  YRRA 2R
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1007 100
] AHIRE ] ‘
80 ' 80 AF R
= o
< <
S 60 £ 601
é i mg ] M
2 A T+,
= 407 F 407 L SFTTS
o
o — S o
2 77w g ]
~ . =~ a4 o — 1. e
20 7T AR
0 v ; . . . v . . v r . 0 T r 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)
AFHIRE 35 31 27 25 24 20 13 7 2 0 0 AKyme 115 111 106 97 86 75 56 36 13 3
5 RRE 34 34 33 28 23 20 16 5 3 0 0 rswxRp 116 110 100 90 73 59 44 24 10 3

100

J Rl

. AHIRE
807 1Y
. _\H*_H /

1 3

60 1 e Hy
1 - MHHH_HW—HH-:-!'*'

—_
=
=
o
=
=
g H,
= 1 L
2 W s
= 401 :
= !
g o
~ —_— X B AL |+ —_
S A i ¥ .
0 T T r T T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time from Randomization (months)
ARFIRE 158 149 144 132 118 106 76 46 21 3 0
FSexge 159 151 135 116 95 81 56 31 15 1 0

X 4 PD-L1ZZRIFAID OS @ 1 [B] B O F EfENTRFD Kaplan-Meier Hi#R
(202155 H3 AT —& vy v 7)
(ZER : CPS<1#£H. LXK : 1=CPS<10£#£M. T : CPS=10£H)
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@ [EEEEFFIAHEFER (KEYNOTE-AL8 #fER)

RIGHL D FIGO2014 HEATHASHEDIB2~NIB #] (VU > _Eifinfhtt) SUIIMI~IVA H#
(U o HiEB M S TEE M) O Tl T 1 SR AR 1,060 61 (H AN 90 il 2 &)
ERIGIT, AHF & RIE L BRE (275 F R T COMIRE ., KO
Z D% O/NRIRIEHR)  (LLF TCCRTY &9, ) OO (KAI+CCRT ) 2 0f
IWER D, 77 'AR L CCRT & DOfFH (77 EAR+CCRT #f) B Zxfe Lz
T HERRBR COHREI SN, EERHMEEE X 0S R UVPFS & i, AK|+CCRT x>

Z BN +CCRT BEL Lb: LT OS M INPFS # A BIZHER L7z (5R 4, 5 KT 6) .

*1 o B SEIC KT T DRI TN, BURRIR X T2 HRIEEZZ T TR LT, D oRE ik
2 L DIBHIED 72 B

*2 1 AH1200 mg % Q3W (% =—RZM 1 HHAICHEL) T5a—A, VA7 FF 40 mg/m? %
1 EMEREET 5 BIXiE 6 BI#G R OHSRBAE ONTIRE & 2 0% o/ NMERIEH)
#%. AK| 400 mg % 6 BEME (LI TQeW] 9, ) #h5 (F=a—=A0 1 HHEICE
H) T15 a— A5 17,

*3: 7R E QW (Fa—AD 1 HEICHKSE) T53—XKU*2 L[F—0 CCRT M.
7T ARE QW (=2 —AD 1 HHBEICHEE) T15 a—AxfEh L,

#= 4 BHHMHRE (KEYNOTE-A18 3RER)

AF|+CCRT Bt 7' Z & R +CCRT
(529 #1) (531 %)
o (A ] NE NE
(95%CI) (NE, NE) (NE, NE)
0Ss™ AN — R 0.67
(95%CI) (0.50, 0.90) —
P fE"™ 0.0040
o (A ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ ™ NP — K™ 0.70
(95%CI) (0.55, 0.89) —
P "3 0.0020

Cl: {Z#EXH. NE : HEEREE,

*1 o PEMEATRE DT — & 20244 E 1 A8 Ay bAT, *2: &

B Cox b NY— REFT AL D7 T ®AR+CCRT REL DOLER, *3 : J@Rla 77 v 7 RRE. *4:
AT RE DT — % 202341 H 9 B v R4 7, *5 : RECIST A4 K74 > 1.1 iUz < iR
BRAE Y = A E
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100 TV—r=;

80
70

-

S

50
# 40
30
20
10

w— KF|+CCRTHE

at risk3®

0 e f—— - 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 210136 63 11 1

77 A +CCRTHE 531 527 518 508 493 455 405 366 316 259 194 125 58 12 0

5 OS ® Kaplan-Meier #i#f (KEYNOTE-A18 #5%)

100 .
90 - \.“\“
80 - N “Nagy.
— .‘\on,,.""ﬁoosv
570 \.'"\‘ 2 L W N
60 o R
50 -
40 -
& 30
fg: ——  R#|+CCRTH
5] === ~5 &R +CCRTHEE
0 3 6 9 12 15 18 21 24 27 30
at risk2% RINEETFNM (8]
AKHA+CCRTHE 529 462 400 331 282 222 171 100 26 3 0

77K +CCRTHE 531 463 379 306 263 208 149 88 20 0 O

X 6 PFS ® Kaplan-Meier it (KEYNOTE-A18 #BR)

10
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[Ze4t]

O EEELFEFIHRRER (KEYNOTE-826 #5k)

A EFRITAKIEE305/307 4] (99.3%) . 7T & ARRE307/309 1 (99.4%) IZERWD Hi,
TR L OREBEGEAEE TERWAEFERERIT, T 298/307 # (97.1%) KO
300/309 fl (97.1%) IZPRD BTz, WTFNNORETIRIEEG) 5% EORNWER T F#
DEBYTHoT,

£5 WITNOLOBTRERIEH 5% EORHER (KEYNOTE-826 3ER) (2T 54EH)

Bk (%)

PRERIRHE
(SOC: System Organ Class) AFIRE 77 B AHE
JAFE (PT: Preferred Term) 307 4 309 44
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIEH 298 (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (638) 4  (L.3)
MR LY v SRpEE
2 1M 149 (485) 76  (24.8) 0 132 (427) 65 (21.0) 0
BN L Hh BRI 21 (6.8) 21  (6.8) 0 13 (42 13 (4.2 0
i BRI S 38 (124) 14  (4.6) 0 31 (100) 7 2.3) 0
I R ERIBE 68 (22.1) 37 (12.1) 0 57  (184) 29  (9.4) 0
i/ MR E 55  (179) 21 (6.8) 0 58 (188) 12  (3.9) 0
PG
FFDR IR RE TT T 19 (6.2 0 0 7 (2.3) 1 (03) 0
FOR IR RE IR TR 52 (169) 3 (1.0) 0 25  (8.1) 1 0.3) 0
H S
JE 15 (4.9 0 0 19  (6.1) 1 (03) 0
{5 %% 49  (160) 1 (0.3) 0 49 (159) 1 (0.3) 0
T 76 (248) 5  (16) 0 58 (188) 5  (1.6) 0
BN 104 (339) 3 (L0) 0 120 (388) 4  (1.3) 0
N 20 (6.5) 1 (03) 0 15 (4.9) 0 0
M i 63 (205) 5  (16) 0 66 (214) 3 (10) 0
— % - REREER OGN O RE
S 9E 51 (166) 5 (1.6) 0 56 (18.1) 4 (1.3) 0
9 97 70  (228) 8 (2.6) 0 77 (249 13 (4.2 0
HERE D JAE 20 (6.5) 2 (07 0 9 (2.9) 1 (03) 0
FEEN 16  (5.2) 0 0 9 (2.9) 0 0
TRYSIE S K O A e
R B I 16  (52) 5  (1.6) 0 12 (3.9 6 (19 0
B, PER L OWEAPHE
HEAIZPE D SO 16 (5.2) 2 0.7) 0 13 (4.2 2 0.6) 0
R PR AR A
%;§:y7 N/ RTEATE=TE g (101) 10 (33) 0 23 (7.4) 5  (16) 0
ﬁi;giﬁyﬁ7i/k§yX7i 2 (72 8 (26 0 16 (52 1 (03) 0
7 vy F =8 16 (5.2 0 0 13 (4.2 0 0
I r R AR 56  (182) 40 (13.0) 0 47  (152) 26 (8.4) 0
BN & e 49  (160) 21  (6.8) 0 40 (129) 14  (45) 0

11
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% (%)

PN
(SOC: System Organ Class) AHIHE 75 R EE
JLAGE (PT: Preferred Term) 307 14 309 {3
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

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

A i R A 37 (121) 21 (6.8) 0 21 (68 12 (39 0
PR L Ok EE

AR 45  (147) 4 1.3) 0 33 (107) 1 0.3) 0
BB R E L OV ARk

P EfivR 53  (173) 1 0.3) 0 57  (184) 3 (1.0 0

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

9 17 (5.5) 1 (03) 0 1 (3.6) 0 0
RO SR P

TR R4 12 (39 0 0 19  (6.1) 0 0

GE 15 (4.9 1 (03) 0 19  (6.1) 0 0

K= 2 — S F— 75 (244) 8 (2.6) 0 76 (246) 9 (2.9) 0

PR 26 (85) 0 0 24 (1.8) 2 (06) 0

EHERR =2 —n " — 69 (225) 3 (1.0 0 78  (252) 6 (1.9) 0
B L ORI RS

EHEPR 38 (124) 6 (2.0) 0 22 (1.1) 3 (1.0) 0
MR SR, MOEREs X OMiEhRIEE

S 26 (8.5) 1 (0.3) 0 3 (11.7) 1 (0.3) 0
B3 L OV TR

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

O FEIE 29 (9.4) 2 0.7) 0 17 (5.5) 0 0

% 33 (107) 3 (1.0) 0 27 (8.7) 1 0.3) 0

R VNITRZ SIN 4 S 17 (5.5) 6 (2.0) 0 8 (2.6) 0 0
M

e I JE 54 (176) 20  (6.5) 0 55  (17.8) 23  (7.4) 0

RE. AFIRECH WD CREMEMZEEB 3 F] (1.0%) . KIGZK - /NIESK - BEO T 23 41
(7.5%) . BEOKLERE (PEMERESRMARE, RIEHEEIRIEGEE, 2, B
FHIESE) 1 B (0.3%) . tHEFESE (FT 2 « N —JEERESE) 75 6] (22.4%) . BIE
FF4e « FFAR4E - FFRERERESE « iFJ¢ - RELMERR/E 25 56 ] (18.2%) . FIRARFEAERESE 70 51
(22.8%) . FIE{ABEREREE 1 ] (0.3%) . EIFEHERERESE 4 ] (1.3%) . BHEREEE
(PRADE VEPER R, SRERIRERSE) 1161 (3.6%) . HEK 261 (0.7%) . Mhidk - BEEUT
RAMIE 2 61 (0.7%) . Bk - B 1451 (0.3%) . Dok 141 (0.3%) . EEDHRK 2
%1 (0.7%) K TN infusion reaction 37 {3 (12.1%) 23538 b=, F£7=. 1 BUPERIE, BHIE
REEE, 5 & MRk, B RMiRiES (i Mas D PESETER . iLrEE ., 7R
TFERES, MRERIERAESS) | MERERIEMEEE LK ORI bivie oo, REIWERZEEL
WolIBESRES (RRAEMEET 2 3T) 2508 RETT,

12
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© [EEELFRFEIFERE (KEYNOTE-AL8 #ER)
B EFEGIIAK 4+ CCRT #f 525/528 ] (99.4%) . 77 &R +CCRT Hf 526/530 f
(99.2%) ITRO B, I L OREBARPEETERVWAEFERERIT. TLEN
512/528 {5l (97.0%) J1N513/530 15 (96.8%) T H ALz, WT N DOFETHELEIS N

5%LL EDORENWEHIZTERD LB TH o7,

F£6 WTNOLOBTREABEH 5% LOBWEA (KEYNOTE-A18 3B))

(BT REM)

%% (%)

PRERIRHE -
(SOC: System Organ Class) ANFl+CCRT ¥ 77 +CCRT B
JAFE (PT: Preferred Term) 528 {3l 530 1
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

2FIEH 512 (970) 365 (69.1) 2  (0.4) 513 (96.8) 324 (61.1) 2 (0.4)
MiRIs LV >R bEE

2 1fiL 317 (60.0) 101 (19.1) 0 296 (55.8) 85 (16.0) 0

i BRI 125 (237) 67 (12.7) 0 92 (174) 57 (10.8) 0

U L SERIBiE 49  (93) 45 (85) 0 47  (89) 40 (7.5) 0

I BRI E 114 (216) 56  (10.6) 0 94 (17.7) 52 (9.8) 0

/NI A 73 (138) 8 (1.5) 0 60 (11.3) 6 (1.1) 0
i L ORkBKEREE

Hig 28 (5.3) 1 (0.2) 0 34 (6.4) 0 0
PG

FEDR MR RE T T 56 (106) 2 (0.4) 0 15  (2.8) 0 0

FOPR IRFSRER T E 112 (212) 3 (0.6) 0 30 (5.7 0 0
H ke

i85 32 (6.1) 0 0 37 (7.0 2 (0.4) 0

{5 %% 72 (136) 1 0.2) 0 66 (125 1 0.2) 0

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

BN 304 (576) 7 (1.3) 0 317 (59.8) 10 (L9) 0

Mg i 135 (256) 3 (0.6) 0 150 (283) 7 (1.3) 0
— % - REREER OGN O RE

1) 77 (146) 2 (0.4) 0 63 (119 2 (0.4) 0

9 97 84 (159) 4 (0.8) 0 94 (17.7) 4 (0.8) 0

FEEL 35 (6.6) 3 (0.6) 0 2 (4.2 2 (0.4) 0
JRYSE 5 L OV A e

PRI IR G 38 (7.2 7 (2.3) 0 37 (7.0 2 (0.4) 0
555, PER L OWEADHE

TSR R R 2% 28 (5.3) 3 (0.6) 28 (5.3) 4 (0.8) 0

TSR RS 32 (6.1) 0 31 (5.8) 0 0
R PR AR A
%;3;\/7 1/ RTYAT =T 89 (169) 10 (19) 0 58  (109) 5 (0.9) 0
ﬁi;%j?ua”gﬁ S/RTIAT= ey ws2) 5 (09) 0 51 (96) 2 (0.4) 0

L7 L7 F = H 42 (8.0) 0 0 42 (1.9) 0 0

U BB 70 (133) 65 (12.3) 0 83 (15.7) 75 (142 0

I v R AR 156 (295) 79  (15.0) 0 148 (279) 78 (14.7) 0

13
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%% (%)
FEBIRSH

(SOC: System Organ Class) AF +CCRT 77 R +CCRT #E
JAFE (PT: Preferred Term) 528 {3l 530 4
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

1/ N 116  (220) 25 (4.7) 0 109 (206) 13  (2.5) 0

RS 55  (104) 6 1) 0 54 (102) 3 (0.6) 0

A i BR A 173 (328) 104 (19.7) 0 183 (345) 111 (20.9) 0
RS X OSeREREE

BAHIR 83 (157) 3 (0.6) 0 88  (166) 2 (0.4) 0

A2 I i 26 (4.9) 6 (1.1) 0 29 (55 4  (0.8) 0

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

K~ 7R 7 A fUE 91  (172) 13  (25) 0 88 (166) 11  (2.1) 0

i DR WNE 45  (8.5) 5 (0.9) 0 45  (85) 7 (1.3) 0
B #E R d £ OV ARk

EaEipra 39 (7.4) 2 (0.4) 0 34 (6.4) 0 0
RO SR P

BRTEA A 22 (42) 0 0 28 (5.3) 0 0
B L ORI RS

PR IR 60 (114) 1 (0.2) 0 47 (8.9) 0 0
AFEHR R L OSLERE

BRI 29  (5.5) 3 (0.6) 0 29 (5.5) 0 0
FEIE$ KO TRk E

& D FEE 28  (5.3) 1 0.2) 0 17 (3.2) 0 0

% 30 (5.7) 2 (0.4) 0 21 (4.0) 0 0

7%, AHI+CCRT BEICIHB W T MENMZE 8 il (1.5%) . KM%k - /MG - HEED
T 40 ] (7.6%) . BEEOREESE (hEMEREEAE, RIEMEIREEEE, £
ZALBE, FARMIESE) 1 B (0.2%) . MfkbkEE (F7 2 - N L—IEGERES) 16 4
(3.0%) . BMEFEK « A4 - IFEgReREE - T8 - i bMENBE % 139 1 (26.3%) . H
IR RERE T 147 (5] (27.8%) . EIEFFERERES 4 451 (0.8%) . 1AUBESRY 161 (0.2%) .
ERRREFETE (RMIE VMR 28, ARERIRRE 255 1061 (1.9%) . BEX 34 (0.6%) . i
K- BEEZ - FRER 1 B (0.2%) . SEIBEL 1 1] (0.2%) . infusion reaction 3 f
(0.6%) NMOHEEDOHRK 20 (04%) N@RD LIz, iz, FEAEHRERE, 5% - M
SO RMRIE . EER I EE, DR, EER MRS (SRt MRS PSR Y
mAVEE L, AREFERSS, MEERIERAES) | MERE REMERE R ORI b h o7,

RIVERBEBURIU LB E RS (A REMERT 2 5T) 25 OEHBRETT,

14
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(A - A&

KB OREEFAEYBEE TV AFIH LY I 2L —a ic k. AHl 200 mg %
Q3W, 400mg % Q6W XX 10mg/kg (KHE) A 2 @RI (LLF TQaw) &wH, ) T
B 5 LB OARK O M FIRE SRR Sz, T ORFE, AKI 400 mg 2 QW TH AL L
T2 BEDOARFN O EFH IR T 2 MEFIRE (BLTF [Cags) &9, ) 1E, KA
200 mg & Q3W THEG L7-BED Cagss EFLIT D L PHlISHZ (FR) , Flo, KA
400mg % Q6W TH G- L7ZBROARK O EFIRREIZ I T 2 A m Mg FIRE (BLT T Craxess.
EWVD, ) I, AKI 200 mg & Q3W THEEH L72BED Craxss & HEEE L CEfE &2 7R3 & T
SN7ebOD, BARNBFIZEBEWTHRAMDHERINLTWDLHIE - HETH 5 KA
10mg/kg ({KEE) % Q2W TH# 5 L72BRD Craxss & HEE L TIRMEZ R T & PRS2 (F
#) . ST, EEROEEE ZRSITARH] 400 mg 2 QW TH G L 7= s 1 HHFRER

(KEYNOTE-555 &) X 015672 EHEIZE S S EMBRENT A —F X, I
—3 a2 AL PRI LR EIRE T A — 2 LB L. (F&) . T, BHEONA
FEIZ 31T 2 REIREABRARAR I D & | AHI DR & & A 20 T2t & OB 2 a9
LB ROGE T VIMEE XL, KA 200mg % Q3W XiE 400mg % Q6W T 5 L7=FE D
BRE R & AN UL et L OBEIZ OV TR SN RER, B - AREOMT
M VLRI R 2RI &Pl S Tz,

KT FHRORYEERNT A—F

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

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

T : 56 BIORMELIE (95%(EHEIXH)

§ 1 41 Bl D LAEEIE  (95%(ETHIX[H)

NA : %7 L

15
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4, MEFRIZOWVWT

EIG U 27 EEEEHE (RMP) (ZH-D & A0 B Z M ERIEER ~ D ik
Hil23 & HHiEt T o T, ARFNOEGHEEI R BE AW - FrE L, ARIOFEGIZL Y &g
7REWER 2 3B LT BRI g 2 2 L B 7o LLF OO~@DF T &l 7= T Hiak
IZBWTEHT 2 X&Th D,

O MERIZOWNT

@-1 Tied (1) ~ 6) OWVWTNNIELTLIMETHDL Z L,

(1) BEAGBRENEET 22 AV PEEE LIRS  (FRE IR DS A S E L URT
HitE)S AR REEE LS, HIUES ARSI 7R &)

(2) FrEHEREIRPL

(3) EBEFRINFEDEET D B ASIESERE (DS VSHREEERERBE, 75 ASHEEE T
TR, 23 A BREEHEERE 72 &)

(4) IREFIREEZBE L, SRIEH CRE2REL 1, SRR L ARE2 IR 2 S35+
SREEGH LSRR IES PR 3 OBl FHEICAR 5 Jia H 21T > TV D ffiiax

(5) HUEMERRSE AL TS BN O MR S VEI LR D i H 24T > T D filiak

D-2 &S OAEFaE % OF 1@%%4‘%5%*@?@# RO TRR L R A R OlERT (TR
DWFNHNTFEA T 2D EAD) 72, MRE2HROARN BT DIROTFTHE & L TE ST
WH I,

®

o [ERMCFFEUSHE 2 FEOPIHIHE ZE T L721412 5 LA EO ) AR DEEIRMHE 21T -
TWBHZ L, 96, 24D RIT, BAREMELEZ L LIRS SOMHE 21T - T
WahZ L,

o [ERIRFFHUSR 2FEDOWHWHE ZE T LIRIZAFELU LORRRRZA L TN D Z L,
7B 3 LR, I AFHEL O ASWIRTE 2 & TS ATRIRDERRIHE 21T > T
HZ L,

@ BEHOERMEREBOERIZONT

SR BRI R 2 BSOS, BUEGE D ONRE D . A - Ll
SO RO PR OVERTSSI R SRS, AR B R LI oM 5T, %
DERINATON B A - TN B = &,

16
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® BUEHA~DOXRRRITONT

@-1  MERRAEHICEE S 5B
MEMEMEEEOEE Z2RIER N EA LIZBRIC, 24 REEZIREHI O T, Yakhiik X

TR BT, FEELLTZEIERICI U CABEE R ON CT ZORIWER ORI L5 7

FRADOFREFRD Y HHRICHE LI, EHITHIS ATRBRAH 8N > T Z &,

@2 ERUEFEFICLI2EFESAMNIGICET2ER

N AT 2 B 2 i e OB 2 BT 2 EREEE PRIERE=4 1Y > 7
EEOIERDA YV —= T ZITWEIRE LR LA TE 5 F — AEREH]
SN TWDZ &, Teds, BYRIAHNCHOWT, DABE & EDOFIRIAFTAM ST D Z
&

®-3 BHERAOZErLxHGIZE LT

BIER (RIEMEMZEARICIN X . KIBK - /NS - BEO TH, BFEME « FFR42 - T
HREREE - PR - ALMERRAE 28, BRkRERE S RS MEMER R, RERIRB R |
NIRETE (P EEAREREREE . FURIRMESERE S, RIRHEREREE) | LA IRIE, 5E 9
WA, gk - BRRURRRMEAE . EJE. WESM DI REAR &, HIEO K ERE (PEERK
HEFERIRIE . RS RERARIEERE . ZIRLBE, BURUEIESE) | infusion reaction, K% - #f
e - Fhik, BIEMBEE, MiRlEE (7 0« SU—EERS) | D%, E5E
7RI (SRR R PR SR B . WSt i, JRIFERES . BERERIERIES) |
HEOHR, MERK, MEREEIEGRE, %) (T L T, Hakhisx S IbE R
OHEMAMEET HEMEEE L (BIERORZE-OxHNICE L THEE R SR 22T b
LERMICHD L) | EBITHEYIRLEN TE HIEMHPESTVWD Z &,

17
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5. REXBRLARDLIBE

(B 2RI B3 5 5]

O WIBHTEREDOBEIG )72 < . ALFIRIERED 720y (LR BUEREE & LT O GREITR
<) EATIEHROFEERAEEITBNT, AH, <7 U XXV KONT T F T 1A
(AT TFUIIHNRTTF ) OAERGIENCAA], 70 F2xkL, FT7F
FRH AT IZFUXBINRTZF ) ) KON X~ T OGO F M
DRENTND,

@ HEATULFIED TEFHRE I LTI, ERIERS A (KEYNOTE-826
BR) 2BV T, PD-L1 BB (CPSY) 12X HRMEN R DA RIBEI N TN D
Z Lt (p6~8 BMR) 75, CPS BIDAK| DA RE :O“(+A,ﬁﬁbkiﬁﬁﬁ
BEOBIREAIT) ZENEE LY, CPSN LARMTH D Z L AHER S NIZEHIC

WL, ARANLIAN DR ERE LB ET 5,
* KA OBWEK L LT, PD-L1IHC 22C3 pharmDx & =] (BR5E4) AR ESNTWD,

@ RIGHED FIGO2014 HEITH/ZMEDIB2~IIB H] (U > ~HilsB i) XIZIM~IVA
(U 2/ BRI U TEENE) O RPTET T E S AE 1TV T, AFlE CCRT (v
AT T F R T COMNTIRE, K OZF D% O/NNERIEHR) L OJFRAEREOA%)
PRSI TN D,

@ RIS T AR OFE K O IOV TR, AAIOFINERHENL SN TE D
T ABIOFERIG L 72 B0,

o fiTERAHIIRIE
OXIT@TAANDARIENRE STV RO HTHEHEIEFA & O ff &5

[ZPEZ ¥ % HH]

O TRICEYTHEEICOWVWTIAF OB ENED L SN TWAZ e, 5%
1T\ b

« AFIOM LIEBUE OB ERE O & % 3

@ EBRETOFHIIZB W T FRRICHEY T2 BEICHOWTE, RAORGITHELE SN
WS, M OTRERIUE N 2 WA ICIRY . EEICAKZFEHTL 2 L 2B E T

50
EVEMERIZRE DG HFUIBEE O & 2 B
MR i AR A CRAVE R 238 D 2 FAE K ONE B O S MR RO e i 28 55 D

18



https://www.ajha.or.jp/topics/admininfo/

T RIEVEZAL DN DIV D B

« HEREREOEH, SUTEBMERZRFE L IIHFREIED B SRR EORERD &
oA

o s AE GRS Te) Db 5B
© OB AT L 8E

«  ECOG Performance Status 3-4 Y o B3

(ED ECOG @ Performance Status (PS)

Score | EF

0 | &<MEREBTE 5, Fnl L [ U A AENHIRZR AT 5,

PIREICI LUWTEEN SRR S5 28, SITARE T, BAEERH > TOEEIFTH 2 LN TE D,

Vol mogs, s

2 HATHRECH A OH DEIY O Z & (3T X TREEEBEEIT TE /ey, HHO 50%LL Bt~y RALTIRZJ,
3 ROENTZEHGOEDEY DZ L LnTE7R, HHFO 0%, EE2Xy Rl 2,

4 | 2<BTRY, BODHDED D LITEL TERY, BRIy R+ TEId,

19
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o

BEICERL THETNETFHE

AT SCES TN 2, BOERTE SR D RS 2 BBV T 5D & ARH D Rtk K OV EE

ROl B ERE IR L T OEHT5 2 &,

TRIREBAAR I D . BE X2 OFEIEITA MR ERMEEZ +oa L. FEES

ThrboEET5Z L8,

FREWEH O~ A MZOWT

MEMEER D LN DZ LR H DD T, AKFOBEGIZHT-> Tix, PIHPER
(BOldv, PEVLIREE, k) ORER&L O X #iRA0IM%E, Bt 471
17952 &, Fo, BEITS U THES CT, I~ — W —%0MmEZ £+ 52 &,
infusion reaction 23 &% 55 Z L3 d %, infusion reaction 23786 B ILTZHA TR,
WEREZIT D & L b2, JERDEIET 2 £ TEEORELZ H2IC8I5T 5 2
&

FUR RS RERE S . T HEAEEREE S R ORIBHREIEE N H oD 2 ENRHH DT,
ARFN OB G-BRAART R OB G-I I EIIC N srre 4 (TSH, 8 T3, ifF
HE T4, ACTH, IH=avF Y —VEORE) #FEud 52 &,

BIENTR . P, ITReREE . PR, BEMEIRERNZH oD Z & 03H 5D T,
AHKN O 5B baET K OG- M e eI iR (AST, ALT, y-GTP, Al-
P. BV EEORIE) ZFMT 5L,

SEIFER (MCERM I ERERE GT) FOEERIREENH Hbild 2 &
DHHDOT, EHMICIRORFEORBELZMERT L2 L, £/o, IROBRFENFEDO L
NG EITIE, BN ERER 22 T2 X ) BELRET L2 &,

AR OEEIZLY | WEOHREESONTRRT D & B2 DDA REBHREDN H
LMD ENDH D, BENRDONTLEIIE, BE L-ERIZS UHEM
TR & R A RO R AN & EEE U Tl U R BRI A TV W O RPEROGIT K
DEIWER DGO D56 12IE, AFIORFE T I, R ORIE RE AR LE FH D
BEFEEZZRET LI L, ok, BIBKRERNVEORGIZEDRWEROSEENTR
D HIRWGEITIR, B BERVE LS OREIRIFIOBMGEET L Z L,
B T%, BN O AR L COLRIERANRRET L2 0835720, &K
HOBEHETRICHRIEH OB HFITEETDHZ &,

1 AUBERRI (BIE 1 BBERP 2 5 de) 3 b, BERWEMES R T v R—v R 2E
L2 ERHDOT, OvE, B, EEZEOERORECMBEE O R/ H0EE
THZ L, 1 AR DN GAICIIERGE R IE L, AR ) VRO R 5%
OGN REZAT O Z &,

@ AFIOEKRFBRIZIBW T, KEYNOTE-826 #ER CIZEIELZIfTIF 26, 54 HEHF T

X9 HMZ L. FNLIEIX 12 HE S IO FMAITo TV . KDY
KEYNOTE-A18 #X52 Tl CCRT 52 T #4125 2 /£ 12 MM = & I N ED 34l 21T
STW=Z & E2SEIT, RARGETIXEHANCHGRESE CHROMEEREITHI Z &,

20
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REFERAHEETA FTA
Roavnl) <7 (BEFHEERZ)

~ JRFEHERERR XN A 2B U oV~

S5 6 A (9Ff84 2 ALET)
JE A B hE

hiHs 6
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BR

1. ZL®ic

2. ARENOK. 1ERER

3. [FRARREHE

4, FEEXIZOUWNT

5. BHXGERLEHE

6. HHIZEL THETNEFHIH

P2
P3
P4
P9
P11
P12
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1. XL®ic

EHEGLOBFIE - BEMEOFHERO =D, U SCEFICTE Wl B AR S
Do IS, IEFEORFEMOMESRZT LV | FURESL L2 & OEF0 70 Frdil /e r = 3K 5
WAGREINDH T, 2D DERNZ BV E R BEIIRMET 5 2 L RARBOMEE 7> TH
0. BFRTBOE R LSOO AT #2016 (CERE284E6 H 2 H BEEE) 1B\ T H ., HHmEK
EOMEH ORELHEEEZ XD = & & EhTn b,

BrE BT EIR L, KHEERL SN T 0 7 7 A VISBEEDESK N L B SN2 5 2
EMBHD, T, BIMEROLEMICET A ERD ST 2 TOR, YHEKLO
BEZMSZT D ENMFSNDBEICH L THEMAT S & L bz, BIERANIEH LRI
MBIkt & D Z LN AEe — EOEM A TR THER T A I ENEETH D,

L7eRo T, RIA RTA T, BARBEELZNE TITH LTV S EFEFH) - B%
W RN EES & LU O EIR G Ol 72 2 T 280 D B e g0k 3 2 5 KO
BEREHEERT,

¥, RITA RTA 0%, MSATBOENEIE SRR O, AR ENEA B ARERR
JEE S — AR B AREERNRHE 2 M O AR N B AR FE O o b & B L
77

KGR DEIEN - A MA— X AR EHEL0 Mg (—#k4 AT e Y AT (B
%))

R5ERDMETTNR « T S TG M O R PHEAERR R f R Bl U > /N

MG LRAMEROCAE « B, BRAICIX, RA7r U Xv7 (Ear#fz) LT 1
[F1200 mg % 336 e 131151400 mg % 638 i [ s 3057 fE 227 T
RIEEET 2,

B & 78 ¥k # - MSDIRA £
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2. AEIDORK, 1ERBF

XA b—F ETEEREIOOMg (—i%4 AT ) X~ T (i) . DT TRE &
W9, ) I, PD-1 (programmed cell death-1) & ZdD VU 77> R ToH HPD-LLLUPD-L2 & DfEE %
EHELET S, b MbigGst /) 7 o —F AHiRTH 5,

PD-1#% 3% 13 THI N 50 28 B LA 7> S AL 2 72 D12 28 AV 23 FI 4 % 3 22 S 5 Il 4B &
v FC, PD-LIE, EFZREICEWOEHERETHEOMIEZmIZREL L, A OREGEE
AR TR R e B RS & T 5, 3725, PD-UXY Y REFETHZ &I
DHURSZRRIC LD 7 T VnEE AICHIE T 22K TH S, PD-LIOIEFMKRIZBIT 5
RHITDOTNTH LN, 2L OBAHIETIITHROME 22 21FLEBREICEHR LTV D,
DS ARIZ 351 APD-L1D m s B, BMfwE, el . A, DREE . FE/ KR s
R EDEA R NATTHRARK T TH Y | RWEFE L OMBEMENHE STV D,

FEELD 3 v DEFIRA) T 1% & PD-LIREBLOFARANED & . PD-1 & PD-L1D#R B VL NEI5; D ez B
WECIBWCHEE/ARFEZE S Z EAVRIBESNTREY , i BNARBOER & LTRSS
T3,

AAX, PD-1EPD-LIKUPD-L20D0 U > ROFESELET S Z L1k v, EERK/ RS
T O JEIG R IS BT U VS ER A TE (L S8, PO S 2 e (L35 2 & CThHiE
BN R A FIET D,

ARANDOVE BRI HA B DREFISIC X DEWERMENH o, HEXIIETIZED
AREMED & Do AR DG T /R O 5ARIIE, BEOBIE 2 o241, REDPHEO LN
GrenlZid, FEBL L 7o RITIS U7 B 20 sk & RBR 2 [ AM &8ss U Culabl e 22 W 4
TV BEORESISC K DEWEM NSO 5E12I1E, BT EE R VE CFIORGE DT
G2 AVE 21T 5 MRS D
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3. ERIRHGE

B ST VR M 0 JRFE MERERR ]I BA AT U o /B D A GREFIZ M &2 17 - 72 B 72 IR
REBRORAEZ T,

[A7h]

OEWNE 1 B (KEYNOTE-A337ER)

FEFE ST EETE M O S MERERE SR BHIL U o BEAREED (TH]) Z %512, AHI200 mg

MMM (LLF TQ3WJ L9, ) HEEDOF MR VZRMERKRE S,
TEIAGEE T MR [LETIWG criteria (2007) (21 < ey E1C X % 5222850
(CR) XIFERmrZ%h (PR) OEIA] 1X. R1OEEBY ThoTe,

H1) (1) BFELSMRBEEICHEREPRO b BE, (i) BFREnHHMaBE%e0
HLUPNIZCRAT L < IIPRAFF LR o T2 B, 303 (i) B Z0E Ml B AR (S Rk T
bHo%E. AU LR 25T, B L UREL ORI LTCEE

#1 FAMERE (KEYNOTE-A33ER)

7451

72785 (CR) 1 (14.3)

Bk %ﬁa % (PR) 2 (28.6)
(%) & (SD) 1 (14.3)
ﬁﬁ (PD) 3 (42.9)

F5h=%= (CR+PR) (%) 429
(95%{5HE X ) (9.9, 81.6)
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@/ T HHFER (KEYNOTE-17073K5%)
P ST TR ME O RS VERERR ] R Bl AL U o S BEBE D (5361]) Zxtgic, AAl
200 mg Q3WH 5- DA 0 Je V2 B MEA R S Tz,
jz%éﬂ?ﬁﬁlﬁ HTh %% [BETIWG criteria (2007) (235 < Pl @1 & 552484
(CR) XIEi#m%Ezh (PR) OFIEG] 1%, R220OLEBY ThoT,

H2) (i) AFREMEBMBESZICHEENRO b EE. (i) BFEEmBmRBHEE
60 H ANIZCRE L < IZPROEG BN o T B, Xk (iii) EESEHIES V2 I NS

ThH%6 . 2N EORNREEZ T, B8 L <IXEEDOIREEZ IR LB

# 2 BAHMRE (KEYNOTE-17035R)

5345

5E48728%) (CR) 10 (18.9)

il %rsia:é’f*ﬁ (PR) 14 (26.4)

%) ZE (SD) 5 (9.4)

#17T (PD) 13 (24.5)

AN RE 11 (20.8)

=% (CR+PR) (%) 453
(95%fZ HE X fH]) (31.6, 59.6)
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[z 2]
OEMNH 13 (KEYNOTE-A33#ER)
HERFGITHER ST (100.0%) (ZF8H HAL, BWERIISTH] (71.4%) 12788 Bz,
BIERIZFIDO LB ThoT-,
#3 Bt (KEYNOTE-A33RER) (LMt saE)

#+ B BIKS3%H (SOC: System Organ Class) F:AGE @jﬁ;/g’z}l
(PT: Preferred Term) " “7 5

(MedDRA/ ver.25.0) 4 Grade Grade 3-4 Grade 5
2RIEM 5 (71.4) 2 (28.6) 0
MEE LY v R bEE

FEENEAT BRI iE 1 (14.3) 1 (14.3) 0

T BRI S 2 (28.6) 2 (28.6) 0
PR E

SHTR 1 (14.3) 0 0
ME g, HOERds K OERRRE

K 1 (14.3) 0 0
B ¥ £ OV T kR

FIBE 1 (14.3) 0 0
—i% - RHREER X ORI O R EE

FEEN 2 (28.6) 0 0
AR A

TI=LT ) RTUAT = T— BN 2 (28.6) 0

TANRTGX T I ) NI AT =T —EH# 2 (28.6) 0 0

728, HHEREREE X261 (28.6%) TR &D%hto Flo, FEMERMZEE, j(EE'”"/J HE%
HEO TH, BHRERESE (RS MEMER R, REREERE) . NowEE (FERAHKE

FR SRR . FIEREREIE ) | 1*"”#“?)T'<f\ 293: Wl N /S -*ﬁrﬁiﬂﬁﬁﬂﬁstﬁ\ [N *EPfﬁi
s (X7 - /\I/v—fhﬁﬁifr)\ BEOREREE (TElERRBEERARIE., R EIRE
ERE, ZICALEE, JERRIES) . MM - BllEsc, FIEM M E, O, EE e Mgl
(e ME i R PESE B p . IR MR i, AREFER;, MEERIERIES) . HEOH K, MmEk
BRIEMERE, infusion reaction )z OFERZ IR SR o T2, ARIWEFA BRI EES
(RS E 2 51) 2 E LR RE R,
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@/ T HHFER (KEYNOTE-17073K5%)
HEFERITHABR 2R T0/5361 (94.3%) (2588 Hiv, BIVEAIE305341 (56.6%) (278 5
7oo FEBLEN5%LL EORWERIZRAD L0 Th oz,
K4 FBHEEN WL EOEWER (KEYNOTE-1703R8) (RZEMMEiraREN)

p—
#EBIRS3%E (SOC: System Organ Class) @fé;/g%)g
FAFE (PT: Preferred Term) g 53 i
(MedDRA/J ver.25.0) 4 Grade Grade 3-4 Grade 5
ERIVEH] 30 (56.6) 12 (22.6) 0
MigE LD > REE
i BRI 10 (18.9) 7 (13.2) 0
PN 3 IR
FRR I REAR TE 4 (7.5) 0 0
— i - REFEER X OGO RRE
) RE 5 (9.4) 1 (1.9) 0
7 3 (5.7) 0 0
FEEN 3 (5.7) 0 0

72k, NPRERERE R I3AM] (7.5%) . NS (TEREAKERT, FUIRIMSRERE, &8Ik
RERESE) 13561 (9.4%) R UMWHRIEE (T « N L—IEERES) 1361 (1.9%) TR b7,
F7o. MEMEMEEE, K% - /DGE - EEO TR, BHERERE (RS RIEMER &, KER
RBRE) . VRBERIN, 5 &R, Mk - BBUHRME, B, EEOKRERE (hEHEk
F R EACRMRIE . R SGREBEIRE R, SIEATBE, JERRUIESE) . sk - Bl Je, EJEREE S
fiE, O, BB MRS (Ve MRS MESREE . WM ., JRIFERE . HERERL
BRIESS) . HEEOFHK, MERERIEMRE, infusion reaction ONEAZIZFRD B - T2, AR
TERZBURI X RS (BRRMAERE 2 5T) 25 0EHHERE =T,
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[k - A&

AFNOREMEYEREET LV EFA LY I 2L —3 3 2k . AKHKI200 mgz Q3W,
400 mg 6l kR (LLF TQeW] & 95, ) XIE10 mgkg (AE) Z2EM MR (BLF

QW] &9, ) TEE LIZEORAO MG TIRENSRF S L, TO/KR. KAl
400 mg% QW TH#t 5 L 72RO ARF O & HIRIEICH T 2 EHMiEFIE (LT [Cags) &V
9. ) 1. AHI200 mgEQIW T LT-BEDCagss L FBIT 5 & TS (FHE) . /-,
AF400 mgZQEW THe - L 1= B DOAKI O HIRREICF 1T B e @ g THE (LLT T Craxss!
LWV, ) X AHI200 mgaQ3W TH G L7-FRDCraxss & bl L T A~ & FlRISNTZ
DO, BAANBEICBOCERMENHER SN THDHE - HETH 547110 mg/kg (ARH)
ZQQW TG LTZBRDCraxss & e L TIRE 2 7R FPHIS Lz (FHR) . 60, EPER
fIE RS & KT RICARAN400 mgz QW TR G- L 7-HEs 55 1 #HaklR (KEYNOTE-555:45%) L ¥
BONTFERMEIC LS EYEhE (T A—2E, V2 2 b— 3 ATk PRl L7z SEhRe <
FA=HEFERILT: (TR), AT, BEOBEICE T 2 BRRBRSEIC K S AR O
5 B & A SOT RN L OBEZ G DB SN T T LR S L, ARFHI1200 mg A
Q3W X (3400 mg% Q6W Tz 5 L 72 B OUREE & & A ME T L2 & OB EIC OV TRET S
IR, EfRo Mk - HREOM THEIMER ONZEMEICHME R 2R IT W & TRIS T,

K5 FHDOEYEEN T A —F

P - B Crax Cavyg Chin Crax,ss Cavg,ss Chin,ss
(ug/mL) (ng/mL) (pg/mL) (ug/mL) (ug/mL) (pg/mL)

200 mg Q3W! (582?&97) (27§Z§81) (17%3%83) (9123g41) (4928éi0) (3028?14)

400 mg QEW! (12%??24) (32.362,'g2.7) (10.%1(,)?0.8) (14(13?249) (50.51(,)';1.3) (19.%3(,)20.9)

40(0%%%6)\,\/ (1351.2?%6.4) NA (14.1:'32.4) NA NA NA

10 mg/kg Q2W' (21§?223) (14%?145) (11%?221) (423??33) (2727282) (192?200)

T:n=2993, 100 [HD ¥ I =2 b —3 g A kY Bl S BT ESEO P AfE (25%.5, 97.5%5) |
Cnax : PIEIFE 14 O e @ fLIE PR EE . Cavg @ FIEIHE G- OFEENMIE I, Cmin : PIEH 5% (YA 702
B 571 ORARMIEFIEE, Craxss 1 EFIRIEIZI T D EmIMIEFRE. Cags : EHARIEICIIT 2 FH0M
THEFIREE, Cminss © T HIRAEICIS1T 2 AR ML i i

1 : 56 Bl DRTIELME (95%(EHE X [H])

§ : A1 Bl DA I (95% IS HE X [H])

NA : %47 L
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4, FEFRIZTHOWT

I Y X 7 EHEE (RMP) (23D ARAIDEEIE L PR ANE T ~D W /1 23 &
HtiEE T o T, AFNOEENHEYREEZ2ZW - FFEL, AFOELIZ XY BEELEIEM
ZRBL LTRSS T 5 Z &gl L TFOO~@D 3~ T & 7o 3 hiak i 3\ Tl
AT 2o&Ths,

O HRIZOWT

O-1 Fied (1) ~ B) ODWVTHMNTEYTHMHTHD I &,

(1) EAEFBRENEET 20 A BEEEILURRES BRE RS A BPE LSRR, H
IS AR EERL AR BE . MU A TSI e L)

(2) FrERkREmRbT

(3) EBEFIRINFENIRIE T D DA BHEIEFRT (DS ARREEEIE ERbE. MDA BFEER )
B, DS ARSREEERHEES R 72 &)

(4) A RACFIRIER A% U, SSRIER LR R L, S RIS L ks k2 334tk
SIS LB E 2R O ftiak K I fR 2 i 24T - T D fitiak

(5) PUEMAEEHIL T & EINE O sk AR D R H 21T > T D ik

D2 IR AIBINNG U o SIE DAL R ORIE R B O RES 145 72 4
WL BB A RO (FROVTIMNCEYST D) 75, %D RR AR M 2 15
OFEH L LTRBENTNS D L,

%

. EHTS R 2 D IRIHE A5 T Lo (T4 DL | D78 AR D BRRATE & 17 -
WBZE, Hb. 2ELL I, BSASERER £ L L ERIEEYOTHE 21T T
HZ L,

. AR 2RO DIMHE A T L= 1440 EOBRER A LT 5 = L,
5. ELLLIE, FEOSEMEIEE 1S A SR % & R I O BFE 217 C
WhHZ b,

@ BENOEEMFEREFRDOMEHIZOWNT

LI RE I F T H LA M EE S, BEIRBEN O OERE D, Ak - 22tk
SIS R OEEK OERIZIC 5T D IEHREd, AEFSENRE LG AOREERE. &
DR NIATON D ERHIDRE S TWD Z L,

ilty
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@ BIER~DRIZDOWT
@-1 HEak I B3 5 B

MR MR B O EEREIERNRA LBRIC, 4R HREAEH O T, HekhEsk X3
PERERR 2BV T, B L7 RIERIZIE U CARBEE B L OCTE O BIER ORI 4 B2 A
DOFERDZY HHIZE G I, B HBITKIN AT REZ2RHI N EE > TWnWA Z &,

@2 BERUEFEICLI2AEFTSNNICETIEM

DA D D M e i M OB 2 A 3 2RI EE NENEHT =4V v 7 %5
DIEEROAY V== T H{TWEIRE LM A ILH TE 2 F — LERIKGI DS ST
WHZ E, 2B, BHERHIZOWT, BARBE & ZOFRICH SIS TnD 2k,

@-3 BIEA DZKrox i B LT

BIVEA (RVEMEMZERIZN A, KBE - /DMEK - BEO TR, BUEFE - A4 - e
PR - fFo - AEALMENRAE 28 ERRREIRE ORI MEMER K. RERIKERE) . NomwbEE

(FEEAHEREREE ., HURRESRERE S, RIBRREREE) | RBEIRE, 5 & DR, Mk - B
RlfRSE, PEIE. AN WRERER 2, BIEORFEREE (TR AEERAIE, BmbsERE
fElE, ZIALEE, FARMIESE) . infusion reaction, AXZ% - BEMESE - FFRER. BEIEMEIGE, #
S (F7 2« NU—IEGRES) . Dk, BEEZRMKRES (R Ml MRS PR SRR |
IR L, ARIFERES, MEPERIERAESE) . EEOHER, MR, MERERIEGER. %)
WX LT Yaghia AT B R R O B A2 A D il &Efs U (BIVEH o2 Hr-oxt it
WL THRELR O ZZITONLIFMHICHH &) | BEHITEURALED T DRI
STWNHZ &,

10
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5. B#EXR L2 DBE
(G 5hitEIc B3 2 H1E]
O TRICEYT 2 EE BV TARAIOFIEN RSN TS
o AZFEMEHALBAERE ISR IR b B
s BEEMHMIEBAEEE0 H LINIZCRIXIIPRAMSG b d o 12 B

s HFEEMSMRBIEICNER TH S50, 2R EORERZ 2, #2371 <
(TIET DIBHRIL I FRIE Lo

@ TRUIERY T AHEHTEICONTIEL, AFOEHMERHEL SN TE LT, AFlo#EE.
KR E 72BN,
o ALFHRIERIBEDORE
o fOFEM RS & O HFH

(“Z2 4tz B3 % F1H]

O TRICEZYTHIEFICOVWTIAFORENEED L ENTWDHZ b, BE5E2TH7%
WZ &,
o AHNDORSTIT R LIRBUE DBEEIE O & 5 B

@ TBFERTOFMIZIB W T RIS T 2 BFIZON T, AFOEGITHELE S 03,

L DIEFRERIE D 2 NGEITIRY | EEICAHIZHEHT 22 L 2BETE 5,

o [HEMMEEBOEISUIBIEDH 5 BH

o MRS AR A CRVE R 258 0 % B K ONE B 0D U R it ik ¢ <0 S e M ili
REFEDIINIIENEACIA T B D B

o HOMEHREBOGOE UM L < ITFHMED B Ca)E R B OB TR
Do 5B

o BB H LB (A FE M R 2 Fr < )

o ORI AT LB

»  ECOG Performance Status 3-4"0 D g4

(=D ECOG o Performance Status (PS)

Score | EF

0 | &<MERIEEHTE 5, FFAIE R U HFEENHIRAE AT D,

RIRBIIZI LU NEBENEHIBR S 11523, BMTAMEE T, BAIEESE > TOMEEIITI 2L TED
AN S

HBATRBET A OE OB O Z L3 T R TREEEBEEIX TE 22V, B O 50%LL EiF~y R Tcild 2,

1
2
3 [BHNTESOHFDEYDZ L LNTEXRY, HEO 50%LL FE~Xy R+l
4

ALENT RV, BOOHFOEY O Z Ei3eL TERY, BRIy KRR+ TilId,
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6. WEITBR L THETREFH
O WCEFMA, WERFEHEE RIS 2 GBI IS & K O Rk M OVl IE o

728

WL BERERE I B L T AT 2 &,

@ JRIEBLAICAEST S, BRE NIXFOFHEICEINER et 253 L. REsE5EC
MO ETHZ &,
® FREWEHDO~XIY AL MIONT

MEMEMEENS SDOND Z ENHDLDT, REOFKGIZHT--> Tk, WIHEIR
(EGldv, MR REE, k) ORI O XEAR A O i %, Blgt % 0127
92 &, Fio, MBS U TRECT, i~ —h —E0MmEZEMT 52 &,
infusion reaction23 & 55 Z L2035 %, infusion reaction23 588 H V75 G121,
WO 7R E 21T 9 & &b, JERMAEET 2 £ CREDREZ +0ICBlEd 52 L,
FOR IR RERE . T HR AR REFR E K ORI REREE RN H b oD Z &N dH DD T,
AHN O 5-BRbGET N O 5- 8 I E A N isikre A (TSH, EBET3, i
BET4, ACTH, =Ly —VEDORE) ZFET 22 &,

BIER 25, IFAE, HHEREREE . TR, B{EMERERDH LD Z LR HDHDT,
AHN OB G- BRbA T M OG- HI R R IE I IR RER A& (AST. ALT. y-GTP, Al-
P, BEUNLEVEDORIE) 2FEMTHZ &,
SEIVEREOERERBEENRHHONDHZ L NHLOT, EMMICIRORFOH
MAfERT 52 &, £72, IROBENEO NG, EONICEFEERE 2=
CTHOROBEERET L L,

AENOFREAZ LY | WEOREERISNTERT 5 &E 2 b oEk4 RRECHEN & 5
PnoZ bbb, BENRDONTGEITIT, B LCFRITS U H R 722 %0
ik & RRER A RO R Al & U CEU) BRI ATV WEORIERICIZ X D EIE
DD D5EIIE, AFIORETH IR, R ORIERERVE CRlORG%EE
BRI DL, k. BBREFRNE L ORGIZLYEHEHOUEENTRD B
BralZld, BB AR VE DA OSEIRFIOBEMbLEEST 52 &,

BEA& T, BoRMN SN ARGE L T OEIWERNRET D Z ERH 5720, ARAl|
DEE TRICHRIER ORI+ FIEET D2 &,

VRIBERRI (BPEVRBE RIS 2 & de) Nd Hbiv, HERFMES R 7 v R—V RIZED
ZERHLHLOT, Oig, El, MEHZFOEROIEHCMPEED FRIZ+0EET 5
L, VRN DN GEICII &R G2 HIE L, 4 R Y CRFIOR 5% D5
OREZIT O 2 &,

@ AFIOEERRBRICBW T, 5B S12B T L ICHEMEOF M AT T2 & %
SZ\2, ARG PILEMICEGRE TR OMEEREZITO Z &, FrIOARRBITREE
1TMHRNZ EA2ZE L., BGHGH%I2EE CIIshRICE LEERBERTH 2 L,
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