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FHE 100mg) (ZOWT, BBk L THEMAT 2O EFEZ, JlRO EBY
EERHHEET A R4 LT EEDELIEDOT, ZOFEHIZHTZ-T
X, AHA RTANCOWTHEIND L9, EFENOEBRER &K ORI
THEMEBFENLET,
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YA (FHMEsERD) Y= (B yHARERHIBR)
2= KOl 72 HEIEL © XA R —ZSRERHE 100 mg | 23— RGLL p DRI s s
(—f4 a7l X<vT (B HRz)) XA hL—F S ETE 100 mg (—i%4% - AT
(%) U AX~7 (BinfHiz))
WG L I D B O @, A, XA (%)
Tl Xv7 (B g z) & LT, 18 200 mg KoL 2 D AELOHE @, AT, XA
Z 3 R ST 1 [E 400 mg % 6 FE T 30 7l XA<v7 (BB Z) & LT, 118200 mg
DT TR T D, % 3N T 30 0T CAREFET D,
(%) (%)
3= 2. RAIOFE, TEHET 3= 2. RAENOF#, 1EHET
FA ML—H ST 100 mg (k4 - RaT R FoA M— S SR T 20-me— R OYRbRERH-E-100
U X~7 (B2, LT TRAL Evo,) mg (—4 a7 X~ (B .
1%, PD-1 (programmed cell death-1) & FDU A IR TAHKI Evvd,) 1. PD-1 (programmed cell
~ RT&H 5D PD-L1 LR PD-L2 & OfES & EHEMHE death-1) &F®D VU > K THD PD-L1 LT PD-L2
T5, b MbIgG4 £/ 7 a—F PR TH D, EOREGHERAET S, & MEIg64 £/ 7 m—
THAHETH S,
4= (A xh] 4= [ B 2hE]
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ARt & O PD-L1 Bt (PD-L1 23 B L7~

OE B E S MFAE  (KEYNOTE-024 3X5R)
(L FEIERE D 72\ EGFR A n28 BFak: . ALK gt
A& TRt L O PD-L1 BstE (PD-L1 &2%EH L7




TSRS oD HEIG (LR TTPS) & 9H,) =
50%) DEIFRAEEZRAETT - FRFE D IE/ N e B
305 Bl (A AN 40 i & & Te) 2 %512, A5 200 mg
MM (LLF TQ3W) Ewvwo,) &EOFERME
Je O, 7T FF T % 5 TR e R b
1% (BLF IS0C) &wvv9,) ZxffE L THREISH
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IEL, Z20%, EEETHRD LN HEICK
HEHBTEZ L ENT,

JEEAIR DY 5o HHFE (LLF TIPSy o) =
50%) *OUIBRARE/RHEST « F33E D FE I it £R
#0305 Bl (HARN 40 flzETe) Zxigi, AA|
200 mg 3 EAMMME (BLF 1Q3W) &wvvH,) H&ED
BEIMWER O MR 7T F 5K % G T AE
bl (LR ISoc) &wvv9H,) Zxfiie LTk
S, 7l EEEHN TRAEET RO b
AT, FEEETZ R TIERDRO G0 EE
DEFRINCZEE LTV D EBE TIE, KIEILLEE O H
G TR AEEIT AR b D £ TAAI O E %
Mewe 35 Z N AIEE & S, EEFHMEE H 3
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PFS, KOS (FFRfEHT) A EBEICER L,
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BotE (TPS=1%) DOYIBRABEZRHELT « FRRE D IE/INHE
Rt 88 1, 033 65l (AARAN 91 il &Te) Zx%t5:
2. AAKI2 mg/kg Q3W B 5K TN 10 mg/kg Q3W #
BB MR 2N, e & 2Ky (B
T Iboc) Ewvvo,) ZExflRE L THRE Sz, 72
B, WG TR BEITHRBO DN EAIT, &
BT 2 R IIERASERD BN AR W EDIRRAIC
ELTWDBE TIL, IRIEILIE OB 5 FEAl C PR A
EITHFRO b D E TAFDOE Gk % Alig & &
AT, FEEMIIE B 1% 0S L ONPFS & &, AH
1L DOC & Bl LT, 0S A EICHER Lz,
*1 : EGFR 85 122 S50 3T ALK @& 85 1Btk
DBFTIL, 7T F A GTFRIEIC LD
TBHRERIZIN 2. = F 0 EGFR BHE/E R X% ALK FH
EVEHZA T D PUEEEEANC L DI EEE AT
5 EBEDPIAAN BT,
* 1 : EGFR AT ZE R X ALK @l &8s 1B
PDOBRE T, 77 F 1A & & T bR
IZ X BIRERRIZIN A, EZ 1 EGFR BHELE
ST ALK FREEH 26 7 5 friEyE i g4
L BIREEE AT DRENHAAN LI
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*2 124 WA ETELGSNEGARIIABORE %

BatE (TPS=1%) * D UIBRARE R EST - FEFE DI/
AR TR B 1, 033 5] (A AN 91 Bl & & de) Zxt
G, AH 2 mg/kg QW G TN 10 mg/kg Q3W
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DBFTIX, 77 FF A GTFRIEIC LD

TRIEIRICIN 2., 24 EGFR BREVEH X I1E ALK FH.
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* 1 : EGFR Bin &R IE ALK @& 8s1
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X DIBEREE BT H2BENMAANG
77

*2 . PD_I] IHG 22@3 15]%8]?1‘!-]95& g“: @?i;f_/‘g%%l




kL., 20k, KEETHRO SNZEE
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OEFEILF ZF MAERER  (KEYNOTE-042 5U5R)
{LERRIERE D 72\, EGFR xR A, ALK @l
Adfs M L OVPD-L1 Btk (TPS=1%) DOUIFRA
REZ0EAT - B O IR/ NIRRT B 1, 274 B (A
AN 93 Bl aEle) ZXRIT, AH 200 mg Q3W %
H-OF MR et n, 77 F 8 2 5tk
THEEA R E LCRBT SN, Ads. B EEHE
THRABHEITNED LN HEAIC, KRBT 2 RS
JEIRDNZRD B2 WVEDEFERANC L E LTV 5 AR
FCIE, RIBICARE O B G EHI CHREET RO 5
D ETHRAOERG Z/kT 5 Z LR ATRELE S
72, FEIFMEEA X 0S L &h, AANTXT T F )
RF 2 ETb PR L B LT, 0S 2 A BICIER
L7,
%124 W HE TR INTEHAITIAR OB %
1L, Z20%, ERETHRO bNHAICE
HEHEBTEZ L ENT,
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OEFEILF FMAEER  (KEYNOTE-042 3U5R)
{LERFRIERE D 72\, EGFR & A RfaM:, ALK f@h
AT BEME L OV PD-L1 BtE (TPS=1%) > YIBk
ABEZRHEAT - FRFE O FE/ NI T BB 1, 274 5] (H
AN 93 Bz ETe) ZXGUT, AK| 200 mg Q3W #
HGOENER LM, 77 FF8A 25k
TG AR E L CHRE ST, s, BEGHHN
THRABMEITNRD bNTHEAIC, REEITZ RS
FEIRDNZRD B2 WED RN LE LT 5 A
FCIX, WIEILAKE O B FHT CHREBET AR O b
D ETARROEREG ZMkgid 52 & HEE S
7%, FEFHMEEH X 0S & &, AFNXT T FF
B 2 ST FRE L B LT, 0S 2 A BIIER
L7,
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AHNORHEMEYEFREET VAFHA L I 2L

— g 02 k0 . KK 200 mg A Q3W, 400 mg & 6

BEEEE (LT QoW w5, ) Xid 10 mg/kg (I

#) # 2 AEME (L TQaw) w5 ,) THRE
L 72 BROARHFN O il FIRE G S vle, £ DO
B ARHN 400 mg & Q6W THH- L 7= BED AR D & iy
RRBIZ I T D P MyEFIRAEE (CLT [Chp ol W
Do) IF. AHKI200mg & Q3W THEG LIZBEED C.up o
CHPIT S LTS (FR), Fioo K400
mg % Q6W T 5 L 72 EROARA| O E FIRREIZH 1T 5
eI iE PR (LLF (Cuped EVVI) 1 A
#1200 mg % Q3W TEH LIZEED Cpy o & B L T
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BIER (REMERREICI A, KRIBR « G -
HEEEO TR, ITRERERETE - LM &, Btk
P RANE EVEMER RS . WormwkEs (TR
PeREfEE . HURIRMERERE S . AR RERES) . 14
PEIRIA, 5 & 9o, Wik - BREUHRURIE . EJ%
HE OGRS (R EMERESCRAEIE . B RS
TEARE R, ZIBALEE, FAKIEIES) . infusion
reaction, A - BRI, FIEM M JE, PR
F(FT 2 NSRBI . OfR, EERIM
WRRESE (G M PSRBT . R MR I
IREFERES . MEMEURIERIESE) | MEKE RIEMRE, F5kZ
H5) 1Tk LT YR R ST M A R 0 BT
WaaT HEAEEE L (BIEHOZE-CXHSIC
L THRELROXEEZTONDIEMHITH D Z
&)L BEBICHEY) R AE N TE DIRHINE STV D
Z &,

RITEH ORZIH-eRTISIZB LT
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RIVER (MEMERZEBICI . KIBE - DMK -
HEO TR, TFHERERET - sEYEARE &, BiEE
P RS FEMER RE) . WowkEsE (TR
FERBREE . ORISR RER S . BB MEREES) . 18
PERIE. 5 & DM, Mk - BREUTHBARIE, B,
O R JEREE (B RIRARIERRE . ZIALET,
JERIIESF) . infusion reaction, AM# - HEEZE,
HIEMEESE, FRRIEE (FT o« N —ERRE
)OSk, BEERMIKRES (i Mg
PEERBENS . AR L, FRIFERES | SRR ERIE ) |
MERERIEGRE, M%) IIX LT, Hikhik X
(T B R R B O B A2 5 3 D R AT & S L
(BIEH OZW-ox IS IZ B U CHE & OV g %%
ToNAEMCHD L) BEHICHEY R LEN T
X HIRHINIES TS Z &,




MR O RIEEHHEET A R T A > OUETE T CHrIH X6 )

i IH

YA (FHMEsERD) Y= (BHARETHIER)

2= KGR DEIKEL - XA b AV—F S EE 100 mg | 2 X— RF LR BRI, R <
(—f4 : a7 ) XvT (B HRz)) XA F— & S 100 mg (—i%4% - XA T
(%) VA~=7 (Bfs 1 x))
WG L I D B R O @, AT, XA (%)
7nl) X~x7 (B Z) & LT, 18200 mg WL AHELOHE @, RACE., A
Z 3 MMM 1 [E 400 mg % 6 MR T 30 Tl X< (Ba#x) & LT, 18 200 mg
ST CTRFEFET 5, 7272 L, I AmBRE % 3G T 30 22T CRMFES 5, 7272
DA, WEHEIX 12 A ETLET 5, L. INEmBEEOEA X, S5 12 VA £
(%) TLT 5,

(%)

3= 2. RAIOFE, TEHET 3= 2. RAEIOFE, 1EHET
XA FL—F EEEE 100 mg (—i%4 AT | XA F—F ST 20-me A ONRLRRHRE-100
U X~7 (BB Z), LT TRAL &vo,) mg (—4 a7 X~ (B .
1%, PD-1 (programmed cell death-1) &FD VU A PAF TARHF Euvv9d,) 1. PD-1 (programmed cell
» RT&H 5D PD-L1 T PD-L2 & OfES & EHEMHE death-1) &F®D VU > K TH D PD-L1 LT PD-L2
95, b MbigGd £/ 7 u—F IR TH S, LR EEEMET S, B MEIg6d £/ 71—

TIAHERTH S,

14 _— (A - HE] 14— [HiE - AE]

(%) (%)

o EMRBOEREZARE LICAA ORI

o EMROMEEEZHRE LICAA ORI




AT DFER, MET S HE - R (2 mg/kg
Q3W ¢ 5-. 10 mg/kg Q2W % 5- K2 TY 10 mg/kg Q3W
B 5-) O#FPH T AUC g & B V224t &
ORI IR 22 B IR O B o T2,

AANDORHEHEYENREET L ZFH L7722
2 lb—3a A28k Y . ARHI200mg & Q3W, 400
mg %z 6 MR (LLT TQeW) 2vH ) XiF
10 mg/kg (KHE) % 2@ (LLT Q2W)
VS ,) TEEG LIZBEOARF O i - 5 H
et Sz, ZORE, AFH 400 mg % Q6W T
e hH U2 BEOARF O FEIRRBIC 81T 5 ) i
EHEE (T [Cupel EWVI0) 1E. KAl
200 mg % Q3W THH- L7ZBED Coe oo EFELEIT D
ETrlEn (FFR), £, AAl 400 mg %
QW TG L ZBROAKRAIDO EFIRAEIZE T D
e IIE IR (LLF [Chped EWVH ) 1L
AF 200 mg A Q3W TG L7ZBRD Cpu oo & L
L CEELZ T TS DD, HA
ANBFIZBWTEREL#HE L TWD H
% - HETHLAH 10 mg/kg (KHE) % Q20
TG LIZBED Cpoy o & HEEE L CTIRMEZ R &
THlsh7 (FFR), 512, EERAHEBAS
Z XIBUT A AL 400 mg % QW TH G- L 7= ygo1 5

AT ORGSR, BETS Ve AL - HE (2 mg/kg
Q3W 25+, 10 mg/kg Q2W #¢5-K& T8 10 mg/kg Q3W
Peh) O#FPHT AUC,,, auc & ARIWER O 22 &
D RN AR 72 BIE XD B Lo Tz,
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AMEICEE S S EYBRE NN T A =X T, I =2

L—3a A28 PHIL Y EIE N T A —

ZEFPLE (FR), MAT, EEDOREEIC

BT D R ABRARARIC LD & | ARA| OUREE &

& B M S F 2 e & o B 2 S 2 R R

FISET VIR S v, AF 200 mg & Q3W X

I 400 mg % Q6W T 5 LI-BoOREE L A%

PESOF 2t & O BEIZ DUV THRE S 7o s

R, LELOME - HEOR THIMEKR NVZ 4

FICPHMEZRER TRV E TR ST,
(F W)
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ZOWT

TFD (1) ~ (5) OWTIMNIEET

(1) BEZBRENEET S0
bt (ERENT IR A2
Hiudak A3 AL
bi7e &)

(2) FrEtRERPL

(3) #HENFREFNFEET 208 AR
(S AR EEFE EIRET, 25 A2 HE
THRBE, D3 AR EEHERE R 70 &)

2RI HEHL A
CE AL RR P
i%%ﬁfh\ﬂﬁﬁ B

15 ~=—
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FiE% 2DV T
1 TRED (1) ~ (5) oOWVWTFhnic
mp1%6 &
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1) JEAETTEREIRES 2 5 A2 gL
V“(%ﬁﬁ%# 2 PREE LR

Hi g A3 %ﬁ@%mﬁﬁh\ﬁﬁﬁhéu
bt 7e &) SRt 7 A1 BHke e 436 5
gy

(2) FrEMRE i34 H 1 HHke 86
;E/—‘ =/u )

(3) HBEFIRAFENDIEE T 203 A b




(4) HRIFHIEEZBE L, SRILEEE
B U RAC BN 2 D% HHE
D EHE T > TV D fiak

(5) PR B A AL 5 A BN 0D fits 3% 2 YE L2 4R
LR AT > TV D sk

CRVAVEL 3L E: 2 =Wt [l SoNRVVE 2 S Uik A
TlE. D3 AR EEHEE T 2 &)

(4) IRALEREE 2R E L. SR SRIEN
1 UISSRAL AR BN 2 Ofi s £ 1S
£%% JE 21T > T 2 i -CHe29-57H

(5) HUEMERRIS AL & BN 0 ik FHE 1A%
% Ja 2 AT > T D il xR 2947 H 1

17 <=y

©®-3 RIEHOZEr-CRHN IR LT

BIER (REMERREICI A, KIBR « G -
HEO TR, ITRERERESE - LM &, Btk
PR RANE EVEMER RS . WowkEs (T
PeRBlEE . HURIRMERERE S . AR MRERES) . 14
PEIRIE, 5 & DS, ik - BREURUARIE . EJ%
HE OGRS (iR ESCRARIE . R kL
TEARSE R, ZIBALEE, FAKIEIES) . infusion
reaction, A - BRI, FIEM M JE, PR
F(FT 2 NSRBI . OfR, EERIM
RIS (SRR MR PESRBE . Pas M I
IREFERES . MERERIERIESE) | MEKE RIEMERE, F5kZ
H2) 1Tk UL YR R ST MR AR RE 0 BT
WaFT HEAEEE L (BIEHAOZE-CRSIC

16 ~—

©®-3 REIEAOZECHHGIZEE LT
BIVER (MEMERZEBICI . KIBE - DMK -
HEO TR, FHERERET - s EYEARE &, BiEE
P RAMEFEMERRE) . NWowkEE (FEAE
FeRBRE S . ORISR S . AR MRERESE) . 18
PERIE. 5 & DRI, Mk - BRSO BARIE, %,
HEOREES (FGHBEIRERRE, 2RI,
JERIIESF) . infusion reaction, AM#K - HEEE,
HIEMEESE, FRRIEE (FT o« N —ERRE
). Ok, EERMIKRES (ki Mg
PEERBENS . A MR I, RIFERES | MERRIBRIE ) |
MERERIEGRE, MEE) 1TX LT, Mkl X
(T B R A B O B A2 A5 3 B R AT & S L
(EIEH OZWox IS ICB L CHRE R N E %%




BIL CHELADXEEZZITONDORMTITH D Z
&)L EBIZH#EE) 7 JLUE DS TE HIRHIDEE S TV D
L,

FTONLRMIZHD Z L), BEHITHEY R ALEN T

X BRHINE S TWNWHZ L,

WA X ) N REERAEE T A R 7 A > OKETE

AT CBr [H % %)

bel} IH

B AR— (FHMERERD) MY = (B yH AR ERHIBR)

2= WG L IR HEIEL A b L—Z S ERE 100 mg | 23— XfG L Tp HIEHN ERT RS <
(—f4 . X7l X~ (B ifz)) XA MV—F S EE 100 mg (—i%4 - AT E
(%) U RX~=7 (B z))
WG L I D FELOHE @w, AL, A (%)
7ul) Xv7 (@B Z) & LT 118 200 mg WB LA HEROHE @ . AT, A
Z 3 PRI XX 1[5 400 mg % 6 FRFREFE T 30 7ul) Xv7 (B L) & LT, 118200 mg
ST TREEEET D, Z 3 AR T 30 432N CRIEFET 5,
(%) (%)

3= 2. ARHNOFHE, TERET 3= 2. RENOFE, 1EREF
XA "L —X HEEE 100 mg (—4 - AT XA hV— & S ERE 20me TN 100 mg (—fi%4 -
U RX~7 (BIEFHELZ), BLF TARAL &vo,) ReT7nl) Xv7 GBI L), LT TARA)
1%, PD-1 (programmed cell death-1) &FD VU A w9 ) IX. PD-1 (programmed cell death-1)
» R TH5 PD-L1 KN PD-L2 & DA % BEREIHE EZXDYH L RTHD PD-LL LNPD-L2 & DA
T5,. b MbIgta £/ 7 a—F Pk Th b, wEZEAEFET S, b M 1g64 £/ 7 m—F Lk

Th b,
48— 3. ERAREHE 4= 3. EEPRAORE




PR SUTERRMEO WL AR % 2 U VRO AR
RFIZ R 24T > 72 B ERIRRBR O g 2~ 97,
(A %hE]

[EIRR 2 [E 55 1L AHFABR  (KEYNOTE-087 5&ER)

BRI SUTERR MO i) AR o % v U R ERFE
(210 5, BARAN 102 ETe) OLLTFD 320D =
R— b EXRIC, AA 200 mg 3B CLT
[Q3W] LW 95 ,) FHEOHFMER NL NN FRET

PR SUTERRMEO W AR U % o U oSO AR
RFICFEN 21T - 7= E 72 R B O i 2 7~ 37,
[A2htE]

[EIpR A [ 55 1T AREER  (KEYNOTE-087 #5R)

BB XOTEER O IR U v ) R ERE
(210, BARAN 10 1ZETe) OLLTD 320D =
B— M EXIRIT, Al 200 mg 3 ARG O
HEWE R VR RGT STz,

i, (%)
(%)
62— [ - HE] ([ - HE] B

AAOREMEYEEET VEFHA LV I 2 L
—3 g 2k V. KK 200 mg % Q3W, 400 mg & 6
R (LT TQeW] Ev9 ) id 10 mg/kg (I
H) & 2 FEHMEE (LLT TQaw) twH,) THEE
L 2 BROARHF O il IR E G S e, £ DO
B AAL400 mg & QoW TEH- L 2B O AA| O E &
REBIC BT 2 FHMIEHIRE (PLF [Coped W
Do) 1E. AHAI200mg & QW THE- LZEED C.p o
CHEPDT D E TSN (FFR)., £, AH 400
mg & Q6W THH L7 BEOAA| D EFIRIEIZE T 5
EEMETEE LT [Cuel EWVI,) 1, A
#1200 mg % Q3W TG L7ZBED Cray oo & HHEE L T




EiEZ T E TN bOD, AARNEEIZE

WTHBMEDHER SN TWHHE - HETH LA

Al 10 mg/ke (KE) % QW TEH LTZBED Cha o
C IR L CIRfEZ T L Pl E e (PR, &6
(2, EMEREAESE A GUCARH] 400 mg & Q6W
THREG Lt/ 1 A8k (KEYNOTE-555 #BR)
L0155 N7 ERUEIZ S < SEWERE N T A — X
IZ, I =2b—a k0 PRI LKy EhRE X
TA=ZEEULE (FR), IR T, BRI
BT AR BRI IE S & . RANDOREZEE -
A M 322 e & o B A iR ET D IR EERUGE
FIUDESE S, AHI 200 mg & Q3W X 400 mg
% Q6W THEG L BROBREE & & A7 T2 et
DO EIC OV TGS fE R, RO ME -
JHE DM THEM K O M Wi 72 A2 2 1T 20
ETRlS T,

(£ %)

7Ry

OF iTi'{aelAke

O-1 TR (1) ~ (5) OWTINITEYT

LR CTHDH I L,

(1) JBAEFBRENEET 503 AL
JRBEE (CERENF IR 2N A RS L A i e
HIER AN ARSI E L SR e, M A S

6 ~—

@O MEFIZDOWNT
D-1 TRD (1) ~ (5) OWVThnicegs 7
Hhisx CTHDH I &,
(1) JBAEFBRENEET 203 AR LN
JRBESE (ERIE T IR 2N A e L A i B
HIIEE S A RSB EE L U e, HiIE S AR




Hb7e &)

(2) FrEREsRpL

(3) #EAFRAFERIEET D03 A2 HOE LR Pt
(ARSI EIRPT, 2 A 2R
TIIEBE, D3 AR IFEHEHERE R PE 72 &)

(4) AR FERIEELZFRE L, AR b REm
B SUIASRAEZFRIE IR 2 Ozt FEC
2D JEHZIT> TV Dk

(5) PN IE AL 7 & BN o e 5% FE Y I AR

WbE e &) (S FaoetE 7 H 1 B Rl 4360

(2) WHE R BT 3145 4 1 PR+ 96
#L‘IE %J‘LA)

(3) #ERFRENEDFRE S D 25 A SHREEE T
(DS AVRSIRIEIEFR EWBE, 23 A2 ik 1
TIlE. B3 2R EEHEE T 2 &)

(4) SRR ZRRIE L, SRIEERE SN
1 UISSRAL AR IE NG 2 O s SIS

AR A T - TN A ik 1% % J| H & AT 2 TV B it sk 2947 H
1 HHERA - 0531 MEEy)
(5) PSR LG & B INRE O it g% F A2 fR
% B 2 AT > T D -9 H -
B - 1987 HEl
8 ~— ©@-3 BHWEHDOZKr<txIZEI LT 7R ©@®-3 EBEIWEHOZWr LRI LT

BIER (REMERREICI A, KIER - G -
BEEO TR, ITHEREREE - BLMEREE 5. B tkne
P RANE EVEMER RS . WomwkEs (T
PRRERESE . HUIRIRPERERS S RIBREREREE) . 1Y
PEIRIE, 5 & 9o, Mk - BRBURUERIE, Sk
BEEORERESE (DR EIRRIE . RS
FEARAEMERE . ZIPALEE, B RIEIESE) . infusion
reaction, MZ% - BANEESE, EEM M) E, hREEE

BIVER (REMEREEICI A, KR « MG -
HEO TRH, ITHEREREE - M LMEREE &, Bk
P RAMEFEMERRE) . WowkEE (FEE
FERERE S, HURIRMERERR S BB pRERREE) . 1 Y
PERIE. 5 & DRI, Mk - BRSO BARIE, 2%,
HEOKEES (FEMBEIRIERRE, ZALHE,
FARIIESE) . infusion reaction, J¥JE « BEIE,
HIEM A, ARRIEE (X7 2« N —EERE




s NV EMREESE) | D, BRI
(f‘éﬁ M /NI PESE DR | s LM A
PRIFERS . BERERIERAESE) | MLERE RAEMRAEE, #HE%

) SR LT YRk R S Bl A B oD R

Pz f9 2 EA & U (FIEHOZErx G
BELTHREAOXEELEZTONLIRJMFICHD Z
&) EBITHE TR ALE R T E HEHNE S TWn D
Z&,

H (¥7
RS

E) | LK. BEERIMEES
PEEREESR | Vs R I ﬁ'f%ﬂ?ﬁr ﬁ%ﬁﬂfrff)
MERERIEGRE, M%) 1Tk LT, Mkl X
(FE B R B O B 2 A 3 D EAN & @% L

REH OZWr-oxt IS IZ B U THRE K O SR 25
ToNLEMITH D Z &) BHICHEYZRLEN T
X LRGN ESTWDE T &,

(S i/ M R

PRI LR D i@l HEET A B Z A » OUWETE

AT CBr IR % %)

XA M—& SIEERTE 100 mg (—iE4 - XA T E
U X<7 (Bfaf#z), LT TARF Lvno,)

e [H

Y= (FHMERERD) Y= (B yH AR ERHIBR)

2= KGR L 72 DRI © XA B —ZEREERHE 100 mg | 23— X & 7p DRI, s <
(—4 - a7 o) X~7 (EETFEEEz)) XA FL—F ST 100 mg (—f%4 - AT 1
(%) JAX~7 (B fH#z))
KR LR DRELOHE  @E., A, XA (%)
7ul) X< (B L) & LT 118200 mg Wl A HEROHE  @E. A, A
Z 3 WA MMM XX 1[5 400 mg % 6 FFEREFE T 30 7nul)Xv7 (BiaFREZ) & LT, 118200 mg
ST TREEEET D, Z 3 MR T 30 22T THRIEFES 5,
(%) (%)

3= 2. AHNOFHE, TERET 3= 2. KFIOFE, 1ERET

XA FL— & ST 20me TR 100 mg (—HR4 -
RAT7n ) X7 GEE L), LT TARA




1%, PD-1 (programmed cell death-1) &FD U A
» R To % PD-L1 N PD-L2 & DfE& # B
45, b MbIgtd £/ 7 a—FAHETH S,

V9 ,) 1. PD-1 (programmed cell death-1)
EZxDYH L RTHD PD-L1 L ONPD-L2 & DS
ZEBRET S, b ME 164 £/ 7 0 —FLHUK
Th D,

48— 3. HRREE 4= 3. BERAKAE
D AACFIRIER T U 72 IR UIBR N RE 7R R S DS AR IERR (TP U 72 IRTG UIBR R EE 72 R B
B2 38 D A GRIRF IR &2 4T - 72 F 72 B R BR O pliE B2 I8 D AR IS BN 2 1T - 72 F 70 B AR5l Bk D Bl i
ERT, ERT,
[Bzhi%] [ B 2hE]
[ R[] 2 AR AR (KEYNOTE-045 5A5R) | B[R] 2 AR AR (KEYNOTE-045 5A5R)
7T FFWH & G AL RERIEE AT 5 R 7T F A A ETbRERE AT 5 Rt
PSSR DO PRI b R BB 542 B (AN P SOTERREVE DO PR B R B 542 1 (HARN
52 Bl Zde) A RZRIZ, Al 200 mg 3 AN 52 filZEde) ZXFGT, AKI 200 mg 3 M [HFEIFE
(LAF TQ3W) Ev5 ) BHOA MR O B 5O R NREMEN, {LFHEE (X7 )4
N, AbFIRE X7 ) 2%k, REXXEALYX Xt REXFEAXE vinflunine) *2% 3B
L vinflunine) &% E L THET ST, E LT s,
(%) (%)

6 ~R— [Zz2E] 6 ~— [Zz2tE]

[EIBR L [F] 55 AR R (KEYNOTE-045 5A5R)

B EEGIIARKIRE 248/266 il (93.2%) K OMfb50%
IERE 250/255 B (98. 0%) 1ZRE8 Bl BIERIZZ
FLE I 162/266 31 (60. 9%) K OF 230/255 1] (90. 2%)
IZFRD BT, ARAIBETHRELFEN 5%, EORIER

[E| B [F] 25 AR (KEYNOTE-045 5U5R)

B EEGIIARKIRE 248/266 il (93.2%) K b5
IEFE 250/255 B (98. 0%) 12788 HAL, BIERILE
LA 162/266 1] (60. 9%) S UM FEEF-230/255
B (90.2%) IZERD HIT-, AFIBETRIEEN 5%




TTFEROEBY THoT-,

(£ W)

72F. ARAIREIC IV TR MR 10 61 (3.8%) .
KNGS - BIEOTH 7 6] (2.6%) . MHfREE (F7
Ve NU—EERESE) 1] (0.4%) . ATARRERESE
14 1 (5.3%) . FURIRHERERES 23 5] (8.6%) .
EsREREE 161 (0.4%) . BHEREREE R ME
PR ) 141 (0.4%) MO infusion reaction 1
Bl (0.4%) RO Gz, Tz, BEEDLEESE
(R FEREEARE el . ZIRLBE, JERIEIESE) . T
MARERERE R, 1 BUNEIRI . WEZe. fhde - BRBU
FfRIE, EIEA DR, O, K - BEREZ .
SE IS Ml NGB TSR B . IR I
Al OIRIFEREE TR O bivie o 72, REIVEH
FELRPLIIEEE SR (RRREMRE 2 E5T) %
BUEHERE T,

U ELEORIERIZITEOERBY TH-oT2,

(# W)

7E, ARAIRE e M B 10
Bl (3.8%) . KMFZ « HED FHHE 76 (2.6%) .
FRRIEE (57 o N L —JEMERESE) 421 51 (0. 4%) .
FRgRER =14 1] (5. 3%) . HLIRIRFSRERE 5423
Bl (8.6%) . FIFEHERERE SR 16 (0.4%) . BriknE
P (PRAME BB RE) 161 (0.4%) KO
Infusion reaction4x 11 (0.4%) =D HN7-,
F7o. BEOLEREE (REREIRERETE. 2/
FLBE, JEREIES) . P HERHERBRRE S, 1 BUHE IR
Wede. Mok - MR Rl fRIE, EREMEGE, (O
K. MgE - BERESE, S8 D MRS, S MR
DPESRBES . IR A I M OVRIFERES 13580 b
o T, REWERFRBURDUIBEE RS (BRKR
HTEREZE5T) 25 0HEHERE T,

7 R—Y

[k - &
AFKNOREMIFEYEEET NV EZFIHA LI 2 b

— a2k AH 200 mg A Q3W, 400 mg & 6

B FEFEE (LT QoW w5, ) Xid 10 mg/kg (M

H) & 2 AMEERE (LT Q2w &vwo,) THRE

LIZBROAF O s THE D RE Shic, € Dl

B OAHK 400 mg & Q6W TEE- L =B OARFN D E i

(DB - HE]D B




RRBIC BT D P MyEFIRAE (CLT 1C ) W
9.) IE. AAI200 mg & Q3W TEH- LIZEED Cug o
CHEPT D ETHESNE (FFR), £, AH 400
mg % Q6W CTHH L 72 BEOAA| O EFIRFEIZI T 5
e M HFIRE CIF [Cuel £V ) 1F. A
#1200 mg % Q3W TEE L7ZBED Chy s & I L T
Bz R e PHISEZbOD, HARABEIZE
WCEAMED RSN WL HE - ETHILIA
7l 10 mg/kg (KHE) % QoW THEE LIZBED Chy o
C IR L IR A R T L PRl (TR, &5
(2, MR ANEER 2 R RICAHA] 400 mg & Q6W
THEG Lz E 1 FHFER  (KEYNOTE-555 #ER)

LN EREIC IS < SEYENRE N T A — X
1L, =2 b—va kY PRI LY EhEE X
FA=ZEFEILE (FR), I T, EHORE
(ZFB1T 2 ERIREBR BRI FE D & . ARAI DGR & &
AN 3z e & O B A R E 2 BREESUGE
FTIVDEF S, AHI 200 mg & Q3W X 400 mg
Z Q6W T b L ZBROgR & & AWM 3% et
DR EIC O W TG SR, EFERoHE -
HEO R THB MR OV eI iR 22 R IT e
LTS,

(F %)




8 R— D Migklz oW T 7= D Mz HWNT

O-1 TiEo (1) ~ (5) OWVWTINITE4E T O-1 TFED (1) ~ (5) OWVWTNITEEYLT

L CThHDH L, 5%%?%5 &

(1) BAEZBRENEET 20 AZHEEIL (1) BAEGBRENTEET 20 AL
JRBES (BB IR DS A RS E BE L SR T W“(%ﬁf%ﬁh&%@%mﬁf&
Hidak A3 A S RGEESL SR P, HidE s A BRI HidEk A3 AL HGEBEL SR P, HIEs AR
JABE7R £ bt 7e &) SRt 7 A1 BHke e+ 436 5

(2) FrEtREmbL hEa

(3) #ENFIRFNFENFEET 20 AR T (2) FrERRE PR 34 H 1 HHRE 86
(S AR E RT3 A2 Dz
FIREBE. DS AR HEHEE R R 2 L) (3) #ENMRAMFNIRET 205 A2

(4) AR FRIERZRE L, Jhkib 2R Emn (IS 2B ERPT. 25 AR )
B I RACTFRREIEINE 2 Dk FAE TRBE. D3 Aie i HEE R L 7 &)
BR5EHEIT> T D ek (4) AR FEIEREZRE L, S k(bgiEm

(5) HUEVENEE AL & BN R Ol gk FEHEI2 4R B U SRAC LN 2 OfEs% e
% EHEIT > TV D fitiEk 225 JEHZEIT > T D -CEp 294 7 H-

S EHEES - 0531 )
(5) PrEEMEREEAIAL T & BN O i 3% FEHE 12 4R
5 R AT o T D ek - 294F 7 H 1
1287 fEa)—
9= @-3 WW%@%W%%EK%LT 8§ N— ®-3  EIEHOZWoX I LT

BIVEA (RVEMERR B2, KK - /DGR -
HED TW PR RERR T - BLPEILE 28, B PAE

RIVERD (RYEMMR B A RIGK - DBk -
B O IR, ATHERERR T - i LPENRAE K, AR




P (RANE VMR RS . WormwkeEs (TR
PeRBlEE . HURIRMERERE S, RIBMREREE) . 18
PEIRIA, 5 & Do, Mk - BRBUTRRIE . EEJ% .
HEOREES (PR ESCRARIE . &R,
MERREMERE . ZTEALBE, FH KJEIESE) . infusion
BlME I, EIEAGMERE, PhRRRE
F (X7 NUHIEBRRE) . LK, BHERM
el (el MR PESRBER . A i R I
IREFERES . BERRIERIESS) | MERERIEMREE, Rt
) ATk LT Y REhE R Tl B I R R A o B P
PZ2AT HIEAEEEE L (BHEHOZE-CRSIC
BALCTHREAVIREZZITONOIEZMHICH DL Z
&) EHIZHEY) I ALE S TE RGNS T D
&,

R5)

reaction, X% -

P (PRAME VMR 26 %) . WikEs (TEK
FERBlE S . HURIRE RS, AR MREREE) . 18
PERIE, 5 & DM, Mk - BRSO BIARIE, B,
HEOKGES (BEMIEIRIERRE, ZIHLHE,
FARIEIESE) . infusion reaction, JHZ - RS,
HEIEAG S E, MRREEE (X7 2 - N JEBERE
), DS, BEERMKEEE (G M
PEERBENS . AR i, ARIFERES | MR ERIE ) |
MERE BAEGERE, KAL) 1Tk LT, YikhEak X
(X RSB D B PAME A 3 D [EAH & s L
(BIEH OZWox IS IZB U CHE & OV E %%
TONDIEMICZHDZ L), BEHIZHET R ALED T
X HRHINESTND Z L,

10 _—

5. BERGRL b BHE
(A2hPEIC B3 2 FH]
(@© %)
QT YT 5 BF kT 2 AK DG K UM
FHFEIZOWTIE, AFIOFIERHNL SN TE
53, REIOEERIGR L 72 B0,
7T FF BN % G T FIEIEC K D IRERE O
AT
FIT OHBIFRIE,

9 ~—v

5. hERGRLHBEH
[HZMEICB 3 % FHE]
(O 1)
QTS T 5 BEF TR 2 AK DG K& DM
FFEIZOWTIE, AFIOFIEDRHENL SN TE
5T, AFIOEGG LR DR,

7T F K B & AL EEIEIC X D IRIRED

AN CE
TR O Bh 4295 15,




L OHUEMERELAI & OOFH,

L OHUENEREITAI & DO,

mHE~A 70y T T4 PARLEE MS 1-h igh) 28T 5EEED
e FHHEET A R A4 o OUGETE T (B xER)

B 5]
AN (5B Y- (B THARERHIBR)
2= RG L 7R HEMEL © XA F— ZSEERHE 100 mg | 23— KR L T2 B EIHN s <
(—f4 X7 X~v7 (B ifz)) XA MV—F S EE 100 mg (—H%4 - AT m
(%) U AX~7 (BnfHiz))
WG L I D FE R OHE @w, AL, A (%)
Tl Xv7 (B #E ) & LT, 18 200 mg R L2 L AELOHE @, AT, A
Z 3 WAL 1 [E] 400 mg % 6 MK T 30 7l XAv7 (B z) & LT, 108200 mg
ST TR EET S, % 3 MM T 30 22T CEREFET 5,
(%) (%)
3= 2. ARFIOFHE, 1ERET 3= 2. KFIOFHE, 1ERET
XA L —F EEEE 100 mg (—i%4 XA T XA F—F ST 20-me A ONRLRRHRE-100
U X~7 (BIsFHEEZ), LT TARAL 2vo,) mg (—f4  XaTn ) X~vT (EiEEEZ).
1%, PD-1 (programmed cell death-1) &FD VU A PAF TARHF Euvv9d,) 1. PD-1 (programmed cell
» KT D PD-L1 FONPD-L2 & D& & EEEIE death-1) %DV H> KT D PD-L1 LTUPD-L2
T5, & Mblgtd €/ 7 u—FAHKTHD, EORGHEEMAET S, B M Igtd £/ 7 m—
TAPURTH %,
9= [HiE - HE] (M- HE] B

AFNORHEMEYEFEETT LVEFRH LIEZ I 2L




— a2k AHI200 mg & Q3W, 400 mg & 6
FEERE (LLF TQeW] w9 ) Xid 10 mg/kg (fR
#H) 2 MEME (CLF TQaw) Lwo,) THEE
L 72 BROARF D i TR ARG S le, £ Db
B AAI 400 mg & Q6W TG L B DO AK| D EH
WIS T 2 FEHMIFEFIRE CLTF [Cupod W
9,) &, AAN 200 mg % Q3W THH- L7ZEED Cop o
CHPT A TSN (FFR), F7o. AH 400
mg % Q6W THE LB AR O EFIRIEIZE T 5
M IRE (AT [Cusl EWVVI,) 1F, K
#1200 mg % Q3W TEE L7ZBED Chy s & LI L T
BEEZTRTETFHESAEZLOD, HARABREIZE
WCHERMERHERIN QWL HE - HETHILA
#] 10 mg/kg (KHE) % QW THEE L7ZBED Coy o
LR L CIRfEZ T L Pl (PR, &5
(2, EMEREANEEE A G AR 400 mg & Q6W
THREG Lz 1 FHERER  (KEYNOTE-555 #fR)
LV ERUEI S < SEYERE /N T A — X
1L, =2 b—va k) PRI LY EhEE X
TA=ZEEPILE (FR), X T, EEOFE
(Z3B1T D ERIREBR BRI FE D & . ARAI DGR & &
A A F 2 et & o B 2 fR 4 2 Wk R SO
FTIVDMES S, AHI 200 mg & Q3W X 400 mg




Z Q6W T 5L 7o BROWREE & & F I T2t

EDOBHEIZ O W TR SR, ERRORE -

B D[ THBME K OV VI R 70 A2 F T 72\

LTS,
(& 1)
10=—> | MEZEIZHONT 9= D Mgz >\ T

D-1 TR (1) ~ (5) OWVTIIcigs D-1 TRD (1) ~ (5) OWVThnicigs 7

LM CTHDH Ik, Hhigx CTHDH Ik,

(1) JEAFBRENEET 20 AR EHERLN (1) JEAFBRENIEET 20 AHEEELN
EBe (BRIENT IR AN A2 B HE L A IR e JRBEE (ERIE T IR 2N A e L AU B |
ﬂﬁ@h$%$%Mﬁﬁ&\m@ﬁA%% IS AR ELEE L SR e . HiLE S AU RS TR
Jiltre &) 7 &) A RioeE AR 436 8

(2) FrERERPL o

(3) ERERFIRAEDIEE T 2 03 AR b (2) FEEMSRER POl 344 H 1 HReri - 86
(NPT ERPE, 25 A 2R 1 it —

JIRBE. DS AR HERE R 72 &)

(4) AR FRIERZRE L., ARSI
1 U RACTFRRIEINE 2 O ffgk Vg
122 JEH 21T > TV Dtk

(5) PUEMENEE AL S E BINRE Ol
B EIT > TV B fif ik

i A UE AR

(3) HBENFIRAFEDIEE T 2 03 A b
(N AP EWPE, 23 A 2 E S 1)
J1pbE, 3 A s HEE R 7 &)

(4) b RIE=E25E L, AR FHEN
B USSR RIE N 2 OfER% FEHEIC
122 JEH 1T > T D il i -Cpe29-457 H-
JEHEES - 2531 k)

(5) PrEMEREEAIAL G & BINE O sk FEYE AR




2 Ji 24T - T L i xR 29-4-7 H-
EERA - 1987 i gru)

11—

©®-3 RIEHOZEr-CRHRIZEE LT

BIVER (BVEMER BN A, KRIBXR « MGk -
HEO TR, IFRERERESE - mbMENEE &, Bt
P RANE EVEMER RS . WormwkEs (TR
PERERRESE . FUIRIRPERERRE S, R RERERE ) . 1Y
PEIRIA, 5 & Dok, ik - BEEUTRURIE . EJ%
HEOREES (PR EIERARIE . RS
FERAE M AE . ZITEALEE, FHARMEIESE) . infusion
reaction, M7% - BNEESE, EJEM HE)E, hREEE
B A(XT 2 NUEEEEE)  OfR, EER M
bR (M VR PR SR P s i i
IREFERES . MEMEURIERIESE) | MEKE RIEMERE, F5kZ
) TR LT, YRk Rk ST M R B oD B
WaaT HEAEEE L (BIEHOZE-CXHSIC
BLCHREROIEEZZITONISGHEICHD Z
&)L BEBICHEY) R AE N TE DIRHINE S TWD
Z &,

10 N—¥

@-3 BIEHOBE-CHISICRE LT

RITER (FEMEMZREDINA ., RB%E - NGk -
BHED TR, ITHERERETE - B LIRS 78, BHKRE
b (RANVE BB RS . WormkEE (T EA

PRRERRTE . HUIRIRPRRERE T . BB ARRERTE) . 1A
BERIA, S E DB, iR - BIRUTHMIRIE, FER

HEOKEES (BEMBEIRIERRE, ZIHLHE,
JARHIES) . infusion reaction, MK « SR,
HEIEAG S, MRREEE (T2 - SRR
), DA, BEERMKEES (G M
PEERBENS . A e i, ARIFERES | MERRIERIE ) |
MERERIEGRE, M%) ISx LT, Hakhisx X
(X R R A B D BEPAME & A T D AT & s L
(BIEH OZWox ISIZ B U CHE & O %%
TONDLEFMEICH D Z L), BEHIZHEDRLED T
X DM IESTVD Z &,

B Al Lo D B A FHEE T A BT A > OWETE T Cor[H A RER)

Hr

IH

HE A

(FHRErIBRD)

L

(HHAEBHIER)




2= KOl 72 HEIEL © XA R —ZSREERHE 100 mg | 23— KfGLL p DRI et <
(—ft4 . Xa7n ) X~v7 (BiErEfz)) XA F— & S 100 mg (—i%4 - AT B
(%) U AX~7 (BinfHiz))
WL DHELOHE : 7TX v F =7 L OB (%)
IZBWT, B, RAILIE, a7 el X~v7 (GE KRR DHELOHE : TXVF =7 L DB
nfHHz) & LT, 1[8200mg % 3 M MIMFEX WZBWT, #E., AT, RA7r U X<7 (&
131 18] 400 mg % 6 JARFIFFE T 30 432> T Al fnf#l#z) & LT, 1[8200mg % 3 @AM T
FET 5, 30 Zy i TR FET 5,
(%) (%)

3= 2. ARFIOFHE, 1ERET 3= 2. KFIOFHER, 1ERET
FA MV HAURERE 100 mg (A - AT H FA M— T 20-meHeON R 100
VX~ (GBIB TR . BT TRA v d,) mg (—fdh 0 NAT Y RXvT (EEFAHRZ) .
1%, PD-1 (programmed cell death-1) &FD VU A PAF TARHF Euvv9d,) 1. PD-1 (programmed cell
~ RT&H5H PD-L1 R PD-L2 & OfES & EHEMHE death-1) &F®D VU > K TH D PD-L1 LT PD-L2
35, & MbIgGd £/ 7 u—FAHKTHD, DR R EERET S, B M Igd £/ 7 u—

THAHERTH S,
TR—= B AR/ T X T =T RECE W TRIEMEMRE | 7= B, AREN/ T X T = TR TRV MR

12 65 (2.8%) . KRB « /NBZR « FEEED T 40
(9.3%) . MRRpEE (T - NL—EGERES) 2
B (0.5%) . FFEEEERES (ALT L UNAST #§h07e &
I REMR A E S 2 5 ¢e) 150 61 (35.0%) . HUIR
IEERERE 2 165 {4 (38.5%). FIEASEERERSZE 5 4
(1. 2%) . EIFEHEBEREEE 10 51 (2.3%) . 1 ZRUpERIA

12 65 (2.8%) . KIEZ - /IGK - FE DO T 39
(91%) . #hfRfEE (FT o « N —hEGERS) 2
B (0.5%) . AFEgEERES (ALT L UVAST #8072 & o
JFHSEE A E S H 2 &) 150 #1 (35.0%) . HUIR
IAEERERS 2 165 {4 (38.5%). FIEMHEREREZE 5 M4
(1.2%) . BIFEHEBEREEE 10 1 (2.3%). 1 UPERSS




141 (0.2%) . BHEEERES (RS RV MER RS
9% (2.1%) . gk - BT RARIE 4 51 (0. 9%
FHIE B SE 4 651 (0.9%) . OFk 261 (0. 5%
S EIEZR 141 (0. 2%) KON infusion reaction 2
5l (0.5%) MFBDH LT,

(%)

)\
)\

161 (0.2%) . BEHEEERES (RMERIEMERRE)
9 (2.1%) . sk - BRAUTBLARIE 4 61 (0. 9%) .
BHIE G E 461 (0. 9%) . Ok 261 (0.5%) .
S E ISR 141 (0. 2%) KO infusion reaction 2
5l (0.5%) NFBDH BT,

(%)

g ~— v

[ - i)
AN B S B REE 7 L AR LT S a L

— a2k v KK 200 mg A Q3W, 400 mg & 6

EEEE (LT Q6w w5, ) XiF 10 mg/kg (I

#H) 2 MEME (CLF TQaw) Lwvwo,) THEE
L 72 BROARHFN O i FIRE G S vle, £ DO
B AAL400 mg & QoW TEH L 72BEROAA| O E &
REBIC BT 2 FHMIEHIRE (PLF [Coped W
Do) 1F. AHI200mg & QW THE- LZEED C.p o
CHUIT S LTS (FR), Fiz AH 400
mg % Q6W T 5 L7 BEOAA| DO EFIREEIZE T 5
e IMiEFEE CIT [Cuel EWVH) 3. A
#1200 mg & Q3W CTHH L 72BED Cray o & HEEE L T
EEZ T ETHESN LD, BARABREIZE
WCARERHER SN TS HE - IR TH LA
Al 10 mg/kg (KE) % Q2W TEEH LIZEED Chu o
CHlg L IR A RS & TRlENE (PR, &6

(DR - HE]D B




(2, EMERAEEE 2T RICTAA 400 mg Z Q6W

THEE5 LUsE 135 (KEYNOTE-555 #ER)

L0 F O FREIZ D  SEPFRE ST A —X

., VI a2 b— g 02k PRI LY ERE N

FZA = UL (FR), Mz T, #EOEE

(51 2 Bk BRI % AH DUk

AL S F 2 e & 0 BHIE 2 a9 5 R R PUGTE

FTOURFEE X1, AKl 200 mg &2 Q3W XX 400 mg

Z Q6W T 5L - BROWREE & & F I IE I3 2 et

& DBEIZ OV TR S c ik, EREOHTE -

HE D THME K O PRI AR B R I3 e\

E TSR,

(F )

0 ~<—v

OF iTi'{aelAke

D-1 TR (1) ~ (5) OWVTInicegs

DM THDHZ &,

(1) JEAFBRENIRET 20 AHERERL N
JEBEE (ERE T IR 2N A RS L A e
IR A3 A RS B BE L AR e, Mk S A
WbE7e &)

(2) FrERERibL

(3) FEFRMENIEET DN
(BN AR ERPL, 2

PR T
2RI 1

g <— v

)
®_
% it i
(1)

(2)

MiE%IZ DT
1

FRO (1) ~ (5) OVPhMCHEY
ThDHT L,

A B K L S % 28 A S WL A5
il (RRERTIRS A eI
HIJ % A B HEEHEIL SR 2, HUES A0
il in ©) e Taete 7 1 F A 436 46
%_)_

5 T H R Tk 314 4 1 1 HR A 86
i)




J1IHRBE, S AR EEEHEE R 72 &)

(4) HRAFIEEZHE L, ARILHRIEN
B U RAC BN 2 D% HHE
2D JEHEIT> TV D ik

(5) PLE R A AL 5 2 BRI 5 oD il 3 FE Y 1 2 FR

(3) #ERFRENEDFRE S D 25 A SHREEE T
(DS ARSIRIEEEFR WP, 23 A iRE i )
TlE. B3 AR EEHEE T 2 &)

(4) SRAEEREEZRE L, SRE2RIEN
1 UISSRAL AR IE NG 2 O s £L IS

Al EIT - TV D ik 25 JEH 21T > T 5 ik -Cepe 2947 H-
3 HHREA - 2531 i) —
(5) PSR E B INHE O g% F A 2 fR
DR EIT > TV B it -CERe294F 7 H 1
R - 1287 k)
10 X— ©@-3 EHWEHDZKr<txIZEI LT 9R— @-3 EIEADOZWrRGIZRE LT

RIWER (MEMEMEERICIZ ., KBk - NME% -
HEEO TR, ATHERERETE - BLMEARE 75, Bk
s (RAEREMEE %) . NOWEE (FEE
PeRElEE . FURIREREME S . AIBeelRE) . 10
BERIE. 5 & DB, Rk - BUBUHMARIE, FEk.
HEOKEEE (PEtERAESERARIE S E RS
BEARSEMRE, ZIRALHE, B RIES) . infusion
reaction, M7k « BRI, BJEMEESGE, FhRERE
FH (X T NU—EBRREE) . DR, BRI
P (SoE MR MERIRA PEERBESW | Fat i ME I
IREFERYS, MEERIERIESF) . MEBRE RSEMERE, Rt
TE) AT LT, YR e 3ol Bl R R A B 0D F P

BIVER (MEMERZEBICI . KIBE - DMK -
HEO TH, ITHEREREE - M LMEREE . Btk
P RAMEFEMERRE) . WowkEE (FEE
FERERE S, HURIRMERERRE S BB MRERREE) . 1 Y
PERIE. 5 & DM, Mk - BRSO BARIE, 2%,
HEOKEES (FERMBEIRIERRE, ZIALHE,
JARHIES) . infusion reaction, MK « BHRZE.
FEIEAG S E, MRREEE (T2 - SRR
%), Dk, EERMIKES (ki Mg
PEERBETS . TR I, FREFERES | RN ERIE ) |
MERERIEGRE, MEE) 1SX LT, Mkl X
(X R RSB D BLPAVE 2 3 D [EAH & L




XA hV— & SEEE 100 mg (—i%4 - AT
U RX~7 (BIEFHELZ), BLF TRAL &vo,)
I%. PD-1 (programmed cell death-1) & DU K4
> R Td D PD-L1 LN PD-L2 & OFEA & E R E
95, b Mb1gGd £/ 7 a—F LHIKTH D,

MWEET HERE EE L (BIEROZECRSIC RIER OZWr-CxH S IZB L THRE R O REZ %
BAL CTHRERVPIXEEZZITONDIEFHICHD Z TONDEMITHHZ L), BEHITHEY R LEN T
&)L EHICHE Y R LE ) T DIRHINEE S TV D X DEHINE S TND Z &y
Z&,
SHSAERIE O el HHERET A R A4 OSGETEPT CHrIH % RE)
e [H
Y= (FHMERERD) Y= (B yHARERHIBR)
2 =Y KGR DEIKEL - XA b A—F SIEEE 100 mg | 2 X— XfG L 7R DRSS EWTE AR <
(—f4 . a7 r ) Av7 (EETEEZ)) XA FL—F EEEE 100 mg (—f%4 - AT 1
(%) U AX~7 (Bla1Hax))
KR LR DHELOHE @, AR, XA (%)
7ul) X+ (@i Z) & LT 118200 mg Wl A REROHE  @E. AT, A
Z 3 AR XX 1 [H 400 mg % 6 FFEREFE T 30 7nul)Xv7 (BiaFREZ) & LT, 118200 mg
ST TREEEET D, Z 3 MR T 30 22T THRIEFHES 5,
(%) (%)
3= 2. AANIOFE, (FHET 3= 2. ARHIOF, 1ERET

XA M—F SlETHE 20-me M ORRRHREFRE-100
mg (—fx4  XaT ) X~v7 GEIaFEE ).
CIF TARAI &5 ,) 1E, PD-1 (programmed cell
death-1) L ZD VY H > R THD PD-L1 O PD-L2
LR EEAET S, B MEIgd £/ 7 m—
TAHETH S,




4= (A 2hE] 4= [ 2]
[E B 2 [R5 AR FRBR  (KEYNOTE-048 7A5R) [ BRIL R 25 MAHFER  (KEYNOTE-048 #%)
(%) (%)
F o ARFIFMPEEI T FRE L i LT, TITT F 7o ARFIHEMPEE T FRE L g LT, ITT
LB WT, 0S FFHFESLMAZ R L., combined EMIZBWT, 0S 1XIELITEER L. combined
positive score™ (LL'F TCPS) &v9,) 28101 E positive score™ (LL'F TCPS) &Wv9,) 2 1LLE
DBEEMNZIB N T, 0S DFERIERDTRDO B DBEELERNZBNT, 0S OFERIERDED B
- 7o
*4 1 PD-L1 2388 U 7ok (g, ~ 27 = * 4 JESHERHTISES-PD-L1 &2 B L 7= A
77— RO NEK) AR RS A R S5 CRR MOGEHS (~ 77 7 — YV KN N
L. 100 %3 U7 5, BK) odei i EE iR L, 100 %L
7o B,
11 == (B - HE] (DM - HE] B0

AFNORHEFEYEREET VAR LIV 2 b
—3 g 2KV KK 200 mg % Q3W, 400 mg & 6
W (CLF TQ6W) &9 ,) X 10 mg/kg (&
#H) 2 FEME (CLF TQaw) w9 ) TEE
L 2B OARKI O Mg PR E ARG S iz, £ DfE
B AHAI 400 mg % Q6W THH- L ZBRDOAF| D & H
IRRBICE T 2 EHMIEFIRE CLTF [Copod W
Do) IF. AHKI200mg & Q3W THEG LIZEED Cup e
CHERIT S LTS (F#), Fo. AH 400
mg % Q6W T L e EROARH O EFIRREIZH T 5




R EIMEFIEE (LT [Cuuel EWVI.) 1E, K
#1200 mg % Q3W TEGH L7ZEED Cpuy o & HEEE L T
EiEZ T ETFHENREbOD, BRANEEICE
WCHEAMEDHERIN WL HE - HEBTHIHA
7l 10 mg/kg (KHE) % QoW CTHEE LIZEED C o
Eig U R 2 R & Pl S (TR,
AR SR IR AR & RS ARHAI 400 mg & QBW
THEG LA FE 1 FHFRER  (KEYNOTE-555 #ER)
LV E LN EREICEE S Y BhE T XA —X
15, a2l —3 g 0280 Pl LRy ERe 3
FA=F UL (FR), X T, EEOREE
BT B ERRBRAGEIC IO X AR DOIRGE & &
B A F 2 A & o0 B 2 fR 4 2 MR R SO
FIOLDMESFE S, AHI 200 mg & Q3W XU 400 mg
Z Q6W T b L ZBROg R & & AWM 3% et
L DBEREIZOWTRET SN fER,. FERo ik -
& DM TH ML NP I i 72 72 H 1T 70
LTI,
(F %)

12 =

O fERRIZHOWT
D-1 Fio (1) ~ (5) OWTNMNITEEST
HIEETHDH Z L,
(1) EAFBRENIEET 20 AREHERLR

11—

) JRAETBRENIRET D50 A




e (BRI UL S A B HE L SR BT
HIE AN AP B HEHL SR e . MR Y AR
EbE7e &)

(2) FPERRRERPT

(3) #ERFIRENEDFEE S D 25 A2 E SR
(DS AVRSIRIEIEFR E B, 2 A ik i
NIEbE. DS USRS HEE R 2 &)

(4) SRALEREEZRRE L, SRIE RSN
B1 SUISSRALZERRIEIN G 2 O ffiak ALY
225 21T > TV D iR

(5) HUEMEREZ AL B BT o i F 1 L2 AR
% 21T > T S ik

1 C AN STy S uik s 2 (DR s] TN

M3 7S AR BREEEL R e, MRS ARSI
Tl 7s &) Rt AR 436
%_)_

(2) K EREREIR Be—Cpe 3486
Ha )

(3) HBENF A FDIEE T 2 03 A bt
(N AP EWPE, 23 A 2 E S 1)
J1EBE, DS AR EEHEE R 7R &)

(4) AR b FRIEEZRRE L, AR FREN
B U SRAC BN 2 OfEa% HHE
%25 Ja H &2 1T > T D i O 2947 H-
S EHEES - 0531 )

(5) PrEMEREEAIAL G & BN O it ik FYE 4R
% ZA1T 5 T 5 i i -Cepe-294- 7 H1-
RS . 1087 I

13 =

©@-3 EBEHWERAOZWrCxHESIZEE LT

BIVER (FIEMEMZE RN A, KIBK « /DG -
HEO TR, ITHRERESE « BLMEIRE K, BH&rE
fEd URMERIEMEBERE) . WowkESs (TEE
PERERE TS, FURIREERERE S RIBRERErES) . 1
PEIRI, 5 & DB, Ak - BRBURMRIE . %,
HIE O R EEE (T 2R SRR . Sk

12—

©®-3 HEIEHOZErLHRHGIZEE LT

BIVER (FEMEMZERITINZ ., KRIBK « DGR -
O T, FREREREE - Bi{LIERRE K, B
e (RMEFEMEBRE) . NomkESs (FER
BERERE T, HURIRIERERE S, Al RERErEE) . 18
PEIRIG, 5 &9 Ak, fhik - BUBUTRMARIE , e,
HEOREREE (K ERIEARE BRE, ZTEALEE,




MERREMERE . ZTEALBE, FHKIEIESE) . infusion
reaction, MK - BEMEIC, EIEMMESAE, PhfLRE
FH(FT - NU—IERS) Dk, BERMm
PR (G i MR PSR B . S MR- I
IREFERES . BERRRIERIES) . MBRERIEMREE, X
) ITxF LT, Yk ek S M R R B oD B
WaET HERMEEE L (BIEHOZE-CRHSIC
BLCHREROIEEZZITONASGHEICHD Z
&)L BEBICHEYI R ALE N TE DIRFINE STV D
Z &,

FARIEIESE) . infusion reaction, M4 - RS,
EIEAEEE, MRkfEE (T 2 - N —JERRE
)| L, EEMEEE (G s
PESRBENS . AR i, ARIFERES | R ERIE ) |
MERERAEGRE, FEEZSE) 1Tk LT, YikhEsx X
(X R A B O BLPAME & 3 D [EHH & s L
(BIEH OZW-ox IS IZ B U CHE & OV E %%
TONDIEMITHDZ L), BEHIZHET R ALED T
X DIRHNESTND Z L,

14 ~S—

5. BERGRL R DHEHE

(B2 B3 % F3]

(O m)
QOARFNZEEEILFRF M AHFER  (KEYNOTE-048 3R5k)
IZBWT, &fFERICBTEY Fv~7, 5-FU
KOT 7 F BN OPFRHEE & ik LT, &AL,
5-FU Je QY7 T 45K D OF T B 55 Je QA B Bt
ORI RENRTWD, 7272 L., PD-L1 %H

F(CPS) (2 X ARMEN R 2B AR S D

FERDEFELNTNDSZE (p7~8%MH) 7vH | CPS
LR L7 ECAFR GO RS OYWET 52 &
DEFE LV, CPS 1K Th D Z & DMifERR S 1
TEEIZBNTE, AAILSOTERERE S B &

13 X—

5. \hERGRLERDEH

[B2hiIz B3 % F1A]

(D )

QOAANZE BRI FE S MRS (KEYNOTE-048 7X5R)
IZBWTC, &FEHICBWTEY v~ 5-FU
KO 7 F B OB & g LT, AHAl
5-FU Je Y7 T B4HI D O $¢ 5 B OVAHI B P
BOHEVENTENTWS, 7277 L, Rk
b 2 G e T B K] .

-

B oELS (CPS) 12X 0 HRIMENRZ DA AR
BRENDFEENELNTNDEZE (p7~8BM)
. CPS*& R U 7= b CARKIE: 5 o v 45 0¥ it




R
(M)

EITAHZENEELY, CPS N1 R THDHZ L
DHERR ST HBE B W Tk, AREILS DGR
P ZET 5,

(1)




XEFEHEET A R A
RAT7u ) A<v7 (BETHBEZ)
(BR7E4 : A MA—# K 100 mg)
~ R~

dp

248 A
A B EE

i

Bk




ER/N

1. 1FC®IC P2
2. AANIOFHH. (EHEF P3
3. ERIRAE P4
4, FERXIZOWT P9
5. BHxtGL e b P11
6. HHIZEL THETRXHIH P12



1. IXC®IC

IS OGN < REMEDHEROT- DI, WA STEZEIZE SVl E el 23R D
bb, 52, IEOREHIFOMEANC L0 | FUREIR S 72 & OFH) 72 B /e Ak
FFREEGENARINDLH T, 2D DOEKTZ BB B ITIRAET 2 2 L B
AR L 72 o TR RIFMTBGE R & GE o AT #2016 Gk 28 4F 6 H 2 H BIFERE)
IZBWTH, HEHNERNLEOMHORE(LHEERZX S Z & L ShTn5,

AR AR E SR S, EE RS R 27 0 7 7 A VBBEFEOES L & B S MR
RHZENDD, T, HIWEROLZEMICET 2 ERN+0ERT 5 £ TOR,
MHERGHOBEEEZIT D ERPRF SN BEEIRH UTHEMAT L & &b, BIE
RNV LTI B et & & D 2 & DN ARE 72— 8 O B & i 7= 3~ R A B <
THILENEETHD,

L7z o T, RHA RTA 2T, BIBEES 2N E T L N TV D EFRIZY) -
BHER LR EED & | LU O E IR O feii 708 FH 2 HEHE 3 2 8LA & B B B %
F RO EFREERT,

RE. RHA BT A 0%, MSIATBOE NESR G ERE R O, 2B ARAR
BRI IEE e . — AR N B AR R NEHE 2 M O EFEE FTEENAE N B ARIE S D
WHhob EER L,

MR EMRDESR A F—F JHEHE 100mg (—fk4 : RAT7 ) X~v7 (Eis

T )
K% ERDRREIUIRR « 25 AALFIRIER I\ ZHEE U 72 PD-L1 B ORI UIBR N GE 2R 1T - 15
FE O RIE R bR

NEERDMEROAE @S, RAIZIE, a7 nr Y X~v7 (EaEfz) L LT 1
8] 200 mg % 3 F HIFRRE L 1 18] 400 mg 2 6 3 [H IR T 30 20
DT T RIEFES 2,

3% R 8 3 & - MSD #RAath




2. AFOKK, {ERBERF

FA ML—F RiEEE 100mg (— %4 - XA T7 ) XA~ B HHE#z), LU IR
#ll &vv95,) I&, PD-1 (programmed cell death-1) & Z®d U 77 R CTé % PD-L1 2 O) PD-
L2 L OfEEEEERET S, & MbigG4E /7 n—FAHEKTH D,

PD-1 #2B& 13 T Al o0 i B S 2> & kAU 2 72 DI 03 AVKBRE 23R 3 % 32 7 50 22 ol )
AA »F T, PD-1 1%, EFE/IRREICEWCTEER T HilROMiaEmic BB L, 3%
P& SO % B Ee A B X Rl e 0% SO & HliEH 95, 9725, PD-1 (XY H v REfE
BT DHIEICRVPURSEBRIC L DV VT IVBREZAICHIEIT 2% B/ IKTH 5, PD-LI
DIEFEHMKIC I T 2 RBUT DTN TH L0, < OB AMITIE THIOME E 2z 5
IEERBENCREBLL TV D, BAAMBEIZI T S PD-L1 O ERBIE, BN, g, T
HEfEgE, SREGE . FE/ VBRI 2R & Ok 2 I BNATTHRARIK - TH Y | RWAEFRE
OMEEENRE I TWD,

B OB A DGR T % & PD-L1 ELOFBIMEN S | PD-1 & PD-L1 O IFIEE D
TR BV CEEARKRE 2 ) Z LR SN TR Him 2N AIBROER L L
TSN TV 5,

AANX, PD-1 & PD-L1 XO'PD-L2 Difi U 7> ROFEAELEST 5 Z L1k v, JEE
WU INBR B T O RS RF BARII S BN T U 7 SERZTE ML & PUiEE s 2 s b9
52 & CHIEE R AR D,

AHIOIEREIFI IS MBI OSERURIC & BRIIEMS 2S5 b bh, B UIFEI
5 WM BB, AROR G PR OEGRICIE, BEOBEE HHIATO, SHNR
D BTG AITIE, FB L2 HGUTIE U B 2 ik & B8R & FF o R Al & L Col
VIR A ATV B ORIESISIT & B RIER AL D AT, BT E AL
LA G E ORI AT 5 LED B D,



3. BRI
D AACFRIER IR L= PD-L1 G ORIGUIBRARE 2 1T « BROBE R L
JeE D KR I Z B 24T o 7= E R BR B O RS 2 =T,

[H2hE]
[E| B L R BB AR (KEYNOTE-181 #k5#)
— IR & U CTHEHER 72 (LR IEIRE O & 5 ARIRUIBR R RE 22 AT - IR OB RV B
R OVRIE IR B 628 B (AAN 152 il 2 &de) Zxigc, Al 200 mg 3 3 [ b
(LLF TQ3W) &9, ) BHEOEMMER OZEMEN, (b5EE 07 VX', R
TAXEANIIA ) )T HY) ERBRE LTRSS, 2B, B CREREFTH
R LN HAIT, TREEIT 2 R TER AR DN WEDORRICZE L TWDHHEE
TUE, WRIEILARE O TG FTAT TR BEIT 80 B D £ TAAIOE S ikt 425 = & 237
RE& Sz, FEFHMEE B XM (LUF T0S) w9, ) &Sk, FMtras s
LCREIN () PD-LLEGME (CPS™=10) M, (i) ‘P LERFBER KW Gi) ITT
HLHIZBIT 2 0OSOFERIIRL1OLEBY THY, WTHOEMIIBWTHERNICHE X
NIz FHEA GG T X 7o T,
*: PD-L1 Z 8 L7-filas (EEMIE, ~27 077 —I RO L8ER) & IEEmias e
BRL. 100 %3 U 7= fH,

#F1 EEFIRLE SNT-BEEMAICBITS 0S Dk (KEYNOTE-181 3:BR)

. . i o
\ o AN MK AN — R p fiE
=2} =
BARM Gl AR o) [?i/jqc)'] [95%CI] i)
i 200 mg 88
03W 107 (82.2) 9.3 [6.6,12.5] ) Y
CPS=10 103 0.70 [0.52,0.94] **  0.00855
b1k 115 (89.6) 6.7 [5.1,8.2]
A 238 Mg 19 (;:f%) 8.2 [6.7,10.3]
e bR Q 18‘2 0.77 [0.63,0.96] = 0.00894™
{bZiE 203 (89.7) 7.1 [6.1,8.2]
i 200 mg 271
03W 314 (ggy 7116281 ) ;
ITT 284 0.89 [0.75,1.05] ** 0.08431
{bFkiE 314 (90.4) 7.1 [6.3,8.0]

Cl: XM, *1: gk (77, Zof) ROYEME (RF EE, BWE) ZEhlRT & LRl Cox [FlF,
*2 MR (7 U7, Zofth) RUKREEE (R EEE, ) ZERIAT-& Lz log-rank e, Aok (b
AI) 0.00853, *3: Mgk (77, TOM) ZEHIKTE LN Cox BlF, *4: Hiulk (7Y 7., o) =k
BT & L7 @R log-rank #ii, A &A% () 0.00766, *5: sk (727, ZOf) ROHAE (RF L
i, M) A JE R T & L 72 @R maximum weighted log-rank 7, A& K%E (FH)) 0.00772



—J7. PD-L1 Gt (CPS=10) o EEREE DB 167 1 (HARN 77 2 Eie) 12

BOTUTOAEDMERRES GO (R2EVML) , 7k, Ui ERIT SR E

STV BRI T e <. BRRAZRIBITRER TH 50

72 FiME (KEYNOTE-181 #Bk)

(PD-L1 BBt (CPS=10) 2o ERBORE ., BRRODRBITER)

AF1200 mg bk
Q3W
(85 f31]) (82 f31])
e (H) 10.3 6.7
[95%CI] (7.0, 13.5] [4.8,8.6]
05 NP — R 0.64
[95%CTI] [0.46, 0.90]

CI: fFHX, * : J&@H Cox Il — FET /T X DAL 715 & Dbk

110
100 =
90 x&»
LA |
ABO— ~
) \ [ Y
§ 70 HH\ 1\‘—.
g B0 \\ =Y AF 200 mg Q3W
2 50 | N 7
S ™ \
2 40- . =
@) \H 51
sl T 3
20 - {2t b gy
B i 7| S i e
10 - —H—'—+——+-—+—-]L 5
0 | 1 | | | | 1 | | | | | | I I! |
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AFI200mgQ3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 0
b2 RE 82 74 54 42 34 23 18 14 10 & 4 4 3 2 2 1%

1 OS® Kaplan-Meier B (KEYNOTE-181 #Bk)

(PD-L1 [B## (CPS=10) 2O RELEEOAE, BRMLBITER)




[Zpt]

ERR A BN ER (KEYNOTE-181 #5R)
PD-L1 Bt (CPS=10) R FREOEFICB W T, AEELIIAFIEE 81/85 14

(95.3%) . {LZFRIERE 78/82 61 (95.1%) (ZFE® DAL, 1ABRIE & ORFEBIENEETE

IRV ERERIL, EEI55/85 ] (64.7%) MK ON67/82 %1 (81.7%) IZFEH BTz, W
TN ORETIHBEIG D 5%, EORIEMIZITRO LB THoT,

£ 3 WTHHORETRIAESH 5%LL LORBIEM (KEYNOTE-181 3BR)  (Z2MMAT I RE)
FE RIS (SOC: Bl (%)
System Organ Class) AHIRE b HEERE
HAREE (PT: Preferred Term) 85 4 82 {3
(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
ERIEH 55 (647) 19 (224) 1 (12) 67 (8L7) 32 (39.0) 2 (2.4)
MK LR o RREE
i 4 @n 2 (2.4) 0 22 (268) 7 (8.5) 0
T LT P BRI 0 0 0 8 (9.8) 8 (9.8) 0
I RIS E 0 0 0 6 (7.3) 5 (6.1) 0
W W
FER IR RE AR T 7 (8.2) 0 0 0 0 0
B IEmEE
il 4 4.7 0 0 13 (15.9) 0 0
L 5 (5.9) 0 0 17 (20.7) 1 1.2) 0
H N 3 (3.5) 0 0 11 (134) 0 0
— % - REEER L OB G OREE
I 9 5 (5.9) 0 0 9 (11.0) 1 1.2) 0
9 57 10  (11.8) 0 0 16 (19.5) 0 0
TR 7 (8.2) 0 0 (6.1) 0 0
FEEN 5 (5.9) 0 0 9 (11.0) 0 0
HRPR IR A
i ER A 1 (1.2) 1 (1.2) 0 17 (20.7) 7 (85 0
1 BR AR 0 0 0 22 (268) 10 (122) O
R L O REE
BN RIS 10 (118 1 (1.2) 0 16 (19.5) 0 0
B R L O A Rk
17 PR 0 0 0 8 (9.8) 0 0
R R M
USTE 0 0 0 6 (7.3) 0 0
KM= 2 —m /N F— 1 (1.2 0 0 5 (6.1) 1 1.2 0
RWMERE = 22— 18— 0 0 0 22 (26.8) 1 (1.2) 0
MR ER, FERds K OMthm e
filiig 2% 7 8.2) 0 (1.2) 0 0 0
B F KO TRk
it A 1 1.2) 0 0 28 (34.1) 0 0
B2 4.7) 0 0 6 (7.3) 0 0
BEIR BB 2 (2.4) 0 0 6 (7.3) 0 0

¥, ARABEC IV CHIE VNGRS 841 (9.4%) | BEDREEE (haEPER R
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FME . R FEREMARAE GERE, ZIALEE, JERIEIES) 161 (1.2%) | MfkbEE (X7 -
N U—EGERES) 241 (2.4%) | FFHEEEREE 9 1 (10.6%) . FIRREEEERESE 7 41 (8.2%) |
1 BUBEPRIS 11 (1.2%) | fhc - BREUTALAEAE 1 61 (1.2%) K TF infusion reaction 1 4
(1.2%) MERDH BT, £z, KBE - /NMEK - BEO TH, FEREAEEIERTE. RIEH
REREE, BREREREE ORI MEMER R%) | Pk, BIEMEE, Wk - gk, 5
E MRS, DhYc. MERERIEMRE, EEMERRE (S M MR PSR B, A
MR, FRIFERES, MEHERIERIESS) K OFEZITRE® Divienoiz, AREIVERRBLRN
FEEFES (RRMEMRETEET) 280EHEREZRT,



[ - HiE]

RENOREFAEYBEET L EFIA L2 I 2 b—a L Ic kY. KKl 200 mg %
Q3W. 400 mg % 6 HMIHEE (LLF TQeW) &9, ) XX 10 mgkg ((KE) % 238[H
[FIE (LLF TQ2WI &9, ) THE L72BROARA| O MIE TR ESBRE STz, £ Ok
. AFH 400mg 2 Q6W THeh: L7z B D AHAI D E FIRREIC 36 1T 2 E A Mg IRE (LLT

[Cavgss)] EVV9, ) X, AFKI200mg % Q3W TH G- L7ZEED Cagss & FEELT 5 & FHIE
iz (F#) . 72, &K 400mg 2 Q6W TH - L7ZBROARKI O E HIRREIZ I 1T D A
M5 FHRE (BLT [Craxss] &V 20 ) 1%, AF 200mg & Q3W TH: L 7ZFRD Craxss &
i L CEfEz R T E PRS00, BRANBEICBW CESERHR STV D
ML - HE&THDA4] 10 mglkg (KE) %2 Q2W TG L72FED Craxss & Hifk L TIEAE
TP ENT (FR) o, S 6T, EIEEAEBE Z XA K 400mg 2 Q6W T
# G- U7t SRR (KEYNOTE-555 #BR) o 0 15 & L7 SEHIME I 55 < SR EhRE <
TA=HII Va2 b= a TR0 PRI LS ERE T A — % LHERILT- (TR,
Nz T, OB T 5 ERRBRAREICE S & | AR OBRER &AM et
& OB A WETT DRSS T T LS S, ARHKl 200 mg & Q3W XL 400 mg &
Q6W THe 5 L7-BROMEE & & AT L Ve L OB EIC SV TG S Lol R, b
SOMIE - AEOR THIER VZRMEICHfERZR T2V & TRl SN,

R4 AFAOEYBE T A —F

- I Crax Cag Conin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W! (%?éﬂ (ﬂ?%ﬂ (ﬂ?%& (m?im (m?ém (m?;m
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'230.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
OMGK W\ gy | s | unim | aeees | s | (93200

+:n=2,993, 100[ED¥ I = L— 3 2LV FH S 8MEEEO Rl (2.5%5,97.5%5) | Cmax : FIEIHE
H#OEEMIEFIRE, Cag : MIEEGEZOEHMIEFRRE. Cnin: PIEIRG% (FA 270 2 B5RTD O AR
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARumn i i

I 56 D RELIME  (95%(5 1 X )

§ : A1 BT EE  (95%IEHHIX )

NA : %7 L




4. FHEFRIZOWT

AR OG- 72 BE 22 W - FrE L, AR OB EICL Y BEELRBIER 2RI LT
BRI T D Z ERMERTED, LFOO~QD TN T &z sl W THEHT 5
RETH 5,

@ #EHRIZHOWT

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

(1) EEFBREDEET D05 ABHEERLS RS (BRE RS A SR EE L SR
%ﬁﬁh@ﬁ@%%ﬁ%%\%ﬁﬂmﬁﬁrh@&>

(2) FrEREREFRRT

(3) HBENFRAENIRE T DA BHEEEFRL (DS A BREEEE TR, S A SR
W 1IEBE. 2 AR R e &)

(4) ARACFRIEEZRE L, SREFREINE 1 U SRAE TR 2 Ojitiak e
R D 21T - TV B fitiak

(5) PUIEMEREEEA AL 7 & BRINEL OO fiti % FE B I AR D JB H 21T > T D Jifi ek

O-2 IEREOLERE L OFEIE A FEBLRF OXHIGIZ 00 72 5nik & R 2 FroERT (F3R
DWFTINTEE G T DERN) 23, X2 REBOARANCET SIGROBMEA & L TRE S
NTnsHZ &,

*

o [ERETFRSEZ2FEOYIMHE ZE T L7 IZ5FELL_E DR AR O RIRIHE 2
IToTWBHZ L, 96, 280 BT, DSASEWEREY T & LR IEEZOMME 2
1IToTWAHZ &,

o ERRFFEUSRZEDOIHHHE ZE T L7oRIS, LR O A EYIRIE %= 515
FELUEDOHESARZDER ZIT> T D 2 &y

o[BI EZAFEONMHE ZE T LR ICAFELL LORKERZ AL T\ D
Z &, 9B, ELLEIL., HLESEE DD AR & S T LR S O R RHE &
1IToTWAHBZ L,

@ BEANOEXRLFREBEOEHIZOVNT

PR S A B ST 2 B N E S, BRSNS OfFRA D, ﬁ%é %@
EMEEIEOE R OB B ERS R 2 E R, AEFS0NRE LG o®RE
EH, ERHECHIITONDIKHINESTWDE Z L,



@ EBHWERA~DOXIRIZOWT
@-1 R iRHC BRd % B

WV PE R B O B ZRBIWEA 2338 48 UT-BRIC. 24 BEBIRSHRIAH]| O F | Yi%hiak X
S BT, FEEL L 2 BIEANCIS U CARBREHE L O CT 20 BIVEF ORI S5
IRRRAEOFRER N Y B IS, B HICRHGATRRR2ARI N E - Tnd Z &,

@-2 EENBERICL 2AEEFEFSIINICEAT 2 E NS

DAZRICED 2NN OB L2 A T A EEEFEDPEERE=4V 7
EEOIERDOAY ) —= T EITOERE & HREZ A TE 5 F— AERIRH 23V
EENTVWAZ L, 2B, BIAEHIZOWT, BABE EZDOFEICHSIEmMmENT
WhHZ L,

@-3 BIfEA ORZErextIRICBI L T

BIVER (REMMZERIIINZ . KBE - /NEK - BEO TH, SRR - i bR
TR, BHEERETE (RMEREMERRE), NowkEE (TEREKREREE, FRIRERE
HE . B HERERETE) . VARG, 58 O IRK, AR - BEBURMEIE . BER, B DR
JEREE (PR B RMARAE R BRI ARE BERE, ZIRLBE, FARRIESE) . infusion
reaction, 7% - B, BIEM M )E, MRETE (X7 2 - NU—IEGERES) | DAk,
e MRS (oM MR PESR B . VMR M, JRIFERES | MERRIERE %) |
MERBERIEMRE, FEAZE) 1Tk LT, Ml X3r MR B o B 4 B 9~ 5 = Al
EEEEL (BHEHOZWroXISICE L THRER OB ZZ T N RKMHTH L L) |
B HIZHEE 7R LE N TE DIRHINE S TNDH Tk,

=
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5. BEXRLRBHABE
[ B2t B+ % FHIH]

@

@

bR 2 A9 % PD-L1 BiPE (CPS=10) OIRIEYIRREZRHELT - IO RIER
RO BE B W TARAOFENEN RSN TN D,

728, CPSIINALT R Y Xv7 (BaHZ) Ooar =42k (kR4
PD-L1 IHC 22C3 pharmDx [# =1]) ZHWTHIET 5 Z &,

FRUICEZ N T 2 BB KT D AAN DO 5 K O GRS DWW TR, ARAI DA ZIEN
MESLSNTELY, AAOHREGHR LRG0,

o ALFRIERE OV

o FiomibhRE

o OFUENERELA & OO

[Z2 4tz B4 5 F ]

@

@

TRUCHEU T HEEICOWTIEIARBORENED L SN TWDLZ Enb, BE5EE21T
F oA ARG
o AHNDORESTIR UIBBUEDORBEERE D & 5 BFE

BRI OFHMIZIB VT TFRRICEE S T 2 BTN TE, AFIOFE G IFHEE S 72y

D, AOIRERPFUL A 2 NG EITIRY | HEICAFZEHT 22 2BETE D,

o MEMMZEROEI IIBEOH 5 BHE

o oS E R A CHRE R 2580 D B K ONE B M O FUR Bt I <o g M fiti 2
FEDOMIZRIEMEZE LN HA B D B

o BOMEERBOAD, UXEMERZE L IXHEFREMEO B R E OB O
b5 BRE

o EERBMEE (&R A 5 T) Ob 5 ERE

o MO IBEEE AT LR

»  ECOG Performance Status 3-4 V@B

(ED ECOG @ Performance Status (PS)

Score | EFE
0 | &<MERIEHTE 5, BFaiE U HEAEESIHIRZ: T2 5,
| AARIICEL LUVEENIHIR SN D, SITATRE T, BIEERME > TOEEIIITO 2 LN TE D,
B BNFE, EEEE
2 BTRIEECHGDOH DRI O Z L 13T N THEEEDERIZTE W, HHD 50%LL EiZ~<y FACiE I,
3 RONTZHSOEDED DZ L LnTE7R0, HHO 50%LL EE2 Xy Rl 2,
4 2LENT RV, BOOHFORD O LiFael TERY, By R BT TiId,
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6. BMEIZEL THEETREFE

O  IRFASCEFEIIIN A, BEIREES D IRAET 2 ERFE T -D & AR O FeE K OV Ef#
DT OIZ B HEZ T L TS5 2 &

@ JHREBIAICIENL D BE T OFRICE MR EREE s L., FEE2 5
ThoETHZ L,

@ FEREWERHO~RT AL MMZDONT

MEMEMEER D LI D Z ENHHDT, AAIOBRGIZHT- > Tk, PIHE
W (Bgliv, WL IREE, k) OfeRE MK O X fiads o L, Bl5x -+
AT D T &, Fle. BELTS U THES CT. MiF~—F —F O/ 2 Fhi+
5k,

infusion reaction 23 & 5145 Z L 3% 5, infusion reaction 23728 H LG AT
X, WUREZIT S & &b, JERDEIE T 2 £ CHRE DR L +/0IT8l5
T5HI &,

FURIRSEERE . PR E K ORIBRERENHODONDLZ N H DD
T, AANOFH-BRAART L O G- ]I R I3E WIS N e ref & (TSH, W2
T3. EHE T4, ACTH, M =T —VEORIE) & FEhid 5 2 &,
JFESRERRE . B LEAE RN S HOILD Z DD D DT, AFOE 5 HMGHT R
OGP I e I REME (AST. ALT. y-GTP, Al-P, BV /LB %
ORPE) ZFEHT D5 &,

SEIEE (MR L ITEBHRAERZET) FOEERIREENS bbb
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEFEN
RBOOLNTHEGEITIR, HONCEREEL =2 T2 KO BEBLEET HZ &,
AR OBEGIZLY | WEOGERINIERT 5 £ B 2 bV H kA IR ERE
DHLOLNDZERNDD, BENRDOOLNLLGEITIE, B LEFRIIS LT
BEFHE 70 itk & AR A RO Rl & s U ClE bl 2 8RR Wr 247\ ot
FOSZ & D BWER R B 25581213, AR ORISR, K ORIE RE R
IWEVAIOBRGEZEZRT DL, ok, BIERERLVE L OERGIZEDETE
HOYEERFRD IR WIGAITIE, BB RE AV LISt o S il Fl o8
bLERET DL,

B TR, BORRIN 5 ARRE L T LEERDP BT 22 13 H D720,
AFN OB TRICHRIEHORBUZHSITEET H 2 &,

1 BUBEpRIS (BE 1 BUBEIR S 2 & de) Db bbdu, BERPES 7V F—T &
IZELHZERHLOT, Aig, Fl, EHFEOIEROFEELCMBEEO R+
SEETDHZ &, 1EEREA OGS EREERIEL, AR 8l
O & DORMY R LEZ1TH 2 &,

@  AA|OEERRERIC I T, 556D 9 BRI THMEORHE 217> Tz Z
EEBHBID, ARG TITIEHRICEIGRE THROMEREZ1T I Z &,
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EFERHEETA N7
Rh7u ) X<w7 (EiaFHBZ)
(BR5E4 : ¥4 FL—F EFE#E 100 mg)
~ /N i ~

2 9428 (£ 248 AKET)
BE A




SR

XL HIZ

AHNOFFE, ERET

i IR RS

FEER 122U T
BehHxtG L 70 D A
BHIZER L TEET & $HH

o s 0N

P2
P3
P4
P20
P22
P24



1. IXTHic

RIS DOF M « ZEMEOMERO T2 DITIE, WS SCEEITIES W2l 7 AR D
BND, 5T, IEOREEFOMEAIC LV | FUREIRS 72 & OHHN 72 3R AR
FFEIMPARINDLH T, 2N O DOEHKNZEICLEREE IR 5 2 L3RR
PE L 72 o TR Y REMEGE S, & O HATTEE 2016 CFEAL 28 42 6 A 2 H BFEERE)
ICBWTH, HEHNERNLEOMHORE(LHEEZX S Z & L ShTna,

R S S, KRR N7 0 7 7 A VB D ESK L & B S R
RHZENRDD, ZOD, HIWEROLZEMICET 2 HERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
FMFEE LTI LB 2t & D 2 & AN A fE e — 8 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA KT 4 TlE, BIBEESSINE TITHE LTV A EFIRFR -
BHER LR EED & | LU O E IR O feii 70 FH 2 HEE 3 2 8LA & B2 B B %
F RO EFREERT,

RE. RHA RTA 0%, MNIATBOE NEHR G ERE R O, 2 EEARAR
BRARIEE P, — M EE N B ARBRRNEHE S FREdEe FITEENE A B ARME 72 O
— it EE N B AR P O Db EERR LTz,

KGR L IR BHEIES - XA F— X EEENE 100mg (— 4 - XA T e ) XvT (B
TRz ))

MG L RDMEXTNE - UIBRARREZ2EAT - T33O IE/ KR e

MBERDAERORE - @BE . AR, XA7nr) XA~v7 (B rHfiz) LT, 1
[0 200 mg % 3 3 H][FE MR XX 1[5 400 mg % 6 3 [H[E R T 30 47[H
DT CARTEERET 2,

B 3E W oE % & MSD Rt




2. ARIOFK, 1ERKERF

XA M—F RIEEE 100mg (—#4 : _AaT7r ) Xv7 BIEFHEL), LT IR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEAZEH#EREST S, b MbIgG4 £/ 7 n—FAHEKTH 5,

PD-1 FE81E T MR S B AR A 2> Dk 2 72 D12 2 AR 23 R 9= 2 T2 70 S s il 4
AA »F T, PD-1 (F, EFEZREBIZEWDCEER T MildoMiamicgE L, 3om
P& SO % B e A X TRl 72 oS OS2 T %, 7B, PD-1 13U v R Eff
AT DI LICE Y PURZERICL DV 7P vmiZEa AN+ 22 /K CTH 5, PD-LI
DIEFMHMIZIB T 2HBUT DTN TH LD, 2L OBAMIETIE T Mlao@ s 2Mmz
DI EBENZHBLL TWD, DARIRIZI T 5 PD-L1 O &7 8%, B RbaR. .
A . SO, FE/ NI ATE 72 & DA Ze WA TTRARK 7 TH Y | KW AfFE
& OMBEERRE I TWD,

B OB A DGR T#% & PD-L1 BB OFHEEAMN G, PD-1 & PD-L1 ORI
DEEERRIC W T EEREEI 2 5 Z L OVRIBR ST L H7- 7203 ATEIE D, &
LTHIfF ST 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Difi U T2 ROFERZLESTH Z Ll kv, [EE
WU NBREE T OSSR ENE T U L SERATEM L &8, HUEE % 2 FE b
T2 Z L THEENRARET D,

HAN DRI 25 < MBIE DS RIS & B BIERIS 2 B & b, B UIET I
5 TS B B, ARIDR G R O EHRICIT, BEOBRE HTT, BiNR
&N B AT, SR L7 TGS U7 SRR 2 il & BB A FE O IEAT L S LTl
OIZRERIRBIN & 1TV B ORIERIEIC & % BIEA B EDN 5 B AIIE, IR R AL
LA GO R E AT ) LB B D,



3. HRPRARE
YIBRASRE 72 1T « FF3E D FE/ N itiJes D AGREFIZ 3l 2 17 - 72 E 72 WK RER O iliis &
NE IR

(B 2]
OEBILFEFH MR (KEYNOTE-024 #5R)

LFPRIEIE D 72\ EGFR B 1n - A M2k | ALK @G B 15 1-Fat: & O PD-L1 Btk (PD-
L1 2388l U7 fEEAEs S %G (LR TTPS) &EW9,) =50%) OUIBRAEEZRiE
1T« B OIE/ IR it B 305 B (HASA 40 Bl & de) ZxtBIc, A 200 mg 3 18
kR (CAF TQ3W] &5, ) HEDH R L RMEN, 7T FF 8K 2 & i
b=k (LLF [SOCT &9, ) ZRHHRE L TRET SN, Zeds. RN T A
TR BT GAIT, BT 2 R T RER D3GR 8 B IR WSRO RRIRIZZEE LTV
% B CIE, RIBILARE OB REAR CHR BT B DD £ TARAIOER G 2 kst § 25 2
ENATRE L ST, EEEEETE B R MR EE IR (LLF TPFS) S o, ) | EIREE
I EIE AW (BAF T0S) &), ) & &iv, RJNET 7 F 8K % & T b
B LC, PFS, KUNOS (FHfEfiENT) 2 A BEITIER LTz,

*:24 A ECHRESNIEBARAROREEZTIL L, 0%, ERETHRD ONHE
T EHBTE S L EANT,

#1 FiRE (KEYNOTE-024 3RE)

A 200 mg Q3W 777 TR
(154 f51) ALk
(151 1)
R (A ] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ N — R 0.50
(95%CI) (0.37, 0.68) —
P " <0.001
hoviE [H ] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ NP R 0.60
(95%CI) (0.41, 0.89) —
P fE" 0.005

Cl: XM, NE: #ERHA, *1 : RECIST A FT7 A > 1.1 MUTES S MSr e, *2
JE5I] Cox eI NV — RET WML DT T FFHRAIEETefb PRI L O, *3: @hln s 7 v
T RRE. *4 MR O — % 201645 H9 ANy AT



100 psc
90 - ™ — EFFI00mE QIW
80 - T5FFHAESOIAEE
&£ 70 -
.ESI-I- 60
50
gﬁé 40 - l-‘
§E 301 v,
20 4 (R Yy
10 - "l——|__*____|
0 3 6 9 12 15 18
at riski HIaBEFHE A]
ZFAI200mg Q3W 154 104 89 44 22 3 1
TSFIRAERCIERE 151 99 70 18 9 1 0

M1 s & B PFSOEKARNTE D Kaplan-Meierdi#f (KEYNOTE-0243R5%)
(PD-L1BEME (TPS=50%) DEHEM)

100 :
90 ] ‘-\1_1\"\.
80 | '"‘x.\._
70 T
—_ ]
£ 60" Wi
ﬁ'!’ 50 . -'."n.m..." o e e ]
L
b 40
30
20 1 —— #m00mg Qaw
10 - TS5 BRSO SRS
0 3 6 9 12 15 18 21
at risk%y EFRRLA]
AE200mg Q3W 154 136 121 82 39 11 0
ISFrEREZOIEELE 151 123 106 64 34 7 1 0

X2 OSOHH T DKaplan-Meierii#t (KEYNOTE-024385%)
(PD-L1BME (TPS=50%) D EFHER)



@IFEBEILFE S 1 /M AHER (KEYNOTE-010 #5#)

7T F TR ST LFRIERET 2895 PD-L1 B (TPS=1%) OUIBRAHE/2 i
1T - R OIE/NREEE 1,033 ]l (HAN 91 filxETe) ZXF5102, AH) 2 mg/kg
Q3W # 5T 10 mg/kg Q3W G- DA MR VLZatEn, Fe&Xerxkfy (BT
DOC] & 9H,) XL L TREIENTZ, Zed. BGRHN TR EETHRD btz
BAIT, BT 2R TIER DD B AR WED RN L E LTV 5 BE TIE, KE
LI DGR TR BEI TR B D £ TAAIO B Gk &2 alE & Sz, TERT
IE B 13X OS X OVPFS & &4u, AFNEL DOC Ll LT, OS A EICER L,

*] : EGFR & fn 12 RGME L ALK @A BG5BT, 77 F 8K %2 Gk
VLI L DIRRIEICIN 2. £ E 4 EGFR FHEIEA X% ALK FHEMER 269 2 fuEtt
NEIGEANC K DIREEZ AT 2 BEDMAAN LI,

¥ .24 A ETHREENEZHAIARORE G EHIE L, 0%, FREETHRD b5
BlICEEGERTE L ENT,

#2 FiIMERE (KEYNOTE-010 3RE%)

AHA| 2 mg/kg AFAl 10 mg/kg DOC
Q3W Q3W
(344 1) (346 1) (343 1)
rhoefl (A ] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
0S | ~H#F—Fpn 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001

Cl: ZHEX. *1 : B3 Cox bl Y — FEF T LD DOC & DL, *2: @hla 75 7k

E

100 =
a0 A A ——— &8 2 mg/kg Q3W
80 F#10mg/kg Q3W
70 1 — REFFEIL
& 601
E 50 1
40 - gl "‘Hu TR TTE Y
301
20
10-
0 LALARALLLALALLELLLLLLLAL) LLALALLLALALALLLLLLLLL L LLALLILLELLIRULLLLLLL L] LLALLULLLLLLLLLULILLLLL] LLL LLLLLL}
5 10 15 20 25
at risk¥y EFRMLA]
F# 2 mg/kg QAW 344 259 115 49 12 0
FH10mg/kg Q3W 346 255 124 56 6 0
FEFFEIL 343 212 79 33 1 0

M3 OS DE#MMEITE D Kaplan-Meier i (KEYNOTE-010 3R5)
(PD-L1 Bt (TPS=1%) DHBRELER)




QEFRLF S MFHFER (KEYNOTE-189 #iR)

{LERIERE D 72\ EGFR A6 A REEM K Y ALK @ éE 5 O UIBR A G 7ok
17 « H3EDOIERE LRI/ N mnE BE 616 6] (HAN 10 iz &te) ZXI5Ic, KK
200mg (Q3W) | XA hL-FE KT RU T AKF) (LT =AML XEFR] L9, )
BT T FFRA| (VAT TF oI HNRTTF ) OPFREE (RAIGEREE) 1o
BRIER OZEVER, 7T 8RR, XX L%t KR T FF A OHAES ((LFE
IERE) 2ot L —EHEMRABR ORI SN, Mte b, 777 F AT Y EAL
DREEZTEIG®RIRL, BEIIHRK4 a3 —RAFETE L, 2B, B CHREETFR
D O AT R REIT 2 R TIER RO DR WEDREIKRMIICEE L TN D EBE T
I, RIEILAE O EfGEHAN CHREETHRO D ETERA L AX N3t ROJFHES
ZAkfEST D Z EFREE IS, FEFHMIEEE L OS KUVPFS & S, AHl <A b
Lt REOT 7 FFRBOMHAZE G777 ER, <X Xt REOT T F A 0
DFREEE- & e LT, OS K OVPFS # HEIZHER LT,

*1 0 ARHI200mg, Ak LFE R 500mg/im?, AT F 75 mgim2 XNV T T F
AUCS5 (mg -+ mL/min) DOJIEIZ Q3W (% =2—AD 1 HEIZEE) T4 a—2&5%, K
#1200 mg M2 A kLt K 500 mg/m?2 78 Q3W TG-Sz,

*2: 7 TR, XA M LFE R B500mg/m2, AT T F 2 15mgim2 xR T T F 2 AUC
5 (mg + mL/min) DJIEIZ QAW (%F=—=2m 1 HHIC#E) T4a—2HfEE5#%, FI+¢
REOANA N L& R 500 mg/m? A3 Q3W T h- & iz,

*3:24 WA ETEREESNIZGEIIARORGZHIE L, 2%, EERETHERO b
AlcEGHHETELZ EEE T,

#3 A3MREE (KEYNOTE-189 35R)

AHKIOF FH#E o= 30 5
(410 1) (206 1)
R (A ] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s™ ANHP— R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
i (A ] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PES™ ™ NP — K™ 0.52
(95%CI) (0.43, 0.64) —
P " <0.00001

Cl: {FHEXR], NE: HEEARA], *1 : FRBIREOT —% 2017 11 A8y AT, *2: 8
B Cox WHINY—FRET ML DT TR, XA FLFt REOT T FFRIAGERLFEED
OFRRE L oL, *3 @Rl 7' Z 7 BE, *4 : RECIST A4 KT A4 > 1.1 USRS ERT
HRNT H Y]



at risk#%
AF|200mg Q3W, N
ANVFERRUTSF
TRERRLEEE
F5th, RANFE
RRUTSF+EEIHA
1|25

201 —— #F200mg Q3W. ~XRLEERRGTSTFHREIGRLERE

10 ] ——— 75tk "ANFERRUTSFFHAIHBILEEE
o T T T T T T
0 3 6 9 12 15 18 21
S1FHR 8]
410 377 347 278 163 74| 18 0

206

183 149 104 59 25 8 0

X 4 OS OHFREEHTE D Kaplan-Meier Bi#f (KEYNOTE-189 38%)

at risk®

AR200mg Q3W., A
XhUFERFMIDL
XKMRUTS57 88
TS5k, RANEE
KFPUOLKERARY
757 +EA

100

90 -
80 -
¥ 70 -
“60~
i i
*HSO
g 40
§¢ A
&30
20
10 S

— WG QIW, AANAEEFMOLKEMRUT ST RN
—— TR, RAMNSCRSF NDLKIORRUTIF RN

g TR
1—9———1—0——-—1
[ J5 em—— S— S— e premrrrr SRR S——
3 6 9 12 15 18 21

410

206

322 256 148 60 17 5 0

140 80 40 16 3 1 0

M5 SHTPRHEREIZES PFS OfEf#ENTEO Kaplan-Meier Biff

(KEYNOTE-189 35%)



@EFRL R F MRS (KEYNOTE-407 #ER)

{LFRAERED 72 BIBRARREZR LT - FRI8 O RF LRI/ N s B 559 5l (AA
AN 50 Bl & ETe) xR, AHF200mg (Q3W) . HIARTTF L ROV Y X FE)L
XiF 7Y 2xtn (A7 I EER) (LT Thab-PTX] v 9H,) OfFH#&ES (K
HOFAEE) P OFMER NLERMER, 7T 8R, INVRTIZF RO Y ZF /LY
IE nab-PTX OOFHE G ((LAFER) 2 25 e Le “HEMRRR TRt S, mifE
Eh, N7 Y Z XL NIT nab-PTX (%, #HYERIVEE ZEITERL, F513HK4 =
—ZAFETE LT, 7ok, HEFHE CRAEMEITHRD bNATEAEIT, REETZ 90K
DR BV NWEDEFIRIIZZEE LT 5 B T, RIBILLUE O B FEAL T EET N
RO OLND ETARANOKG 2kt T2 Z ERAHREE S, FEFHMEEE X 0S X
PFS & &L, KA, WNKRT T F 2 RO Y & X8 /L T nab-PTX OOFABEE1X 7 F
YR, DNVRTTZF U RORT U Z X80 L nab-PTX OFFHEE- & i LT, 0S &
O'PFS # 4 BITIER L7z,

*1: ARAI200mg, 237 U 2+t /L 200 mg/m? X i nab-PTX 100 mg/m?, 4 /LR ~7Z F > AUC
6 (mg - mL/min) DNAEIZ Q3W (KA, /X7 U EZ XL KRANRT T F o A35Ea—R
?1HBICES, nab-PTX Z%a—AD 1, 8, 15 HHILEKE) T4 a—xEhH%, K
#1200 mg 2% Q3W T G- sh -,

*2:. 7R, /N7 U HXE/L 200 mg/m? XiE nab-PTX 100 mg/m?, /LR 7 T F 2 AUCE

(mg * mL/min) DJEIZ Q3W (KA, /X7 U XXV IV K OHIVRT T F o N3E&a—AD
1 HEIZHES, nab-PTX (3£ =a—AD 1, 8, 15 HEICZHKE) T4 a—2E5%, 77
TR Q3W TG STz,

*3:24 W A ETEREESNTEGAEIIARORGEEZHIEL, D%,

BlCREHEATELZ Z LI,

TREEIT SR b

#F4 BEHRE (KEYNOTE-407 35&)

AAKIDF L (bR iERE ™
(278 1) (281 1)
i (A ] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ ANAF— R 0.64
(95%CI) (0.49, 0.85) —
P fE" 0.0008
R (A ] 6.4 4.8
(95%CI) (6.2, 8.3) (4.2,5.7)
PFS™ ™ N — R 0.56
(95%CI) (0.45, 0.70) —
P " <0.0001

Cl : fZHEX[H. NE : HEEAR A, *1 . FREENTREO T —% 1201844 A3 Ay AT, *2: 8
Bl Cox HeBINY— REFT VL DT TR, WIVRTTF U RO U X FE/L T nab-PTX
OOFREIEE Oz, *3: J@hle 7 Z > 7 FE, *4 : RECIST A4 K74 > 1.1 fIZES ER
RS A Y]



100 1
90 - 5
80 1
200
£ 60 - -
¥ 50 ] v,
40 ) s
30 : N
20 _ — A 200mg AW, HIVRTSFURUINTYIF IR Enab-1NT7UIF I
1 8 — ——— T3tk DARTSFIREINIVIFEIRnab-IS7U9F I
0 3 6 9 12 15 18 21
at risk#§ EFHRLA]
FE200mg Q3W, Ak
T3FI/RUINTVIFEI 278 256 188 124 62 T7 2 0
RlEnab-1t7Y 9%t
T3tk ART5FY
RUNKTUIF LI 281 246 175 93 45 16 4 0

nab-$7U9%t)l

X 6 OS DH TR D Kaplan-Meier fi#R (KEYNOTE-407 3RER)

100 7
90
80 1
:\570—_

— FH200mg Q3W, AKT5FYRUIN7UTF IR Enab-I17Y 95
\- ——— T3tk ARTSFIURUITYIF IR IEnab-I17Y9F LI

——|--|-—q__+l
—

at risk#x

F#200mg Q3W. Ak
T5FURGINIVIF I 278
Rdnab-IN7U 9%

T3tR, hbRTS5FY
RUNKTUIF LR 281
nab-IN7U 9%t

T T T T

3 6 9 12 15 18

HEREFHRA]
223 142 57 23 5 0
190 90 26 12 4 0

X7 BERTHRRHEEIZLD PFS OH T D Kaplan-Meier Hig

(KEYNOTE-407 35%)
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GEBEILFFMAEFER (KEYNOTE-042 #5#)

LB D 72\ EGFR A6 T REaM, ALK BhE B 5 1M & OV PD-L1 Bt (TPS
=1%) OYIRARERMELT « FROIE/ NIt B 1,274 B (HARN 93 Bl &te) %
RFGAT . AH 200 mg Q3W & 5- DA MK Ok, 7T FF A2 & e fb k%
XL L TRET S 7z, 7eds, BN CHREBEITTNRD SN HAI1C, KEEIT 2R
FIEIRAZED SR WVEDRERANCZEE LTV 5 BE T, WRIEILLE O B 3T TR R
TR LN D E TAANOE G 2k 5 2 LN ATHE & S, EEFHEE H 1L 0S
&St ARENLT T F K E ST FREE L R LT, OS #HRICIER LTz,

*: 24 WA ETERG INTGEIIARFORGZH 1L L, 0%, EEEITHZE D b -Ga
CEGEBATES L L ENT,

&5 AMHHE (KEYNOTE-042 3E) (PD-L1BBME (TPS=1%) DRBEEM)
77 TR B G Te
AF 200 mg Q3W (g
il %k 637 131 637 1]

o e [H] 16.7 12.1
;;S%i% os°! (95%CI) (13.9,19.7) (11.3, 13.3)
(4 ) ANP— R 0.81

(95%CI) (0.71, 0.93) —
P ffi™ 0.002
il %k 299 % 300
o e [H] 20.0 12.2
OT)PQS_;;Z 0S™ (95%CI) (15.4,24.9) (10.4, 14.2)
- NP — R 0.69 B
(95%CI) (0.56, 0.85)
il5 338 4] 337 $3
o thefiE LA 13.4 12.1
Sziggzgéf 0s™ (95%CI) (10.7, 18.2) (11.0, 14.0)
- NP — REE™ 0.92 B
(95%CI) (0.77, 1.11)

Cl: EHEXRE., *1 : PR OT —% 201842 H 26 H A v b4 7, *2 1 @RI Cox Hefil
— RETNWIZE D77 FH A ETALFHIE L O, *3 . Bhln 77 v 7 RE

11




100 1
90 - L — FHJ200mg Q3W
80 i \ ——— FS5FEAESOIEEL
70
& 60 -
ﬁ 507
# 40 -
30+
20+
10
0 : : . . : .
0 6 12 18 24 30 36 42
at risk# ErERLA]
AEI200mg Q3W 637 463 365 214 112 35 2 0
T5FHERESOIEEE 637 485 316 166 88 24 1 0

X8 OS DFRIENTE D Kaplan-Meier Bi#f (KEYNOTE-042 3{5%)
(PD-L1 B (TPS=1%) DERELEM)

12



[Z4xtt]

OFE BRI R NS (KEYNOTE-024 ##)
HERRIIAFIRE 148/154 5] (96.1%) I O} SOC #f 145/150 ] (96.7%) (258 B, 15
B & ORI RBIR NG E T WA FRHRIL, £ 113/154 4 (73.4%) K O 135/150 )
(90.0%) ITFEH BNz, WTNNORETHILERD 5%LL LORIEMILITERD LB ThHh-o

776

K6 WTNHLORETHERED 5%LL LORIEA (KEYNOTE-024 3Bk (REMEMIr S E£H)
FRERIKS¥E (SOC: System B (%)
Organ Class) AHIEE SOC B
FEAGE (PT: Preferred Term) 154 4] 150 31
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
ERIEM 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
MmEIs LY >R fmE

2y 8 (52) 3 (L9 0 66 (44.0) 29 (19.3) 0

A 1 ER A E 1 (0.6) 0 0 8 (53) 2 (1.3 0

i R ERIRA iE 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0

I/ IR i 0 0 0 17 (11.3) 8 (5.3) 0
PN 3 AR 7

FR A e U E 1 (7.2) 0 0 0 0

FCR IR AR AR T E 12 (7.8) 0 0 1 (0.7) 0 0
B

(XA 6 (3.9 0 0 17 (11.3) 0 0

T 22 (143) 6 (3.9) 0 20 (133) 2 (1.3) 0

D 15 (9.7) 0 0 65 (43.3) 3 (2.0 0

O 4 (2.6) 0 0 18 (120) 2 (1.3) 0

Mg n: 4 (26) 1 (0.6) 0 30 (2000 1 (0.7) 0
— % - AHEEER L OB G O R EE

I 9 5 (32 1 (0.6) 0 11 (73) 2 (1.3 0

95 16 (104) 2 (1.3) 0 43 (287) 5 (3.3 0

TR 1 (0.6) 0 0 9 (6.0 0 0

FE 16 (10.4) 0 0 8 (5.3) 0 0
IR IR A

ALT H5/0 10 (6.5) 0 0 7 @47 0 0

AST #4n 8 (52) 2 (13) 0 5 (3.3) 0 0

7 v F =8 3 (19 0 0 15 (100) 1 (0.7) 0

AF BRSO D 0 0 0 20 (133) 6 (4.0) 0

M IR ER D 0 0 0 18 (120) 9 (6.0 0

1 BR AR 1 (0.6) 0 0 16 (107) 3 (2.0 0
Rtk L O EE

BRI 14 (9.) 0 0 39 (26.0) 4 (27) 0

K~ 7' x> U A 1 (0.6) 0 0 9 (6.0 0 0
AR X O ALk R

BA &R 13 (8.4) 0 0 4 (2.7) 0 0
TR R P

VS 1 (0.6) 0 0 15 (10.0) 0 0

K= 2 — R — 2 (13) 0 0 9 (6.0) 1 (0.7) 0
RO o, HERE K OV RS

filiig 2% 8 (52) 4 (26) 0 1 (07 1 (07 0
B R ¥ & OV TRk R 75

i EE 0 0 0 12 (8.0) 0 0

B iz s 8 (5.2) 0 0 1 (0.7) 0 0

& D FERE 12 (7.8) 0 0 3 (2.0 0 0

e 1 (7)) 1 (0.6) 0 3 (20) 0 0

13



¥, ARFIFEIZI WD CHIE ML 9 61 (5.8%) . KB - HED i 8 i (5.2%) |
PRI (7 v« NL—IEERESE) 261 (1.3%) . IFHEeRE 22 4 (14.3%) . Uk
IRHERERE S 21 5 (13.6%) . TEEMAHERERETE 161 (0.6%) . 1 AUHESRYHE 1451 (0.6%) .
ERERETE (PR R EMER %5) 161 (0.6%) . FEZE 161 (0.6%) . Ahde - REHCT
fRSEIL 161 (0.6%) K TN infusionreaction5 1 (3.2%) AiR b7z, £7z. BEDKE
frst (R RERERSERAEMERE. SIEALBE, JEREIES) | BIRMRekaE, EIEM I, M
K- BRSSO, DR, PRI R VESREESR . R I M OREEER
BRSO b o 7o, REWERRBURILIZESESE S (BRREERY 25T) 25T
IR ERT,

OIE BEIL[F 2 /MR (KEYNOTE-010 #5#%)

HEFERIT 2mg/kg Q3W Ff 331/339 151] (97.6%) | 10 mg/kg Q3W ¥ 330/343 51 (96.2%)
K OYDOC #£ 297/309 i (96.1%) 12788 H AL, {RBRIK & ORREBMERNGE TE WA E
FRIL, FNEI 215/339 B (63.4%) . 226/343 il (65.9%) TN 251/309 i (81.2%)
IR BTz, WT IO RETIHIELED 5% EORIWERIZ TEDO LB Th o7,

K7 DTN ORETREEDR 5% EOBWER (KEYNOTE-010 3RER)  (REMEMITIIREM)

ZRERIKRSHE (SOC: System B (%)
Organ Class) 2 mg/kg Q3W ¥ 10 mg/kg Q3W DOC ##
JEAEZE (PT: Preferred Term) 339 {3 343 309 i
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade 5
EIEH 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MK LY R fEE

2 1 10 (29) 3 (09 0 14 (41) 1 (03) 0 40 (129) 5 (1.6) O

I BRI E 1 (0.3) 0 0 1 (0.3) 0 0 44 (14.2) 38(123) O
PN 3 AR 7

FER IR AR AR T E 25 (74) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
B GRS

i 24 (71) 2 (06) O 22 (6.4) 0 0 56 (18.1) 7 (23) O

L 37(109) 1 (03) 0 31 90) 2 (06) © 45 (146) 1 (03) O

H N 13 38) 0 0 7 (20) 1 (03) O 43 (139) 3 (1.0) ©

Mg 12 (35 0 0 13 (38) 1 (03) 0O 24 (78) 2 (06) O
—fik - AHEER L OB GEN O RE

e 3 20 5.9) 1 (03 0 19 (55) 2 (06 0 35(113) 6 (1.99 ©

i 46 (136) 4 (1.2) 0O 49 (143) 6 (1.7) 0 76 (246) 11 (36) O

RN P 5 (15 0 0 4 (1.2) 0 0 21 (6.8) 0 0

FEEN 10 290 1 (©03) 0 14 (4.1) 0 0 17 (655) 1 (03) 0
BRI AL

i ER B 0 0 0 2 (0.6) 0 0 24 (78) 19 (6.1) O
PR SRR

PR 3 (09 o0 0 3 (0.9) 0 0 17 (5.5) 0 0
B2 6 & OVEE T ALk R 7

=B 3 (0.9) 0 0 2 (0.6) 0 0 101(327) 2 (0.6) ©

Z 9 FEE 25 (74) 0 0 32 (9.3) 0 0 5 (16) 1 (03) 0

% 29 86) 1 (03) O 44 (128) 1 (03) 0 14 (4.5) 0 0

728, 2 mg/kg Q3W BE & TN 10 mg/kg Q3W BEICBWCENZE ., RV MENizE & 15 4
(4.4%) K146 (4.1%) . KRG - EEO RIS B (1.5%) KO 24 (0.6%) . =
FE D Rz [ = (B2 R REREIRAE e, 2T ALBE, JE RHEIESE) 1 41 (0.3%) KON 1 41 (0.3%) |

14



PRI (X7 2« N U—IEERES) 2 61 (0.6%) L ON3 B (0.9%) . AFH§RERED 23 51

(6.8%) KLUr22 f (6.4%) . HUIRMRFERERE T 32 5] (9.4%) K UN35 41 (10.2%) . T
RBEREREE 1 1 (0.3%) KON 1 5] (0.3%) | FIIFEHERERR S 2 1 (0.6%) & O* 1 fi (0.3%) .
1 AUFERRIE 1 B (0.3%) KON 2 5l (0.6%) . BHERERETE (RMEREMB RS 4 4
(1.2%) KO0, WK 161 (0.3%) KO0 B, sk - BREUmaAEE 161 (0.3%) KO
0 #1, infusion reaction 2 f5] (0.6%) MK ON6 ] (1.7%) NiEDH NIz, £-. HIEAHES
SE, M2 - B, S E DMK, Ok, N/ MBI PESREER . FE iR M OY
IREFEREE LTGRO DR Do T2, ARRIVEAFSBUR I X B EFS (BRARMR AT 2 5 Tr)
EEDERRERE TR,

OE BRI A MAHFER (KEYNOTE-189 #f#)

HEELIIARKIOFHRE 404/405 5] (99.8%) K USkHEHE 200/202 5] (99.0%) (Z#8®H &
AU, TREREE & ORI RBIRAEE TERWEEFEFRIT. Z4E4 372/405 # (91.9%) K&
0r 183/202 5] (90.6%) (ZFB¥ HALIZ, W ORETIBLRAN 5% EORIMERIT TR
DEELHTHoT,

K8 WTNAIDREETREEN 5% EOBIWER (KEYNOTE-189 3RER) (MM REM)

8 B BIIK ¥ (SOC: System B (%)
Organ Class) AFNOF R {bZFFRERE
FEAGE (PT: Preferred Term) 405 5] 202 131
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade5 4 Grade  Grade3-4 Grade5
EIEA 372 (919) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MR LY RS
=il 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEENE AT P BRI I 25 (62) 24 (5.9 0 4 (20 4 (20 0
i Bk iE 22 (5.4) 8 (20 0 12 (59 1 (05) 0
1 A ER R i 101 (24.9) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
M/ A E 69 (17.00 31 (7.7) 0 27 (13.4) 13 (6.4) 0
Rl A e
AR IRER RE AR TE 22 (54 2 (05) 0 3 (15) 0 0
AR i
VRIREE N 51 (12.6) 0 0 14 (6.9) 0 0
e
(LA 67 (16.5) 0 0 24 (11.9) 0 0
] 78 (19.3) 15 (3.7) 0 22 (109) 4 (2.0 0
TN 187 (46.2) 12 (3.0 0 90 (446) 4 (2.0) 0
ISP 26 (64) 2 (05) 0 15 (74) 1 (05) 0
Mg 74 (183) 7 (L7) 0 39 (193) 4 (2.0 0
—f% - RHREER L OB EEHAOREE
T HE 53 (13.1) 16 (4.0) 0 31 (153) 3 (15) 0
P T7 134 (33.1) 20 (4.9 0 62 (307) 3 (15 0
FERE DI SiE 30 (74 3 (0.7) 0 14 (69 1 (05) 0
RAG PRV 27 (6.7) 0 0 12 (5.9 0 0
FEEN 24 (5.9) 1 (0.2 0 4 (2.0 0 0
JEYE RS £ OV HUE
fE e 20 (49 1 (0.2 0 10 (5.0 0 0
B AR AL
ALT #3n 38 (94 2 (05) 0 16 (790 3 (15 0
AST #7 28 (6.9) 0 0 10 (50) 1 (05) 0
ez vrF=48m 32 (79 1 (0.2 0 12 (5.9) 0 0
I I BRER 22 (G4 7T (A7) 0 12 (59 6 (3.0) 0

15



B IR 5348 (SOC: System B (%)

Organ Class) AR AR {bZAFRIERE
HAEE (PT: Preferred Term) 405 4l 202 5
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4= Grade Grade 3-4  Grade 5
Rtk L O EE
EEXE BIES 84 (207) 4 (10 0 42 (20.8) 1 (0.5) 0
K~ 7 3% v AifE 22 (5.4) 5 (1.2 0 3 (15) 0 0
R
LR R 37 (91) 1 (0.2 0 14 (6.9) 0 0
Rk X OV T ARk
Bz i W 11 27 0 0 12 (5.9) 0 0
9 FEE 37 (9.1) 0 0 12 (5.9 0 0
St 51 (126) 5 (1.2 0 17 (84) 3 (15) 0

7285 ARFIEEZ I T RIVEPEME 16 1] (4.0%)  KAGZ% - FEE O T 20 41 (4.9%) |
fRgfEE (77 2« N LU—EGIES) 10 1 (2.5%) . ITHERERESE 62 1 (15.3%) . HIIR
AR REREE 32 (5] (7.9%) . FEEMAHEAERETE 2 61 (0.5%) | EIEFEEEREE 1 41 (0.2%) |
1 ApERRI 151 (0.2%) | BHRERETE (RS HIEMERE KE) 2561 (6.2%) . XK 2

(0.5%) K N infusionreaction5 fil (1.2%) MR HNT-, 7o, BEOLEREE (KF
AERARIE AR . ZIALEE, BREIES) . Ak - BRRUTAlARE . BEM e, MK -
BEBSE . S E DS, DA, SafE M MR PSR B . PR IR i e OVIRZFEREE 13
R BT o tz, REIWEARBURIIIBIE 5 (BEMREMRY 25T &5 ieEit
fERERT,

@[EBE L [F ZE A RER (KEYNOTE-407 #5R)

HEESIIARKIRE 273/1278 1] (98.2%) I ONXFHERE 274/280 1 (97.9%) (258 H AL,
IR & OREBUEDEE CERWVAFFERIL, EhEi 265278 5] (95.3%) KO
249/280 5 (88.9%) (2388 BTz, WTNNORETIILRN 5%LL EORNWEIZ FRD
LB Thoi,

#£9 WTNLOBETREERN 5% EORIER (KEYNOTE-407 REr) (REMEMITrRER)

# B BIR7¥E (SOC: System Bl (%)
Organ Class) AAIE AT HE (b PEERE
HARZE (PT: Preferred Term) 278 il 280 {1
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
FEIEA 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MmEFs LY > RbEE
21 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEENE AT PRI 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
F f BB e 23 (8.3) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
1 A ER R i 97 (349) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
/NS SiE 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
Wy s 5
FHR IR RE TUESE 17 (6.1) 1 (0.4) 0 2 (0.7) 0 0
R IR RE A T E 16 (5.8) 0 0 3 (1.1) 0 0
B Wb
(& 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
T 61 (21.9) 8 (2.9) 0 47 (168) 4 (1.4) 0
L 85 (306) 2 (0.7) 0 71 (25.4) 3 (L.1) 0
/AR 36 (129) 1 (0.4) 0 25 (8.9) 3 (L.1) 0
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#aBBIX¥E (SOC: System % (%)

Organ Class) ARFNOE R e==2-30s
HAEE (PT: Preferred Term) 278 {5l 280 i
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
— - EHEER L OGO R

) RE 46 (16.5) 3 (11 0 41 (146) 6 (2.1) 0

it 54 (19.4) 7 (2.5) 0 52 (186) 7 (2.5) 0
R AR AT

AST #471 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0

At R AR 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0

1R 23 (83) 5 (1.8 0 16 (5.7) 6 (2.1) 0

P i Bk H k) 30 (10.8) 11 (4.0 0 28 (10.0) 10 (3.6) 0
R L OveskhEE

EEXE BIES 47 (16.9) 5 (1.8) 0 57 (20.4) 4 (1.4) 0

K~ 7 3% v AifE 15 (5.4) 1 (0.4) 0 9 32 2 (0.7 0
B R B L UGB LRk

BA i 36 (129) 1 (0.4) 0 24 (86) 2 (0.7) 0

7 Y98 32 (115) 2 (0.7) 0 26 (93) 1 (0.4) 0
PR E

LR S 23 (8.3) 0 0 7 (2.5) 0 0

K= 2 — R — 55 (19.8) 3 (1.1) 0 37(132) 2 (0.7) 0

SER 15 (5.4) 1 (0.4) 0 13 (46) 1 (0.4) 0

KR E =2 —n/3F— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
G R X OV T AR &

it B 126 (45.3) 1 (0.4) 0 100 (35.7) 3 (L.1) 0

% 9 FENE 29 (10.4) 0 0 15 (5.4) 0 0

S 28 (10.1) 0 0 20 (7.1) 0 0

7pF. ARAIBEZ IV TRVEMEMIZE R 14 41 (5.0%) . KB - EHEEO T 14 1] (5.0%) |
MRS (7 2« N L—JEERES) 55 6 (19.8%) . JHBERERETE 26 5] (9.4%) . HIR
IRHERERE T 31 61 (11.2%) . T EEMAEHEEERET 2 41 (0.7%) . BEHrEkES (R MEME
BLREE) 6 (2.2%) KON infusionreaction 6 5] (2.2%) MR BiT-, 7=, EEDKL
JEREE (REREAMEGRE, SZIRLEE, BRRIESE) | RIBREREREE. 1 AUNEIRN,
K. ok - MR RLARE, BHAERIESE, MR - BEREAE . 589 Ak, DR,
M NI PSRBT . FA PR M OVRIFEREF IR B e n o 72, AREIVEHRELIRL
FREER (AMEMERT A E5) 2a0EiERE =T,

GEBRIHFEFH IR (KEYNOTE-042 i5k)

HEREGIIAAIRE 610/636 1] (95.9%) K OMbLFHILRE 606/615 1 (98.5%) (2788 &
L. IRBRIE & ORRERA G E TERWAEEFEFRGIL, 221 399/636 il (62.7%) &
1*553/615 ffi] (89.9%) (ZFB¥ HALIZ, W DORETHBLRAN 5% EORIMEMIT TR
DEEBHTHoT,
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£ 10 WA DR TREAREDN 5% LOBIEA (KEYNOTE-042 #ER) (ZRMEMITsTEEH)
B RIR 34 (SOC: System % (%)
Organ Class) AHIHE #== 375 it
HARFE (PT: Preferred Term) 636 14l 615 14
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade5
EEEH 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MiRF LY R kEE

£yl 35 (55) 4 (0.6) 0 229 (37.2) 80 (13.0) 0

I BRI E 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0

U HR BRI E 5 (0.8 1 (0.2 0 88 (14.3) 46 (7.5 0

1N SiE 3 (05 1 (0.2 0 56 (9.1) 10 (1.6) 0
i

FRR IR RE TUHESE 37 58 1 (0.2 0 1 (0.2) 0

FOPR IR REA T E 69 (10.8) 1 (0.2) 0 2 (0.3) 0
B

A 8 (1.3) 0 0 68 (11.1) 0

i 34 (53) 5 (0.8) 0 46 (75) 1 (0.2 0

L 31 (4.9) 0 0 184 (2990 7 (1.1) 0

A% 7 (11 0 0 31 (5.0) 0

/AR 15 (2.4) 0 0 97 (158) 2 (0.3) 0
—f - RFEFER L OB G OREE

77 iE 27 (42) 3 (05) 0 60 (9.8) 10 (1.6) 0

9 55 50 (7.9) 3 (0.5) 0 102 (16.6) 8 (1.3) 0
AR AR AT

ALT 1 45 (71) 9 (14) 0 53 (8.6) 5 (0.8) 0

AST #471 41 (64) 4 (0.6) 0 42 (6.8 2 (0.3) 0

It R AR D 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0

1R 2 (0.3) 0 0 64 (104) 20 (3.3) 0

I I ERE e 3 (0.5 0 0 71 (115) 32 (5.2 0
Rt L OGS

AR 40 (63) 5 (0.8) 0 109 (17.7) 9 (15) 0
B R B L UG A Rk

RA i 27 (4.2) 0 0 46 (7.5) 0

PR 20 31 1 (0.2 0 50 (8.1) 0
PR RIEE

KM= 2 — 1 R — 1 (0.2 0 0 50 (8.1) 5 (0.8) 0

KM = 2 —a " F— 3 (0.5 0 0 41 (67 6 (10 0
MERgs . MaEREs J OERm R

Jitifig e 43 (6.8) 19 (3.00 1 (0.2 0
R X OV T A RRRE

it B 2 (0.3) 0 0 136 (221) 7 (1.1) 0

Z 3 FESE 46 (7.2) 2 (0.3) 0 15 (2.4) 0

5 46 (7.2) 3 (0.5) 0 27 (4.4 0

728 AFIBEZ IS TRV RN B 49 61 (7.7%) . K% - T O i 10 41 (1.6%) |
EE OGRS (REHBEIREGRE, 2B, FARIES) 161 (0.2%) . MRS
(7 v« NU—EERESE) 1] (0.2%) | HFHEERETE 76 1 (11.9%) . HRIREEEERE
%02 5] (14.5%) . T HEIAFEAEFEE 34511 (0.5%) . BIEHEREREE 341 (0.5%) . EHERE

b (RARE TR 26%) 361 (0.5%)

CER 1B (0.2%) . OB 1] (0.2%) K

N infusion reaction 6 141 (0.9%) 23#8D Lz, £7-. 1 BUBEIRIR .. 2% - BEET Al ARIE .

HOERGBEIE, MA% - BT, 5 & O B,

Se e M /B> PESRBESR VA K

ORIFERPHIER O b e o To, RENWERAREIRIUI B F 5 (R MAERE 2 & i)

Ea DR R 2T,
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(M- AE]

KB OFEEFFEYEREET AL EZFMA LY I 2 b—2 3 02XV, KK 200 mg %
Q3W, 400mg % 6 FMMHE (LT TQeW) &9, ) XiX10mgkyg (KHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF O g PR ESRG S, ok
R, AH 400 mg & QW TH L L7ZEROAF D E HARRBIZ I 1T 5 Mg P (LA
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= ARHKI D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) &VM96 ) 1. AHAl 200mg 2 Q3W THeH- L72BED Craxss
R L CREAZ R T E TSN OO, HARNBEIZB O THBEMEDRHER I LT
LR - HETH 5441 10 mglkg (FHE) %2 Q2W THE: L72EED Craxss & Ll L TIK
EERTETRHENZ (FR) . S50, EERAHRERE 252 I2K4] 400mg % Q6W
TG L=/ BTHERER (KEYNOTE-555 i) 1 0 5 7= 34 HES < RpydEhne
WNIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILT- (TR,
Iz T, BEOFEEIZIT 5 EERABREGE IS D& | ARFIOlRER & & A XL et
& OR#EZ R DIRESST T VPERE S, Al 200 mg 2 Q3W X 400 mg %
Q6W TH 5 L7-fROMRE & & A T2 et & O #EIZ DWW THRE S ok R, bk
SEORE - HEOM THNE R ORI e 22813 v &Pl &z,

K11 FAOKYEE T A —F

[ Comr Cave Coni Coras Coes Coninss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vi | (77981 | (76183 | (917 041) | 498510 | (308 3L4)
400 mg QBW! (12;?24) (32.%??2.7) (10.%1(,).50.8) (14??49) (SO.i?gl.S) (19.%3??0.9)
40(09‘*2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:2;4) NA NA NA
OMAOOW | gy | i | i | wmam | s | sy

+:n=2993, 100 BID ¥ I = b—3 3 I K0 BEH ST 8 FEO YL (2.5%05, 97.5%450) | Cmax @ FIEIE
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B I AR 7 H i

I @ 56 il DRATEIIE  (95%15 HE X [H])

§ : 41 Bl RAEEIE  (95%(ETHIX[H)

NA : %7 L
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4, FEFRIZOWVWT

AHFNO I P G1Z%F LT, KBS & U CTHERARERE (SFFE) At i
HZ D, YRR ZEYICER X AMHFE THIMNER DD, 0 LT, EHEMY
A 7 BGEHE (RMP) (ZHD & AHI OB G 22 SV RE G B~ D i )R 23 & 2 Hi i
Tho T, REIORGPEE) I BF Z W - FrE L, AFIOREIC LY BEEZ2REWEH%Z
L LTSRS T D 2 BB T2 LT OO~@D TR T A7z I Mgk (2B T
fFHT L& TH D,

@ #EHRIZHOWT

O-1 F@o (1) ~ (5) m#hﬁ_&éfém Y CThHDHI L,

(1) EAEFBREDEET D03 ABEEERLS RS (BRE RS A S HE LSRR
%ﬁﬁh%ﬁ@%mﬁ%ﬁ\ﬂﬁﬂmﬁﬁrﬁﬁk)

(2) FrEMSHERRE

(3) HBENFIRAENFRE T DA BHREEEREE (DS ARSI T, S AR
W 19mBE. 2 A HEE R 2 &)

(4) ARACFRIEEZRE L, SRR 1 U R FHEINR 2 O it a% FL
R D 21T - TV B fitiak

(5) PUIEMEEEEF AL 7 A BRINEL OO it g B I AR D JB H 21T > T D Jifiak

O-2  fifiE DAL SHRE K O] 1’EFH§°§£%H#0)§<TFE Ty IR & R RO ERT (FR D
WFINICRE S T D IERN) 23, B2 RBOARANCE T HEROEEE L L TRESH
TnnHZ L,

*

o [ERIRFFISR 2 FOPWHEZE T L72iRIC 5 FLLEO D ATBIROERIRIHE &2
ToTWDZ &, 96, 28U LT NAFYRERZ T & UEIRIES - OIHE %2
ToTWHZ &,

o [EARFFESE 2 FOMMINHEZE T L72RIC 4 L LORKRERZ A L T\ D
Z&, o 3ELLRIE, DD AVERYIRE A S PRSI S DO BRIRIHE 24T -
T2,

@ BENOERBFEREHEOEHNIZOVT

3R L A FRICIE 4 5 BYEA DS S, BUERAZE D OB A, Ao - &«
EMEEIREIE R OB IR CNERE 5T DI miE i, FEESRNRE LGS 0RE
EF, SNECMNITON D IREINE > TWDH 2k,
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@ BHEA~DOXIRITOWT
@-1 MM EEd % Bl

[V MR B O EEE R BIEA AL L72BRIT, 24 WFRIEZIERIRTHI O T, 2% X
IREEE R VT, FEEL LIRSS U CTABRE B O CT D RIEM Q#5424
HAMRADRERD Y B PG O I, EBISIS T RER AR 8-> T\ Z L,

@2 EEREHEICLI>AEFSAMNISICET HEH

ARSI HE D 2 B 2 sk R OB RE 2 AT D IR FE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE & #REZ LG TE 5 F— AEFRRH] 235
ESNTWDZ L, B, BIEHIZHOWT, NABRE & ZOFBEICHDITEAmMmENT
WhHZ L,

®-3 BIfERADOZW LRI LT

RIWER (FEMEMZEEISINZ . KIBK - /NGK - EEO TR, TFEEREREE - mE b EiE
EREREREE (R BB RE) . NowkEE (FEAEREREE. FUREERE
RIBREREREE) . 1 AUBEIRIN . 5 & MR, Mk - BIEUTBARIE, Rk, BE DK

(HPFgEMER AR RE . BRI ARE e . ZTALEE, FRIEIASE) . infusion
reaction, 7% - Bl . BIEMHEIE, MRS (F7 2« NU—IERIES) . DR,
HRE 7 MR P (G M/ MR A M SR . PR i, JRIFERSS . IR ERIE ) |
MERE BIEMERE, FEEZSE) 1Tk LT, Yakhiak )UFr BB O P 4 A3 5 = Al
EEEEL (BUEHOZWoXISICE L THRER OEEZZ TN KT HH &) |
EDIZE YR LE D T E DEHIAE - TWD Z &,
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5. EXH LD RE
[H2hEIZ B+ 2% F1A]
O ARFIOBMBEGIL FROBFIZBNTHIMEN RSN TN D,
o ALFRIERED 72N EGFR Bin AR, ALK &8s 12 & O PD-L1 5
P (TPS=1%) DOUIBRAREZRHELT - I DI/ R s B
o TITFFHIKEETALTRIERE A AT 5 PD-L1 Bt (TPS=1%) OUIERAHE R
HAT - RO/ NatE RS (7o, EGFR B2 BIGME ALK fhE &
GO BETIE., FNFN EGFR F 12 20 % F—PHEH T ALK F 1
v —VHERIOIRERR G 5 BE)
72k, TPSIFRAT7 v ) X~ (BB HHEZ) oar =4 2 (E4
PD-L1IHC 22C3 pharmDx [ =] ) ZHWTHIET HZ &,
@ AAOMOHEMEEEA E OFHE ST FTRRORF BV TEER RS LT
o
o AR LMUFE REORTZFFHAIL O HEE  ALFEIERED 72 EGFR &
B EREMER D ALK BE s 1O UIBRREERHELT « BROIER T L
N Rl e
o HWNKRTTFURONT Y ZFENNiEnab--N7 U XX LS b
B O 72 OUIBRARE 7R AT - T O R R IR/ N it B
@ ALTFFRIERE D 72\ WHETT « B O IR/ NIRRT 13, PD-L1#R 4 C PD-L1BME (TPS
=1%) ThiUL, AAOBME G2 EET H & Th D, £z, EELEEIEICT
T DHARMICRIED 2V EF 2 B 5 B ICx LTIE, PD-LIFBURBLIC D 5
T ZNENOMMI R U Tt 2t B L FRE & O G2 BET 5 2 &0
T&E D, B KR OEGIZH T > TX 2R T A 7 A > (B AN T2
EX 2 3 R R
@ TFRCEEY T D BEITKRT DARANOE G K OE A HIEIZ W T, AFIOFHPEN
ML SN TELT, AAOELGXRE RS20,
o INEAMHBREL
o QOTHAAIDAENMENT STV ML OFUEMEIREA] & O P 5

WD 23 WA R T A (AARBESAR) (SBW T, BT A /ST AR > o
(DECOG Performance Status 0~1 2 T 75 g% LA L. XI1Z@ECOG Performance Status 2 2 0 BETIX, %3
HARPUER] (REXXeL%) OBEFIRENPHERINTEY ., 20X 5 REAE T, E bEREICk
LHAREICHERH D EEZ NS,
%2 BCOG O Performance Status (PS)

Score ER

0 | <R <IEB T 5, MWl [F U HHAEESHIRZ AT D,

PIREICI LR IHIR S5 28, SITARE T, BAEEH > TOEEIFTH 2N TE D,

Ul gl oz, wimsiee

BATRIRE CH Y OHEOEY O Z L33 X CTHREEMEREIL TE 220, BHO 50%LL By R T =,

ROENTZHSOHOEY OZ L LnTERY, BFO S50%L EE Xy R+ CiaZd,

AW

E<BHT RV, AGOHFOEIY O LFE TERY, BRIy R iFTHId,
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[ZetizB 4 5 F1E]
O TRICEYTHIREICOWVWTUIARIOREN LD L SN TWD Z b, &5 %217
DN &

@

RFND RS xF LIBBUE O BEERED & 5 B

TERATORHMEIZ B W T RIS Y T D BE IOV TR, AR O#F G 13fELE X u7z

AR

L DOIRFERPUR R R NG EICIRY | HEICAKZEHT 2L 2BETE S,
MR B OA P UIBE E D & 5 B

I 0 1] 5 A A C TR B & R 00 D BB e OB B 0D St i it i 2 <0 S e 1 i ¢
FEOMMIZRIEMEZE N A LN D BE

H O ERB OO, SUTEMR 2 L < IXHHMED B oz iE B OB ERED
b5 B

e g (&g A ) Db HEHE

T OB IBE 2 A3 2 8F

ECOG Performance Status 3-4 2 o 3

23



6. REICELTHET NEHH

@

@

®

I SCERITIN 2 BUEIRTEER DR tT 2 ERMEIZ I & ARHK| O Fetk Je ONiE 1E

RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAICIENE D | B XX Z OFEICHINE L OERR %2+ L, RE 215

ThoEETHZ L,

FREWEH O~ 3 A MZONWT

o [MEMMEENSLDLOND Z ENHDLDT, RAIOEEIZHT- > TL, YIHIE
W CEEIAL, PR IRIEE, BEWREE) ORERR & O X iRt O FEhESE, Blggs+
FATH 2k, Fo, MBS U THE CT, Mg~ —h —%FDOMmA % T3
HZ L,

e infusionreaction 23&% 5L 5 Z L3 5, infusionreaction 23588 B ILIZ A IZ
. U ALE AT D &L b, IR RIE T D £ TEREDOREE I EE
T5HI L,

o HURIRHEREREE . TEABERERORIBHEREN S LN BB HD
T, AREIOF5-BRLART & OFe G- I E IS N WS RE MR A (TSH, 78
T3. EHE T4, ACTH, Mt =L F Y — L EDRIE) 2 Eiid 52 L,

o JIFREREREE . BLMEIERN D 5D ZENHDH DT, AFIOB G BIGRT K
O 5 T2 E B IS RERR AT (AST. ALT. y-GTP, Al-P, BV /L %
ORE) ZFEMTDH &,

o SEIER (IMERLOILEEHRERLET) EORERERIREERH b D
ZERHDLZOT, EMNICIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,

o KEFNOBEIZLY | BEORIEICTIRINT 5 £ E 2 BN DR IR BHNIE
NHLONDZENHD, RENROONTHEIIE, BELEFRIISUTE
BRI 70 5% & AR BR & RO R & B U Ci bl e s R W 21T\ il sk
FOSMZ &2 BWER BN 2561215, AR ORESUIH 1L, K ORIE B R
NEVRIOBRGEEZZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OUEERFRD IR WIGEIZIE, BB RE ARV o LISt O Sz i Floisin
LEETDHZ L,

o BERKRTH. BEMMNSEIARGE L THrLRIERANRET D Z 8B D0,
AFN DGR TRICHRIEHORBUZHSITHEET D Z &,

o LRUBEIRIF (BUE LRUBEIR A ET) bbb, BERPMES RV R— R
IZEBLHZENRHLHOT, Ag, El, EHZFEDER ORI EO LA+
SEETDHZ L, 1 AERB NSNS &G EHIEL, AR Ul
Hl OB GHEDOEY)7REEITO Z &,

AHN DRI T, KEYNOTE-024 35 & O KEYNOTE-042 55k Tl 558

W5 9 T L2, KEYNOTE-189 7B Cld& 5Bt 6 B KON 12 #HH, LU

BelX 48 B ETOWMT L, D% 1238 2 L2, KEYNOTE-407 3R Cl3#% 5-5A14

Mo 6B, RBEBLNISHEE, UMIZ4SHEEBECTIORITE, TR 12T &

A EDFA 24T > T2 2 & 2 BE10, KB 5 I E I migmA coh R

DIEREATH Z &,
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xEFERHEET A FT A4
RA7ul) Xv7 (BIEHEEEX)
(BR7%4 : ¥4 b —F SRERE 100 mg)
~EfEAE~

ERR2 942 A (4Fn 248 8 AKET)
BE A




SR

1. ZL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIRAGE P4
4. FEFRIZHOWT P16
5. BHxtGL e b P18
6. HEHEICELTHETRXHIRA P19



1. IXT®IT

IS OGN < REMEDHEROT- DI, WA STEZEITE SV E el 23R D
Bb, 5T, IEORFAROMARNC L0 | FUREIRG 22 & OB 72 Hidi/E A%
FFEIMPEARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
ICBWThH, EHERLEOHHORBEHEEZXS Z L LS TWn5D,

HRE RS T SRR BT 0 7 7 A VDB RO EI S, & B S 2
RHZENRNHDH, ZO7h, MR OEEMEICET D ERN SR T 5 E TOR,
WEEIRLOREEZ R 2T D ENHIRF SN EBE IR L THERT S & L i, BIE
R U7 BRIC LB ekt 2 & D 2 & DN ARE 7R — 8 O E % Jiii 7= 3 A% B C i A
THZENEETHD,

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

B ARITA KT A %, MSIATEOE NESE SRR S, A E AR AR
BRR IRy . — M E A B ARERRNRHE S KON RN B AR &R 2 O )
DY EER LT,

RIG L IR HEINL A b L—F EEERE 100mg (— R4 AT X~vT (Eis
THAHLZ))

R E R BMREIHR - AN R

MELRHOFEROAE : W%, BRAIZIE, RXAa7r ) XA~v7 (Barfiz) LT 1
[5] 200 mg % 3 3 I fHIFR I3 1 5] 400 mg % 6 3 [ R T 30 43 [
DT CTRIBFET 2, 7272 L, i liBRIEOGE L, &5
X112 AETET S,

il 3& Ik 58 3¢ & 0 MSD RSt




2. AAIOKK, 1ERERF

FA ML—F ilEE 100mg (—4 - RAT7 R U X~ 7 (Bis - z), LUF TR
Al EvvH,) 1X, PD-1 (programmed cell death-1) & %D VU 4> KT % PD-L1 KON PD-
L2 L OfEAEZEH#ENEST S, b MbIgG4 £/ 7 n—FAHEKTH 5,

PD-1 & 13 T FAQ o0& BEARKSAE 2> & 6 2 72 O IZ 3 AVKIRE AN FI FH 9 2 3= 7 s 2 il 4
AA »F T, PD-1 (1, fEFREBIZEWDCEER T MildoMiamic BB L, 3%
P& SO % B e A X Tl 72 e s OS2 %, 725, PD-1 (XU v R EfE
ATHZ LKV PURSERICL D v VP VnEZAICHIET 2%k TH 5, PD-L1
DIEFMHMIZIB T 2HBUT DTN TH LD, 2L OBAMITIE T Mlao@ s 2Mmz
HIFEWENCIE L TV D, DAKIICIIT D PD-L1 O & EIL, B, TElEE .
AR, IRELE, FE/ NIRRT S O 2 RN AT TPRARRKR - TH Y | IRWAEFR L
OHEBEMENRE I TWD,

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

AANE, PD-1 & PD-L1 X ONPD-L2 Difi U T2 ROFERZLESTH Z Lok v, [EE
W NBREE T OISR B ENE T U v SERATEM L &, HUEE G 4 FHE b
T2 Z L THEGNRARET 5,

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



3. ERPRARE
TR Bl O ARG IR 21T o 72 7R BRI EREBR O AliE 2 R,

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

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

(B DERENT R 52 37 Bl]) Z x5, K 2 mg/kg 3 BRMMRE (BLTF TQ3WJ L1 9,)
B 5-OFIER NZEMEDNRET S 7z, 2B, BiG R CREBET RS DN HEIT,
PREBHETT 2 R IR 3588 B AL 2 WE DORFRINIZE E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DN D £ TAAIO B G225 2 LN ATRE & &z, 1ERTE
MHIE B Td 5 MR [RECIST H A R A 1.1 BUZHEES < dheflliEic L 5524285 (CR)
SOTERS 7R (PR) ] &, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

@i/t ARRER (KEYNOTE-002 #X5R)

A VY AT X DR AT DRI AR B BAE RS 2 XU, RAI 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W 1 5-DHINER L REN | fLFHRIE (XN
V. TEYOIR, ANVRTTF XTI VAN IIINR T TF o+ ) H ¥
T, LT TMICCRE) LW H,) X E LTRSS, 728, Mg CRABHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEDORRICZE L TV S HEE
TUE, WRIEI LA O WG R TR BEIT B0 B D £ TAAIOB S ikt 25 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) OSSR AF IR (UL
T IPFS) &9 ,) & &, ARANILFRIE L g LT, PFS A BEIJIER L7z,

#1 BB (KEYNOTE-002 3Ek)

AH 2 mg/kg AH| 10 mg/kg (L IEE
Q3w Q3W
(180 1) (181 1) (179 1)
rhofls (A ] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S N — R 0.86 0.74
(95%CI) (0.67,1.10) (0.57,0.96) —
P fii5™ 0.1173 0.0106
rhofef (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | A~Hf— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: (ZAEXH. *1: RECIST #A F A > 1.1 RUZIES < FOHARFHE B ORI 6 B (= X % A

*2 : @RI Cox eHl N — RET M L BLE L Db, =3 J@hln 7o v 7 RE




100
90 ] — & 2mg/kg QAW
80 __ — FA10mg kg G3W
70 i {ESEREE
£ 60
B s0 .
3 40 -
30 -
20 -
10
C' PRI D AL DUULUCDUI LCLOG IR L] WL LG DU LU I UGG RULLUULLULR WL UL UGN LR L
03 68712 15 1871 24 27 30.33 36
at risk# R (R
## 2mg/kg Q3W 180 131 95 70 61 11 0
##110mg/kg Q3W 181 138 99 79 67 12 0
s =a 179 115 80 60 48 9 0
1 OS @ Kaplan-Meier #i# (KEYNOTE-002 35%)
at risk#\ iR (R)
F& 2mg/kg Q3W 180 153 74 53 26 9 4 2
F&|10mg/kg Q3W 181 158 82 55 39 15 5 1
== 179 128 43 22 15 4 2 1

X2 PFS @ Kaplan-Meier fi#f (KEYNOTE-002 3B%)



@UFFMFHMAHRER (KEYNOTE-006 35#%)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
SRR 2 T DARTR UIBR A RE 7 B SRl R 2 kR A 10 mg/kg Q3W BE 5K
10 mg/kg 2 IR (LA TQ2WI W9 ,) BHEOF RO 2N, A B A
~ 7 aRRE LTl SN, ks, BEgAHE TRDEITARD b GaIT, Rl
T2 RIIER DT BN WEDRRRINIZZE L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G kT 5 Z LA AHE & S, ZEFHMEEE
IZ0S OVPFES & &, AANFA B A~T7 LH# LT, OS XO'PFS # HEICHERE L
7

#2 AuhAkEE (KEYNOTE-006 3ER)

AFI 10 mg/kg AF 10 mg/kg AV b~
Q3W Q2w
(277 f51) (279 1) (278 131)
tfefE [A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
OS™ | NHF— Rip? 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P {5 0.00358 0.00052
HdafE [A] 4.1 5.5 2.8
(95%C1) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFES™ 5 | AA— R 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) —
P " <0.00001 <0.00001

Cl: {3#EX[M. NE: HEEARA], *1 : PRAEITREO T — % 1 20154E3 A3 B v b4 7, *2: J@hl
Cox LN — REFMIC L DA B Y A~T7 L Ok, *3: @Hlna 75 7 E, *4 : RECIST &
A RTA4 2 11U IS < BSE U 72 BHRR R E K OB PR (2 X 2 A, *5 : R REfARATRE D 7 —
2 20149 H3HA By b+ 7)



B 50

——— F10mg/kg QIW
F710mg kg Q3W
—_— fPuLTT

at risk#% M 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
11T

X 3 OS @ Kaplan-Meier fi#2 (KEYNOTE-006 :A5%)

e e 28 10Mg kg QW
23 10mg/kg QIW
APULTS

{)-""""'I"'"""I""""'I""""'IIIIIIIIII [EAEDL AR AL RS RS T

0 2 4 6 8

at riskE

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

231
235
186

147
133
a8

a8
95
42

49
53
18

HRTEFEM A

X 4 PFS @ Kaplan-Meier fi#f (KEYNOTE-006 3A5%)
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@[E BRIL[F 25 MAHRER  (KEYNOTE-054345Rk)

TERUIRGO AT — VI WY oL RAEEE (AR ZET) 2RRIC, ik
FIBIFRIE & L TAFI200 mg QAW L-D A MK O 2MN, 7T R ExteE LTH
PN Te, BEFHMEE B I EERAGAHIN (BUT TRFS) LW ,) & &, AFINETZ
AR L LT, RFSEHEITIERE L1,

#3 HEhMHREE (KEYNOTE-0543R8%)

AA200 mg 7R

Q3W
(514%1) (50551)
e [A] NE 20.4

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

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

Cl: 2. NE: #ERT, *1 : PRETEOT —Z  20174E10H28 0 > A7, *2: J@5]
CoxlbBINYF— RET VLD T TR EDLRE, *3: Bilue 77 7 BE. Q3W : 33 Rk

¥ 5., NE : Not Estimated

100 -
90
80 | hh""-\“-
;g 4 \H—-‘“—h*\'-\.
B 60 "~y
lI:E|-|I..b 50 .'H\-ll-l-u—i
3 40
# 30
20 | —— #FAI200mg Q3W
10 i TStk
0 T 1 T T T 1 1
0 3 6 9 12 15 18 21 24
15 H
at risk®y HEREFHAR (A]
AE200mg Q3W 5 dS8 415 83090 oSl i8S 15 0
FStil o508 udlh 36 423 Rd 157 6l 15 0

XI5 RFSMKaplan-Meierfi#t (KEYNOTE-0547335%)

(U AJCC (American Joint Committee on Cnancer) 12388 (55 7 1) (RS <FHM, A7 — YA TiLY
L ERN DEREEL)S 1 mm BB DA D Fx,
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[Zz421E]

OEMNE I bR (KEYNOTE-041 #X5%)

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

#£4 BHEEN 5%LL EORIER (KEYNOTE-041 3RE) (MM RER)
Bk (%)

2 mg/kg Q3WHE
42131

SRERIARSYHE (SOC: System Organ Class)
HARGE (PT: Preferred Term)

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

R B RE AR T iE 4 (9.5) 0 0
B Ik E

T 3 (7.) 0 0
—f - FEER L OB G ORRE

P IR 5 (11.9) 0 0
B AR AR AT

AST #471 3 (7.1) 0 0

B Bk A5 N 3 (7.1) 0 0
FEIH KO T kb= &

% 9 FEE 6 (14.3) 0 0

BEIR Bk 5 6 (14.3) 0 0

R EBE 3 (7.1) 0 0

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

@iEsh i 1 AHRER (KEYNOTE-002 i5R)

HEFESLIT, 2mg/kg Q3W #f 172/178 151] (96.6%) . 10 mg/kg Q3W #¥ 178/179 15| (99.4%)
JZ OV ICC BE 167/171 7 (97.7%) (258D B, 1RBREE & DR EBERN 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-,



5 WIN»ORETRERN 5% EORBIVEA (KEYNOTE-002 3RBR) (2Nt REH)

1% (%)

FRERIKy$E (SOC: System

2 mg/kg Q3WE: 10 mg/kg Q3WH ICCH
Orga”f'aSS) g1798(1257‘IJ i 9178 gﬂJ i 1714?;]
FAGFE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Grade Grade 5 4 Grade Grade Grade 5 4 Grade G;aje Grade 5
2EIEM 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (26.3) O
Mg LY /R fEE

2 ifi. 5 (2.8) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) O
I BRI E 0 0 0 0 (0.0 0 0 14 (82 6 (35 0
B BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 O
M N iE 2 (1.1) 0 0 1 (06 1 (06) 0 16 (9.4) 4 (23) 0
PN 3 AR 5

AR IR B REAEC T E 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B IR E

A 5 (2.8) 0 0 9 (5.0 0 0 14 (82 0 0
] 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
M Pt 2 (11) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) O
—f% - BEEER XOREENOREE

0 6 (34) 1 (0.6) 0 8 (45) 1 (06) 0 10 (58) 1 (06 O
957 40 (225) 2 (11) 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 0
PR IR A

1SR 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
Rtk L O EE

RARIOE 8 (4.5) 0 0 17 (95) 2 (1.1) 0 26 (15.2) 0 0
B R B L OFE ARk S

EfiRnil 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (0.6) O 9 (53) 1 (06) 0
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) O
BERLTE 1 (0.6) 0 0 2 (11) 0 0 11 (6.4) 0 0
B2 K OVEE T ARk R 7

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 (1.2 0 0
Z 5 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5) 0 0
B2 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
ZRINIIRZ SN2 5 (28) 1 (0.6) 0 10 (56) 1 (06) 0 0 0 0
M A BE 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

7285, 2 mglkg Q3W K TX 10 mg/kg Q3W BEICEB W TENFh, I VENRE 1 41
(0.6%) KN4 (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 261 (1.1%) KO0 fi, AFHEEREE 13 61 (7.3%) M
V15 5] (8.4%) . BHERElEE (RANEMEMEBLRE) 161 (0.6%) KO1H4] (0.6%) .
FEEAEEREREE 1 6] (0.6%) KON3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
B (8.4%) . infusionreaction2 fii] (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 i, EEE AR )HE O il Je OV 1 131 (0.6%) . Ak - BRSSO il K O 1 5] (0.6%) .
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WRCHE 55 0 BIRTH 2 B (119%) AR BATz, Eho, BITHE, 1R,
5% - BRECTHARSE., D%, SemebEiL MSRAPESRBER, T ILPER LR AR 1
Wb b T, ABWERFETRBLI B S (WHRAIRE 2 61) & aikdt
AT,

@A FMAHRER (KEYNOTE-006 #X5#)

HEFESLIT, 10 mg/kg Q3W £ 264/277 151 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPILAE 239/256 5] (93.4%) (1Z388 B L, TRBEE & ORIRBEMRNA G E TE WA EHESE
Lid. FANFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K TX 187/256 1l (73.0%) |
WO BTz, WTIUDDORETIBLED 5%l EORIWERIZTED LB THo7-,

K6 WTNADORETREED 5%LL EOBHWER (KEYNOTE-006 #) (LM REM)

B (%)

B BIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPIFE
O;ga”f'aSS) _ 277451 278451 25613

FEAGE (PT: PreferredTerm)

(MedDRAwver.18.0) 4>Grade Ggra;ie Grade5 #Grade G;aile Grade5 “Grade G?:ajle Grade 5
ERIEM 202 (72.9) 28 (10.1) O 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
RN s
FRR B R TT M E 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
AR B RE AR T iE 21 (7.6) 0 0 25 (90) 1 (04) 0 2 (0.8) 0 0
B N
i3 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
PN 8 (290 5 (18 O 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1) O 47 (169) 7 (25 0 58 (227) 8 (31) O
PN RS 11 (4.0 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (112) 1 (04 0 28 (101) O 0 22 (86) 1 (04 O
M A 5 (1.8) 0 0 10 (36) 1 (04 0 14 (55) 0 0
—f - A EFER L OB G OREE
e 3 31 (11.2) 0 0 32 (115) 1 (04 0 16 (63) 2 (08) 0
9 57 53 (19.1) 1 (04 0 58 (20.9) O 0 39 (152) 3 (1.2) O
PR AR AL
AST #40 6 (22) 1 (04 O 14 (5.0) 0 0 6 (23) 2 (08) 0
R L OvearEE
AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R L O A LRk
BA &R 32 (116) 1 (09 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
5 P 6 (22 0 0 19 (68) 1 (04) O 5 (20) 1 (04) 0
B K OV T ALk RE
Z 9 P 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
i 37 (134) 0 0 41 (147) O 0 37 (145 2 (0.8 O
0 P BE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W Ef M O 10 mg/kg Q2W FHIZRBWTCENEh, MR R 4 4
(1.4%) KON (0.4%) . KAFZ% « BEEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7« NU—IERESE) 2 61 (0.7%) M OV0 B, ATHREREE 14 61 (5.1%)
J O 23 i (8.3%) | EFEEREREE (JRAE BN RE) 261 (0.7%) KOV 4 (0.4%) |
TEAHEEEREE 1 6] (0.4%) KUV1 61 (0.4%) . FUIRARRERE S 28 f31] (10.1%) KT 33

11



B (11.9%) . REIBkEEE 161 (0.4%) KLON2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | 1 HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (B RREARE
BERE . ZTEALEE, JEHRIEIESE) O 5l L O 1 51] (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
de - BRBCTRARAE 1451 (0.4%) KOV 0 i, g - #lMEZ O Bl R OV 1 f31] (0.4%) | TR
IZ5E IR 3B (1.1%) KON B (0.4%) BB bivlz, £7-, EIEMEIGE, Lff
P, So I N PE SR BN . VAR I B OIRZFER GRS B> 1=, AREIHE
MFBLROUIBIE RS (AMAMERE 2 5T) 23 0EIERE =T,

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

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

KT DTN TREED 5%LL EOBIWER (KEYNOTE-054 3RR) (LM REM)

#= B B K 4 & ( socC: B (%)
SystemOrganClass) AFNRE Placeboff
HARGE (PT: PreferredTerm) 50941 50241
(MedDRAver.20.1) 4:Grade Grade 3-4  Grade 5 4:Grade Grade 3-4  Grade 5

ARIE 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
o WiBE

FR R RE TDHEAE 49 (96) 1 (02 0 4 (08) 0 0

FR PR R AL i 73 (14.3) 0 0 13 (26) 0 0
B RS

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

TN 58 (11.4) 0 0 43 (8.6) 0
—i% - R EER LU G OREE

4 )9 48 (9.4) 0 0 34 (6.8) 0 0

il 143 (281) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
i R A A

ALT #4711 26 (51) 3 (06) 0 16 (32 1 (02 0
B i R B L OV SRRk RE &

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

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

£ 37 (7.3) 0 0 33 (66) 1 (02 0
MR ER, MOERES KON R P &

1% IR 27 (53) 1 (0.2 0 14 (2.8) 0 0
FEREF X OV MRk =

= 5P 85 (16.7) 0 0 49  (9.8) 0 0

5 49 (9.6 0 0 32 (6.4)

7p B AFIFEZ IV CRIEMEMIR A 15 61 (2.9%) . KI5 - B O T 23 6 (4.5%) |
FFFgREREE 46 61 (9.0%) . BHEEREREE (RAMEMEMEBRDE) 26 (0.4%) . FEAHE
REREE 11 1] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .

12



1 BUHEPRSF 5 51 (1.0%) . 55 & 9 gk 2 6 (0.4%) . fh *ﬁ% fhalfRsE 1451 (0.2%) .
g 2 B (0.4%) . ESEAESIE 1 41 (0.2%) . DABZ 1 61 (0.2%) I ONT infusion
reaction 2 f5il (0.4%) MERH LNz, Fiz. ffkkEE (%7/ NU—IEERESE) | EE
DFREEE (FRERERARIEMERE, S IRLEE, *”ﬁf@g%‘:) oA - BEREESE SEME L
BB PEEE SR . PR IMAME R i N OVIRZEBR S X b%ﬂfmwto ARRIMERZEBLR DR
HESR (BARMRAEMET L E5T) %a@%#ﬁ%%%%
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Uik - HE]

RIGUIBRARE 2 M BB 2 x5 & U2 MBs M RS (KEYNOTE-002 75k &
U'KEYNOTE-006 #t#) O#EF. 2 mg/kg Q3W. 10 mgkg Q2W K O 10 mg/kg Q3W
DT LD HE - HEIZB W T HARAOF R LRI ZRITRD e o
77
KN O RHE S EhREFRNT D 5, FEMERAEREE 2T 5 200 mg Q3W # 5-Kf 0
AUCenc GEFIRBBIZISIT D 6 WM D FE-FRef b #R T EAE) O [10% 4, 90%
A1 mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL ToH V. 2 mgkg Q3W FHKED
AUCss 6wk (1.32[0.722,2.06] mg-day/mL) &FA{EL L. 10 mg/kg Q3W F 5D AUCqs 6wk
(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,
MR AMEBE 2R & U ARHI OWREE UG NT OFE R et S ik &
mg/kg Q3W 5., 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
EAINE R OV & ORI R BIEIZEE O Do 7z,
AHNORHEMARYEEET LV EZFHA LY I 2 b—2 3 280 KK 200 mg %
Q3W, 400mg % 6 MMM (LLT TQeW) L 9,) XL 10mgkg (KHEH) % 2
Mk (LT TQ2W] &\ 5 ,) TEE LIZBEOARAIO Mg HIRE P E S iz,
ZDFER, KA 400 mg &2 Q6W TG L 7=BOARK| O EH IRREIZ I 5 FH M iE
FIREE (LT [Cagss) &VM90) 1. A 200 mg 2 Q3W TH L L7ZFRD Cavgss &
T 5L TFHlEnTe (FR), £/, KAI400 mg 2 Q6W T L L 72RO AHA|D
EHIRRBIZ BT D e m g FIREE (LLT TCmaxss) & VY 96) 13, AFAl 200 mg 2 Q3W
TG LTEBED Chaxss E L CTEEZ T LTRSS OO, BARANBEIZE
WTHAMEDHER SN TWD L - HETH HAH) 10 mgkg (REH) % QW TH
B UTZBED Craxss & I L TIREZ R & Tl S (FR), S 6, BERANHE
B 2 RITAK 400 mg & Q6W T 5 L 7=/ B 1AHFR (KEYNOTE-555 #l5%)
L 0HEONT-FERMEIZE S S EYBRE T A —FF, VI 2 b—T 3 kD Tl
L7cEWEhe 7 A —2 LHFRIL7. (TR), M T, HEEOEEIZH T 2 KRR
BREGRE IS & | ARFIOMREE & &AM X322 & OB A2 REH 2 BB T
TIVIMEZ XL, AA| 200 mg 2 Q3W X% 400 mg & Q6W TH 5 L 7-BROIRFE &
AT M & OB OW TR S Lo )Ry EREOE - HEORTH
B R OV BRI 7 22 BT 7 & PRl E Tz,
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£8 FHNORMBRE T A —H

[ Cirax Cavg Crnin Crnaxss Cavgss Crinss
(ng/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL) (pg/mL)
200 mg Q3w (58.55?§9.7) (27.277-38.1) (17.%35,3.118.3) (91.3?.984.1) (49.?3??1.0) (30,2(,)'3?1,4)
400 mg QBW! (12;,2;4) (32.%?';2.7) (10.%1(.).50.8) (14%3%?49) (50.?%1.3) (19.33(,)'230.9)
40(032%%\,\/ (1351.:633?.10;6.4) NA (14_1:: 'i§5.4) NA NA NA
10 mglkg Q2w (21;2223) (14?41‘45) (11%,1221) (42?1,2?133) (27(23,7282) (19;,,9200)

+:n=2993, 100 D I = L—3 7 02 K 0 EH S SEEO hIE (2.5%45, 97.5%45) . Cmax : A
BEHOREMEFIRE, Cag : FIEHEG%ONMIEFIRE. Cmin : FIEHEGE (A 7V 2 551 DK

(%EF'/&%};E\ Crax,ss :

RIS I U 2 Bt 17 i B2
1156 BRI (95%(F FHIX[H])
§ 1 AL BT (95%(= FHIX[H])

NA : 472 L

15
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4, FEFRIZOWVWT

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

@ #EHRIZHOWT

®-1 T%@(nﬁvw)@wﬁMﬁ_&éﬁém Y CTHDHI L,

(1) FEAEFBRENEET 20 AU2EEHENSRRES B RA A REEEIL SRR
HIE S A2 IS L R P i&iﬂzﬁw;ﬁﬁif BeZa &)

(2) FrEEREIFLL

(3) HEMFRAFENFRET 203 A HGEEEFFE (DS AR WL, 23 Al
Wh IIEBE. S AR HERE R R &)

(4) AKRACFHIEEZHE L, SREFRENR 1 USSR 2B 2 Ok 5L UE
AR DR AT > TV D fiax

(5) PUEEMERERL AL AN ORI AR D 24T > TV D ek

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

B

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

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

Q@ PBENOEEBBEREEDOMEHNICONT

EEGEREFRICEE T 5 TEDEE S, JESENSOEFRE D, A - &
e ﬁ%ﬁ’)fﬁ?&@”@fi&()\[:ﬁﬂiﬁ X AR, AEFERDBAE LGS oS
RS, EDRHESODITON D IEHRE S TWNWD Z L,
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@ EBIERA~DOXRIZOWT
@-1 BIERARBREO MR B2 B

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

@2 EERFHICLHIAEFFSNICET HEH

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

@-3 BHERADZEr xRN LT

BIER (RVEMERMREECI X, KBS « /D52 - EEO TH, IFHRERETE - fE LM:E
B, BHREREE (RMEMEEERE) | NOWES (TEEMEERES, FIRIRERE
pRE . EIERERGERETE) | LAUBEIRGE. SE DR, ik - BRRUTHEARE, Bk, EED
R REhE (FhaptEae Bz AU mIARIE . FE FEREARAE BERE . ZIALEE, JERIEIESE) | infusion
reaction, 7% - BlESE . BIEM M E, RklEE (F 7 2 - S U—IEREESE) | DK,
S 7 MRl (St IMRIR D MESRBER . YRR, ARIFERS . BERERIERIESE) |
MERERFEWERE, AEESE) 1Sk U CL MR ST MR B R o0 B 2 3 2 = Hil
EEfE L (BERHOBZE-CXISICE L CRER VIR ZZ T ONLIEZMHICHDH 2 L) |
BB U 72 /L& 8 T & DARHI N S Tnd Z &,
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5. B#GxtB Lt BE
(G 2hEIc B4 % 31E]
O TROBEIZBOTAROHEDEN RIS TN D,
o ALTFIERED 720 R OMEHEIERE O & DRI UIFRANRE 70 B A fE s
o ERYIBRBEOAT VI TV OEMEAREBRE BT Dk MBhERE
72%. BRAF BicARZAT5HEICHEVTIL, BRAF [LEANC L 760 H EE
THI L,

@  FREIZCEEY T D ARBIOPEE K OMEFH 5 IEIZ DWW TE, ARAN OB ZIMED S SN TR
59, AFlOEERE /2B 720,
o fhOPUEMREEAIEOPH L TR SNBSS

(e EIC B4 2% FH]

O FRECEY T HEFICOVTIEARIORE N EEZE SN TWDH Z Enh, &5 51T
brpnz &y
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ THRERTOFHIHIZ B W T FRRICEZYS T 2 BF IOV TL, AFORGIFHELE I e n

D, AOIRFRPUR A 2 NG EITIRY | HEICAHZEHT 2L 2BETE D,

o [HEMMEEOEDUIBED & 5 B

o R AR A CRHVE S 258 60 D A K ONE B 0D 5 It 2 <o R G 1 it ¢
FEDINIRIEMEA LN B D BE

o HCORERBOAOF SUTEMR A L IEFEHMEO B DR R E OB T ED
RN ey

o JEEREE GEMSHIBHEEL 5 T) Ob D EE

o MDY IIBEE AT HEE

e ECOG Performance Status 3-4 2 D EH

(2 ECOG ® Performance Status (PS)

Score EFH

0 |E&SMERIETE 5, BWATE R LA EAEESHIRZR AT D,

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

BITARECTH Y OHOEY O Z L3 THREZSMEEITITE 20, BH O 50%LL x> FAACiE 29,

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

F G VS I O]

ELET RV, BOOHFOEIY O Z LT TERY, BRIy FfFTHId,
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6. REICELTHET NEHH

® ® ©

I SRR TN 2, BEIREIER D3RI 9 2 R T 55 & ARH| O e I O

HOTOIZ B ERE B L TR T 2 &,

TRIRBARITIENL S | B UTE OFIRIA MR OERMEZ + 23 L, [[EZ2 15

TbEGTHZ L,

FEREWER DO~V A MTHOWT

o [WEMMZERNHLOLNDZ ENH DT, RKEOEEIZHT- > TiX, YIHE
W CEEIAL, PR RIS, mkaE) ORERR KL O X #RiRd o FEhass, Biggs +
AT H Tk, Flo, BEISUTHE CT, MG~ —F —FEORA % Ehi 7
HT L,

* infusionreaction 73d% H DIV DH Z L3 5, infusionreaction 2378 HALVIZIG AT
I, EYRALE 21T O L LB, ERNEIE T D F TREDOREEZ o128l
T5HI &,

o HURIRBERERETE . TERMAMEEREL OREIBHKERENHODbNDLZ ENHDHD
T, ARHNOFH-BHGET L O G-I IE SN wrssie iR & (TSH, l#8f
T3, #HfE T4, ACTH, =T —VEORIE) s 5 2 &,

o JHHEEEREE . M LMEIRERNH D DLID Z L NH DO T, KA OG- BRIGHT &
O G S e I IR EER A& (AST, ALT. y-GTP, Al-P, BV LB %
ORPE) Z=FEhT 5 &,

o FEIERK (MERKOMLEEHREREET) EOHEERIREELH 5D
ZENHHOT, EFICIROEFE OFBEMHRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,

o ARHFNOEHIZIY | EEORIERIGICERT D &EB 2 DIk A I EBEWE
DHOLLNDZ ERDHDH, BENBROONTLEICIE, BB LEFRIIS U
B 22 ik & R BR 2 e o [l & U ClE vl e iR i 2 1TV R EE O
FOSZ & B BWER B 25551213 AFIORIESO I IR, K OREIE RE R
NWNEVRIOBRGEEZBETHZ L, 2B, BIBRERNLVE L OREIZEYEIE
A OYEERFRD IR WIGEITIE, B RE ARV o LISt O Sz i Fl oisin
bLERET DL,

o BHKTH. BUAMN Oy ARRE L THOERWERNEET L2 B3 H D720,
AFNOEGHETRIZGEWEHOFBU A 2ITEET D 2 &,

o I AUMERRIRE (BIUE 1 BUBEIRIF A 5Te) b bbiv, PERFEES R T v R—v X
IZEBLHZENRHLHOT, Ag, Fl, EHZFEDER ORI EO LA+
SEETHZ &, 1 AERBEN OGS &R GEERIEL, AR Ul
O & DORMY R LEZ1TH 2 &,

RIGEIBRARE 22 B A E A (T H 3 2 BRI, AFIOERKRRRIZB N T, &5

BRLEDN G 3 I AL, ZHLAREIR, #5866 1R 6 ) Z & oAbk DR

i 4T > TN Z & A2BBIT, ARFEGTITEMAICRROMRZITO 2 L,

SEARYIERE O M BANEEE ~OM ML & U CTEHT 2 BRI2IX, AR OERK

RERICBWT, B OREFRE T 12 B I L ICHEIMEOFHL 21T > TV
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122 & EBBEBI, AROBRGTITEBNROMRE 21T > Z &, ok, ki)
ke LTHEAT 25E810F, ARIOBEGHIZ 12 VAETET D L,
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REFERAEET A KT 1
Ra7nl) Xv7 (B FHEEEX)
(74 : %A M A —4 EFEETE 100 mg)
~HHEARSF Y UNE~

YR 2 94111 (FF124 8 AKET)
BA A




ER/N

1. 1FC®IC P2
2. AANIOFHH. (EHEF P3
3. ERIRAE P4
4, FERXIZOWT P7
5. BHxtGL e b P9
6. HHIZEL THETRXHIH P10



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIEL, I SCEFIZEE S W2 Ee R D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frlil/F A%
FPIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEIRMET 5 2 L REO
AR & o TR Y RIFMBGER & SO IR T #2016 (Fhk 28 A2 6 A 2 HEERE)
IZBWThH, EHERLEOHHORBHEEZXS Z LS TWD,

BFORERBE ST, B ERCLZ 2T 0 7 7 A VRBEFOESK AL & B 5 25
B ENRDHDH, ZOD, HIMEROLEMEICET S ERNH0EMT 5 E TORM,
WMELEIG O BE LML ZIT 52 EPWIRE SN D BFICK L THERT 2 & &bz, BIfE
FDFEBL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 A B < fd A
THZENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFLIH -
B RIS & | LT ORI O 7o i H 2 HEE T 2880 b B R EE & %
F RO EFHE R~T,

I, ARITA RT A %, MSIATBOE NE S RS O, OB ANRAR
BRI s . — M AN B ARERIR N E 2 & OB N B AR iR 52 O i ) o
b EERC LT,

WG L IR DEIN, XA ML—F R 100mg (—i%4 a7 n Y X~ GBI
THAHLZ))

R LR DREIHR « B SUTEREME D YR % ) i

MNEERDAEROHE - BH, A, a7 nl) X+ (Barkz) LTl
[0] 200 mg % 3 3 [E AR 313 1 18] 400 mg 2 6 1 [#] IR C 30 77 [
DT T RIEFET 5,

Bl 3E IR 5¢ ¥ & . MSD RSt




2. AFOKK, {ERBERF

FA ML—F RiEEE 100mg (— %4 - XA T7 ) XA~ B HHE#z), LU IR
Fll EvvH,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L OfEAEZEHEREST S, b MbIgG4 €/ 7 v —FAHEKTH D,

PD-1 #2313 T Al e o0 2 B S 2> & 2k 2 72 I 03 AVKBRE 23R 5 % 32 7 50 22 ol )
AA »F T, PD-1 (&, fEFEREBIZEWDCEER T MilaoMia£micgE L, 3%
P& SO % B e A B X Tl 72 oS OGS & HlH 95, 72 BH, PD-1 13U o K&
AT D LICE Y HURZERICL D V7T vimEae AlchHlEaT 2% /K TH 5, PD-LI
DIEFEMIKICIB T HHBUTDO T TH L0, Z< ONAHMTIE T Moz 2
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEEIL, B, el .
JHMAE . IO, FE/NHIRaTE 72 & Ofix AT THRARRK T TH Y | RWAEFE
& OB HE STV D,

B O DA DGR T#% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
DEEREREIC W T EERREI 2 S Z L OVRIBR ST L F- 7203 ATEIE DI, &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U > ROFERELESTHZ L2k, 5
WUNBREE T ORISR AR ENE T U S ERATEM L S8, PUiEE e 2 s AL
T 52 L CHUEENRARET D,

AFN DRI 2 He B DS RISIC £ 5 BHEA 25 H b, BESUIIEEIC
DRI D, AAOBGHROBGHIIE, BEOBIEE IO, BE IR
D BTG AITIE, BB L2 HGUTIE U B 2 ik & B8 & FF o R Afl & L Col
E) 7R RIS 21T\, BB DS RIS & 2 BIMEF 2 EEb 88T Id, B R AL
B HI ORGSO R ILE & 1T 5 LER b D,



3. BRI
I TEE MO IR % o U oSO ERIE I3 21T o 7 B2 R B o
R A R,

(A %h]
[EIBE IR O AHRRER (KEYNOTE-087 #ki5h)

FFE UTEHRTED d AR % U o lEE (210 B, BARAN 10 filA2&Te) OLLF
D3 ODAKR— FZHRGIT, AFKI 200 mg 3B LT QW] &), ) &5
B R OV ZEVED B S vz,

- HEE MBI THRIC, 7Ly F o ~T REF UK DiRREZ T T2 H
F (ah—h1)

- HEB BB EIERIS THY . hoT LY <T RXRF UL DIEEE

2T BE (2hR—1h2)

- BFEE MBS MRBRERITRIC, 7Ly Y X ~T XRRF UL DIEFR (—RIBEX

ITRARILFZRIEDO—BRE L TOT LY F~T RRF UL DGR ITE £ 72
V) BT TCOARWEE (adk— R3)

7B, EG I TR BTN SN AIT . REEITA2 R IIER SR bty
LOWRENICLZE LTV D BE T, /k@uﬁw Gl CREBETVRRO ONDHET
KRB OB G 2T 52 ENFREE Sz, EEFHMEEE Th 5B E (LFET IWG
criteria (2007) (25 < FIEEIC L 552428 % (CR) Xi*ﬁ >25%) (PR) OFEIE) |
£ 1OLBY Tholr, 2B, FANIRE INZEERESEIL. WThoak— lﬂb
20% ToH -7,

#£1 EOMERE (KEYNOTE-087 3ER)

aR— k1 IR — K2 aR— 3
(69131) (81131) (60151)
e840 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #9275 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
Bi%K -
(%) “Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
AN RE 3 (43) 2 (2.5) 0
Fh=%= (CR+PR) (%) 72.5 65.4 66.7
(95%(EHE X [#) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze21k]
[EI B HL [ 26 1T AHRER  (KEYNOTE-087 #ER)
AEFRITHBR AT 202/210 1] (96.2%) (2788 i, EIVEHIX 144/210 4] (68.6%)
IZERD BT, FELRN 5% LORIERIZFR 2D LB ThoT-,

£2 FHREFN 50U EORIER (KEYNOTE-087 38 (AN S4E)

B RIR¥E (SOC: System Organ Class) @fé;/(f/;)g

FEAEE (PT: Preferred Term) g 21 OJ{I;IJ
(MedDRA/ ver.20.1) 4 Grade Grade 3-4 Grade 5
2 EIWER 144 (68.6) 23 (11.0) 0
MEF LY v RbEE

I BRI I 11 (5.2) 5 (2.4) 0
PR lA ==

RO B A REA T i 26 (12.4) 1 (0.5) 0
B RS

T 15 (7.1) 2 (1.0) 0

L 12 (5.7) 0 0
—% - RHREER X O GEA OREE

5 19 (9.0) 1 (0.5) 0

F&H 22 (10.5) 1 (0.5) 0
PR R IR E

R 13 (6.2) 0 0
MR, MaZhds K OMERRFREE

NNk 12 (5.7) 1 (0.5) 0
FEIE 8 X OV TRk =

5 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 #] (1.4%), #PRpEE
(7 v« NU—EBEREE) 1 X161 (0.5%) . TFEEREREE I 8 il (3.8%) . HIKIEEERE
E13 29 B (13.8%) | fh ¢ « BERUH ALEIE 13 2 41 (1.0%) | infusion reaction 1% 17 51 (8.1%) .
SEIBERIZ2H] (1.0%) KOHRIT 1A (0.5%) TR bz, /-, EEDOKE
bR (R RERGIRARAEMERE, ZIALEE, FARHIESE) . FIRMAFEREREE, RIBHREEREE, 1
RUPEIRIE ., BARerEE (RAEMEMBRE) . K, HEMBEIIE, MK - Bk, &
P I IR P SR BN . VA IMAE R 1 & OR SRR IR B AL Do 7o, AREIVEF 3B
R EFRS (RAMREMETEET) 230EERETT,



(At - HE]

KB OREEFEYBREE T L EZFH L7-> I 2 b—3a 02XV, KK 200 mg %
Q3W, 400 mg % 6 FHHE (LT TQeW] & 5, ) XiX 10mgkg (AHE) % 2 [
Mk (LT TQ2W) L9, ) TG LZBEOARF oI iE FIRESRG Sz, ok
Fe. K| 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG iR (B
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHIEIT 2 & T
Shiz (F#) . 72, AH400mg & Q6W TG L 7= ARHKI D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) &VM9o ) 1, AHAl200mg 2 Q3W T H- L72BRD Craxss
g L CEEZ R T E TSNS OO, BARNEFIZE W TERENFHER ST
HHE - HETH 5% 10 mglkg (RHE) % Q2W THH: LTZERD Craxss & Ll LTI
EERT TSN (TR) . ST, EERAHEEBE % XTBITAHK] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC S < EiyHhhe
NRIA=BFT v Ialb—ra Al PRILICEDERE ST X —2 LML (F&R),
Nz T, BE ORI 5 BERRBRSEICE S & | AR ORE & & HM X T2tk
& OE#EZ T DIRESST T /VBEE S, Kl 200 mg 2 Q3W X 400 mg %
Q6W THH L7-BROMETE & & AME T L2 L OREIZ DWW TIRFT S /R, k
SO A - AEOM THIME L OV B2 2R T 20 & PRl Sz,

K3 AAOEYBE T A —F

- I Crax Cag Conin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W! (58.55?;9.7) (27.277-38.1) (17.%32,;.118.3) (91.3?-34.1) (49.58(,);11.0) (30.3;,).3?1.4)
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'230.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
Ok W gy | aanass) | unim | aeeesn | s | (93200

+:n=2,993, 100 B[P I = L—3 3 LY BEH N7 % EEO FIE (2.5%,97.5%) |« Crmax @ FIEIH
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARumn i i

I : 56 FIORELIE (95%(ETHIX[H)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4. FEFRIZDOWT

KRR E U CHERBENE (2FFRE) e TnDd Z énb, Uikl 26
UNZERTEZ DA THINERDH D, €D LT, REIOERGN#EY) 2 BE 220 - §F
E L, AFOEGIZI Y BERBWEHZIBL LIRSS T 5 2 &R 72D, LIF
DO~@DT RN T & THRICBWWTHEHT & ThH 5,

O HERRIZOWT

D1 T (1) ~ B) OVWTINIEYT IR THD Z &,

(1) BAEFBRENET 20 AV2EEHEN SRS EE R AR L SR P
HUIE )N AR B EEHL R, HUIER DS ARSI RE e &)

(2) FrEMEERPL

(3) HEM IR ENFEET 203 A HOEEERRE (D AR EWHRbL, 23 A2
W EBE, 3 AR EEHERE B e &)

(4) AKRALFIEEZHE L, SRAEFRENE 1 USSR 2EIENNE 2 Ol 5L UE
AR DR AT > TV D fiex

(5) PUEEMERERL AL RN O R R FEHEI AR D 24T > TV D ek

DO-2 HEHKR T2V X JEOL SRR R ORIVE R B O %S+ 7 ik & R
Bra R oER (FEOWTIIIIEYS T DIER) 2. YEZ2FEROARRNZE T 5 1BED
EEHELE L RESINLTND Z L,

#*

o [EEMFFESE 2 FOUIMINHEZE T L7212 5 FELL LD D AUTBE DB IRIHE 2
ITHoTWBHZ L, 96, 2L EIX, BAZEMEEZ £ & LUEERIES S OHE 2
ToTWBHZ &,

o [EEMEFFESE 2 FOUMMHEZE T L72&IC 4 FFLL EOREREZ AL T D
Z L, 9B, 3FELL T, & MmEREMENEL O M A SEY L A B TR IR R S OAHE
EIToTWnWBH T &,

© BENOERBFEHREHEOKHIZONT

PR3 A I B BRICAEF 9 2 L DS S, BUEARZED b DA O, ﬁ?ﬂJ M- 22
Btk S ol i&@ﬁ'gii&@[:ﬁﬂi%? XY D IR mEdt, AEFRNEAE LIS OE
FH . FRESDITT DL IEFINE > TN D Z L,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Az BE 4 5 B

MR MERR B O EE R BITERA N AE LIZBRIC, 24 BRRIR2IRIRHI O T, Y%k X
VEEE SRR 123\ T FEL L7 RIEANCS U CARBREE K O CT 25 OFIVEFH ORI &4
B EDORERNY HHRIZE LI, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 ERNEEHICL H2AFELRNHICHET 2 EH,

IS ARSI HE D D B 22 Gk e O e 2 AT A IR EAE DNEER T =42 ) v 7
EEOIERDOAT V== TEITOERE & HREZ LA TE 5 F— AERIKH 23V
ESNTNWAZ L, B, BiEHEICHOWT, RAERE EZDOFFEICHSITEAmENT
WhHZ L,

@-3 BEHEADZWrx N LT

BIVER (RVEMEMZERIZIN X, KBE - /DMEK - BEO TH, SRR - i bR
K. BHRERETE URMEREMB RS, NowkESs (FTEREERERES, FIRIREELE
. ORIBREREREE) . 1 AR, S E DIER. Ak - BRI RMAIE ., R, BHE DK
JEREE (PR BRI, R BRI ARE BERE, ZIALBE, FARHRIESE) . infusion
reaction, 7% - B, BIEM MEE, MRESE (F7 2« NU—JERRESE) | DR,
e MRS (oM MR PESR B R . WML L, JRIFERES | MERRIERE ) |
MERBERIEMERE, FEAZE) 1Tk LT, Mk X ITr B st B o BP9 2 9~ 5 Al
EEfE L (BERHORZE-CXISICE L CTRER VIR ZZ T ONDLIEZMHICH DL L) |
B HIZHEE 7R LE DN TE DIRHI NS TNDH Tk,



5. EXHB LR DRE

[(B2h I B3 % 1]

O B FE MR RGIE SUIR A O T3 U EHR O iR o % U v
HRIBBEIZB O TARBIOFIMEN RSN TV D,

©@ TREICEEY T 2 BB T D2AF OFE KL OERITIEIZ SV TR, AAI DA R
MESLSNTELY, AAOHREGHR LRG0,
o AEFRIERIGRO B,
o OPUENERELA & O,

(&4t B4 % 9]

O TRICEYTHEEICOVTUIARROEENEERE SN TND Z b, #5517
Dz L,
o KAIORSTIZ 3 LI BEUE OBEEIRED & 2 B3

@ IRPEETOFHmIZ I\ T TR uEféﬂ‘%)'%% ZOWTIL, AFIOEGITHEE S L2
D, AOIREERPFUL A 2 NGEITIRY | HEICAFZEHT 22 L 2BETE D,
 [HHE ﬁ%f$@AﬁXi%E@%é$%

o S EE R A CRE R 258 2 B K ONE B o F B it it 2% <0l e M fiti 2%
FEOMMIZRIEMEZE RO D BHE

o HORERBOAD, UXEMERZE L IXHEFREMED B CaZ kB OB O
b5 BE

o EERBMEE (&R A 5 T) Ob b ERE

o HWEORGESUIEE AT 2 BE

*  ECOG Performance Status 3-4 "D

(ED  ECOG 0 Performance Status (PS)

Score | EFE

0 | &<MERIEE TS5, BT LlFE U HEAERNHRZR AT D,

PRREIZI LUEBNEHIR S 525, BTRIRE T, BRI > TOMERIITH 2 &M TED
Bl BEOFE, FHEE

BTREECHGDOH DRI O Z L 13T N THEELEDERILTE W, HHD 50%LL BiZ~<y FACiE I,

BHNTZEHSOHEDEY DZE LATERY, HFOD 50%LL Ea2Xy RO TiRZ1,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,




6. BMEIZEL THEETREFE

O  IRFASCEREITIN A, BEIRE S D IRAT 2 BB 1T 3D & ARHI O Feik K& OV 1E i
DT OIZ LB HZ T L TR 5 2 &,

@ JHREBIAICIENL D BE T OFRICE MR EREE s L., FEE2 5
ThoETHZ L,

@ FEREWERAO~RT AL MZDOWNT

WEMERBN D 5D Z ENH DD T, KFOBEIZH T > TiE, PIHE
W (BG0dv, PR IREE, WmkeE) OfER & O X fRfrds o i, BlEx+
TFWATH Tk, Flo, BEITSUTHWE CT, MG~ —7 —%Ok& % FEhid
HZE,

infusion reaction 23 & 55D Z L 3B 5, infusionreaction NFRD HILT-HEIZ
X, WURREZIT S & & bIT, IEIRDEIE T 2 £ CHRE DR L +/0IT8l5
T5HI L,

FORBRBERERRE S . T RISAERE X ORIBHEREN L D DLNDLZ ENHDHD
T, ARFIO B G- BAART & O G-3RI H 3 E IS N WS RERR A (TSH. bEhf
T3. 8 T4, ACTH, I =2 — 1 SDllE) #Eiid 52 L,

FFHERERS . B LIERRE RN H B D Z LR H D DT, AAIDO B 5 BRLART &
OGP I e I REME (AST. ALT. y-GTP, Al-P, BV /LB %
DRE) & FEhdT 52 &,

SEIFER (R CEBREREZET) SOERERREENS bbb
ZERHLOT, EMNICIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2T2 L )BEFELRET L L,
AFNOFEGIZ LY BEOGRERISIZERT 5 &5 2 DDA IR B
NHLONDZENHD, RENROONTHEIIE, BELEFRIISUTE
B 70 ik & R BR A RO BE AT & EE Ui U] e 8RR M A2 1T\ B E D5k
FOSZ £ B RIWER D S 2355101%, AR OERIETH I, R ORIE RE R
IWEVAIOBRGEZEZRTDHI L, ok, BIERERLVE L OEREIZEDENE
A OYGENRFRD IR WIGEITIE, BB RE ARV o LISt O Sz i Floisin
LEETDH L,

WHETH, BEBN OB ARE L COLRIERANEERT L ZENH 570,
AFNOBEEHETRICHRIERORBUZHSITHEET D Z &,

1 BB RS (BE 1 BUBEIRIS 2 & Te) BNd bbiv, BERFBEMES b7V R— &
IZELZENRBHLOT, g, L, EHEOTEROFEHRC M ED LA+
IEBETDHZ L, R RBEAEDNIZGA TR G2 IE L, A2 ) il
Fl OG5 OME) I LEEITH Z &

@ AA|OEERRERICIBNT, BEGHAND 12 1/ Z & ITHMEORHE 217> Tz Z
EEBHBID, ARG TITIEHRICEIGRE THROMEREZ1T I Z &,
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XEFEHEET A R A
RAT7u ) A<v7 (BETHBEZ)
(BR7E4 : A MA—# K 100 mg)
~ R LR~

YR 2 941 21 (FF124 8 AKET)
BA A




ER/N

1. 1FC®IC P2
2. AANIOFHH. (EHEF P3
3. ERIRAE P4
4, FERXIZOWT P8
5. BHxtGL e b P10
6. HHIZEL THETRXHIH P11



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIEL, I SCEFIZEE S W2 Ee R D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frlil/F A%
FPIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEIRMET 5 2 L REO
AR & o TR Y RIFMBGER & SO IR T #2016 (Fhk 28 A2 6 A 2 HEERE)
IZBWThH, EHERLEOHHORBHEEZXS Z LS TWD,

BFORERBE ST, B ERCLZ 2T 0 7 7 A VRBEFOESK AL & B 5 25
B ENRDHDH, O, MR OLZEEICET D ERS 0BT 5 £ TOR,
WMELEIG O BE LML ZIT 52 EPWIRE SN D BFICK L THERT 2 & &bz, BIfE
FDFEBL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 A B < fd A
THZENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFLIH -
B RIS & | LT ORI O 7o i H 2 HEE T 2880 b B R EE & %
F RO EFHE R~T,

I, ARITA RT A %, MSIATBOE NS RS O . OB AR AR
BRI s . — Mt FE N B ARERIR NBFE 2 R O [FE A B ARIBRE B 72 O W
Db EAERR LT,

WGl I HEIEN XA M —F SR ERE 100mg (— k% AT e U X~ T (Eis
THREHL %))

KR ERDMMEUIIE © DS AL\ CHE I U 7= ARV YIBR A RE 72 IR I b B

MEERDREROHE @, AT, *a7vn ) XA~7 (Ealfz) LT 1
[8] 200 mg % 3 W [A]fHIME 13 1 [5] 400 mg 2 6 I [HfE kR T 30 57 fH
DT T RIEFET 5,

B 3E R 56 ¥ & - MSD BRRatE




2. AFOKK, {ERBERF

FA ML—F RiEEE 100mg (— %4 - XA T7 ) XA~ B HHE#z), LU IR
Fll EvvH,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L OfEAEZEHEREST S, b MbIgG4 €/ 7 v —FAHEKTH D,

PD-1 #2313 T Al e o0 2 B S 2> & 2k 2 72 I 03 AVKBRE 23R 5 % 32 7 50 22 ol )
AA »F T, PD-1 (&, fEFEREBIZEWDCEER T MilaoMia£micgE L, 3%
P& SO % B e A B X Tl 72 oS OGS & HlH 95, 72 BH, PD-1 13U o K&
AT D LICE Y HURZERICL D V7 I vimiEe AlchHEaT 225K CTH 5, PD-LI
DIEFEMIKICIB T HHBUTDO T TH L0, Z< ONAHMTIE T Moz 2
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEEIL, B, el .
JHMAE . IO, FE/NHIRaTE 72 & Ofix AT THRARRK T TH Y | RWAEFE
& OB HE STV D,

B O DA DGR T#% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
DGERRHC B W CEBERKREIZH Y Z EDNRBINTEBY  F7272 N AT OEN) &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U > ROFERELESTHZ L2k, 5
WUNBREE T ORISR AR ENE T U S ERATEM L S8, PUiEE e 2 s AL
T 52 L CHUEENRARET D,

AFN DRI 2 He B DS RISIC £ 5 BHEA 25 H b, BESUIIEEIC
DRI D, AAOBGHROBGHIIE, BEOBIEE IO, BE IR
D BTG AITIE, BB L2 HGUTIE U B 2 ik & B8 & FF o R Afl & L Col
Y72 RIS 21T\, BB DS RIS IT & 2 BIEF 28 Eb 88T IE, RIS R AL
B HI ORGSO R ILE & 1T 5 LER b D,



3. BRI
M AACERFRERR I THE IR U T2 ARIBUIBR AN RE 72 IR b R O KGRI IZ Gt 247 - 72 £ 72
Bk A B IR OD i 2 T,

[H2h1E]

[EI B[R 2B AR (KEYNOTE-045 35#)

77 F K & S T L EEIEET 28 3 5 R PTETIE XATHER B O R b RO R
542 15 (A AN 52 % &s) % %47 . A 200 mg 3 SERIREE (UUF TQ3W) 15, )
Be G- OE IR NN AR ON7 U X X' )L REZ S8/ X3 vinfluning)
CERXTRE LTTRET SN, Aok, BHREHE TEREEETRRD b GE T, KT
ZR IR DO H IR W EDERIRAIIZ L E LT 5 BE T, RIBICARE O mifg R ¢
PRBHEIT RO LN D F TARKIOER G 2k 95 Z L3RR & SivTe, FEEFHmE X
ALFIM (0S) R OVEREALFHN (PFS) & &iv, AFNLSEE & el LT, OS
EEBICERE L (F1EOXK |

10 7T FFRH R G AR (UG BICRBIIT AR BE . RO T F SRR AT
(EEERREIC & BHTRT - I MBNEAERRER 12 4 B LINIC TS L7z B 2z AR B LT,

*2 : ARFRTIE vinflunine 1ZRARTH D720, X7 VXXV II REZXEZLOWNTINERIRL
7o



7% 1 KEYNOTE-045 3B DB ZMERAR

A5 200 mg ik
Q3W
(270 1) (272 1)
oSt il [A] 10.3 7.4
(95%(EHE X [H) (8.0,11.8) (6.1,8.3)
Nt — R 0.73
(95%E X [H) (0.59,0.91) —
P {5 0.002
PFST] hfiE [H] 2.1 33
(95% 1 HE X [#]) (2.0,2.2) (2.3,3.5)
NP — R 0.98
(95%{5 #A X [H) (0.81, 1.19) —
P fiifb 0.416
T TR DT — 2 120169 A T H A AT
o @R Cox eV — RET T K DA 59 & Ol
S @Rla ST v e
I': RECIST HA T A > 1.1 fIZ HD < Pz i e e
100 7
90 7
80
_ 707
& 60
& 50 b,
£ 40 \\
30 5 MM—-«
20 1 — smoemg QW
10 7 Wi
O a6 10 12 14 16 18 20 23 24
at risk® e A
A 200mg Q3W 270226 194169147 131 87 54 27 13 4 0
&= P 272232171138109 89 55 27 14 3 0 O

1 OS @ Kaplan-Meier #i#f (KEYNOTE-045 35%)




[Ze21k]
[EI B[R 2B AR RS  (KEYNOTE-045 35#)

HEFEGIIARKIRE 248/266 5] (93.2%) K UMb IERE 250/255 41 (98.0%) (2788 B
L. RIPERIZE N Z T 162/266 5] (60.9%) K& T 230/255 il (90.2%) (2788 HivTc, A&
FIHE THBUEN 5%LL EORIERIZTRO LB THhoTe,

2 FEED 5% LEOBIER (KEYNOTE-045 3RE)  (LZA&MAITREM)

#BEBIKIFE (SOC: System Organ Class) @ijﬁﬂ(;/‘;)
HEAFE (PT: Preferred Term) 2663
(MedDRA ver.20.1) 2 Grade Grade 3-4 Grade 5
2EIEH 162 (60.9) 38 (14.3) 4 (1.5)
N bR
FOPR IR REA T 15 (5.6) 0 0
B 1Bk E
T 24 (9.0) 3 (1.1) 0
0 29 (10.9) 1 (0.4) 0
—i% - RHEER O GEALOREE
I A7 i 15 (5.6) 1 (0.4) 0
W 37 (13.9) 3 (1.1) 0
TR EN 17 (6.4) 0 0
Rt L OvsespmEE
AARIFIR 23 (8.6) 0 0
BeE ¥ KOV T AEAk R
Z 9 FESE 52 (19.5) 0 0
433 22 (8.3) 1 0.4) 0

723 AFIFZ BV TRIE MR 10 61 (3.8%) « Kimdk - EEE O T 7 4 (2.6%) |
MRS (72 « NLU—EBERSE) 16 (0.4%) | TFHSEEREE 14 651 (5.3%) . HUKAR
BEREREE 23 15 (8.6%) . WIEHEREREE 1] (0.4%) . BFFEAERETE (JRAMEFIMER 2
%) 141 (0.4%) M ONinfusionreactionl f5] (0.4%) iR Lz, Tz, HEED L&
(ISR R, Z2TALEE, BRRIESE) | T HREMERE S, 1 RN, K.,
e - RERURRE . EEARIEDRE, DR, M - BIER, 5 &0 B, ki
BRI PESEEESF . PR IMAE R I M OVIRZEERIEE 1IR80 D72 o 72, AREIWERRBLIRILIXES
HHESR (BAMEMEETLE5T) 230EEREZRT,



(At - HE]

KB OREEFEYBREE T L EZFH L7-> I 2 b—3a 02XV, KK 200 mg %
Q3W, 400 mg % 6 FHHE (LT TQeW] & 5, ) XiX 10mgkg (AHE) % 2 [
Mk (LT TQ2W) L9, ) TG LZBEOARF oI iE FIRESRG Sz, ok
Fe. K| 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG iR (B
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHIEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= ARHK| D EHIRREIZ I 1T 5
E G FIREE (LLF TCrmaxss) &VM9o ) 1, AHAl200mg 2 Q3W T H- L72BRD Craxss
g L CEEZ R T E TSNS OO, BARNBEFIZE WD TR R ST
HHE - HETH 5% 10 mglkg (RHE) % Q2W THH: LTZERD Craxss & Ll LTI
fEzrdEFPEns (FR) , 5, BEHERAMMEBE Z 554K 400mg %2 Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC S < EiyHhhe
NRIA=BFT v Ialb—rva Al PRILICEDERE ST X —% LHEILT (FR),
Nz T, BE ORI 5 BERRBRSEICE S & | AR ORE & & HM X T2tk
& DR #EZ R DIRESST T /VBEE S, Kl 200 mg 2 Q3W X 400 mg %
Q6W THH L7-BROMETE & & AME T L2 L OREIZ DWW TIRFT S /R, k
SO A - AEOM THIME L OV B2 2R T 20 & PRl Sz,

K3 AAOEYBE T A —F

- I Crax Cag Conin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W! (58.55?;9.7) (27.277-38.1) (17.%32,;.118.3) (91.3?-34.1) (49.58(,);11.0) (30.3;,).3?1.4)
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'30.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
Ok W| gy | aanase) | unim | aeees | s | (o300

+:n=2,993, 100 B[P I = L—3 3 LY BEH N7 % EEO FIE (2.5%,97.5%) |« Crmax @ FIEIH
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARumn i i

I : 56 FIORELIE (95%(ETHIX[H)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4. FERIZDOWT

KRS & LTl AR (2FRE) NN TWEZ En, YiHa 4
UNZHETE DHigk CHOIMERH H, T D LT, AKF OGN w7 B85 220 - §F
E L, AKANOBRHIZL Y EERRIERZRB LIRSS T 5 Z &R0 ERT=D, LIF
DO~BDT R T &G THXIZBWTHEAT 2 XEXTH 5,

O HERRIZOWT

D1 T (1) ~ B) OVWTINIHEYT IR THD Z &,

(1) JEAFBREDIEET 20 AREEIL SRR G E RS A2 RGEEERL mUR B
HUIE )N AR B EEHL R, HUIER DS ARSI RE e &)

(2) FrEMEERPL

(3) HEM IR ENFEET 203 A HOEEERRE (D AR EWHRbL, 23 A2
W EBE, 3 AR EEHERE B e &)

(4) AKRALFIEEZHE L, SRAEFRENE 1 USSR 2EIENNE 2 Ol 5L UE
AR DR AT > TV D fiex

(5) PUEEMERERL AL RN O R R FEHEI AR D 24T > TV D ek

O-2  JR¥E ERE DAL E K ORIWE I FEBLRE O SIS IZ 147 22 Jnalk & R 8R 2 R D Al
(FROWT NN AL T DIER) 23, BEZZFERORANCET 2R OEMTE & L
THEINTWDHZ &,

#

o [EEMFFESE 2 FOUMIMHEZE T L7212 5 FELL LD D AR DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BASEWEEZ & LUEERERFOIHE 2
ToTWBHZ &,

o [ERIRFFIGER 2 FOPMWHEZE T LIRS 4 FLL EOWIREGFZ DR IRIHE
ZIToTHY, 95, 2 RIT R LR DM A TR 25 Lo D3 AR TR O
RWHEZAT > TV H Z L

Q@ PBENOEEBBEREEDOMEHNICOWT

IR HRE BEICE T T LA DR E S v, REEEENSOFRE D, Ao - %2
BVEEIRFRE R OB B L NERE ISR D iRt AEFRBBE LGS oHE
EH. FERHSHIATONDIEHINE S TNDH T &,




@ EBUWERA~DOXIRIZOWT
@-1 fEsk Az BE 4 5 B

VMR RS D EE R BIEA NI A LTZBRIC, 24 FRRIZHEIEHIO T, Makhiak X
VB (23U T, BB L BWERICIE U CABRE B L O CT O RIVER ORI 4
TR ORERD Y BSOS, EBICRIGATRE R AR N EE - T D Z &y

@-2 ERNEEHICL H2AFELRNHICHET 2 EH,

DAZIRICED 2R L R e BT 2 ERIEEEPEIERE=42V 7
EEOIZEROAY Y —=2 7 HITWEIRE L @A A T& 55— LERES
iESNTWAZ L, 2B, BIHEHIZHOWT, BABE L ZOFECHIITEmMmENT
WhHZ L,

@-3 BEHEADZWrx N LT

BIVER (REMMZERIIIN X, KBE - /NMEK - BEO TH, SRR - i bk a
TR, BHEERETE (RMEREMER RS, NWowkEE (TREMEREE, FRIEMRE
HE . BIEMEREREE) . 1 ABEIRIE. S8 O IR, Ak - BRBUIRMRIE . ER . EEE DR
JEREE (PR B RARAE . R BRI AR BERE, ZIRLBE, FARRIESE) . infusion
reaction, 7% - B, BIEM M E, MRRETE (X7 2 - NU—IEGERES) . Ok,
e MRS (o P MR PESREESR . WML L, JRIFERES | MERERIERAE %) |
MERBERIEMERE, FEAZE) 1Tk LT, Ml X3 MR B o BEF M 4 B 9~ 5 R Al
EEEEL (BHEHOZWroXISICE L THRER OB ZZIT N RMHTH D L) |
B HIZHE 72 LE DS TE DIRHINE S TNDH Tk,

=



5. EXHB LR DRE

(G 2hEIcBE§ % 31E]

O 77 FFRHNE GO FIRIERE 2 A 5 KT TYE AT O R R
FIZBWTABOFENERREES N TN D,

I

D B

E

@ TRICEY T 2 BE T 2 KA OBE L O HFIEIZ DWW TR, RFIOAF D
ML SNTELT, KFIORGG LB,
o TITFFRIHNE G TALTIIEI X DR O I W B,
o FF OB,
o fhOHUEMEREEA] & OOFH,

[tz B4 5 F1E]

O TRICHEYTHIRFICOWVTUIAKOREN LD L INTWD Z b, &5 %21T
r YA A RGP
o ARHNORSTITHR LIRHUE DO BAERE D & 5 B

@ REATOFHIIZ IV T FRLUCEE Y T 2 BE T OV TR, AR OG- IFHERE I L0

D, AOIRFRPFUL A 2 NGEITIRY | HEICAFZEHT 22 2BETE D,

o [HEMEMEEOEIUIBED & 5 B

o A EE AR A CRE R 258 2 B K ONE B M 0 F B i st 2% <0 R g M fiti 2%
FEOMMIZRIEMEZE LN BN D BHE

o HOMEBEROADE XUXEMERZE L IXHFHEM%EO B O REEDOBHERE D
b5 BRE

o EERBHIE GEMEHIaBHIEL 5T) Ob b EE

o MO IIBE TR AT 5B

*  ECOG Performance Status 3-4 "D

(ED  ECOG 0 Performance Status (PS)

Score | EFE

0 | &<MERIEE TS5, BT LlFE U HEAERNHRZR AT D,

PREIZI LUEBNIHIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

10

BATRARETH A O OEY O Z LT F N THEEIZBERTTE 2V, HHPD 50%Lh Eid~y R Tild 25




6. BMEIZEL THEETREFE

O  IRFASCEFEIIIN A, BEIREES D IRAET 2 ERFE T -D & AR O FeE K OV Ef#
DT OIZ B HEZ T L TS5 2 &

@ JHREBIAICIENL D BE T OFRICE MR EREE s L., FEE2 5
ThoETHZ L,

@ FEREWERHO~RT AL MMZDONT

MEMEMEER D LI D Z ENHHDT, AAIOBRGIZHT- > Tk, PIHE
W (BG0iv, PRI IREE k) ORER & O X MRiRds o i, BlEx+
AT D T &, Fle. BELTS U THES CT. MiF~—F —F O/ 2 Fhi+
5k,

infusion reaction 23 & 0I5 Z L 3% %, infusionreaction 23728 H AL HGA T
X, WUREZIT S & &b, JERDEIE T 2 £ CHRE DR L +/0IT8l5
T5HI &,

FURIRSEERE . PR E K ORIBRERENHODONDLZ N H DD
T, AANOFH-BRAART K O G- IR R I30E WIS N g ef &2 (TSH.,  0ERfE
T3. EHE T4, ACTH, M =T —VEORIE) & FEhid 5 2 &,
JFESRERRE . B LEAE RN S HOILD Z DD D DT, AFOE 5 HMGHT R
OGP I e I REME (AST. ALT. y-GTP, Al-P, BV /LB %
ORPE) ZFEHT D5 &,

SEIEE (MR L ITEBHRAERZET) FOEERIREENS bbb
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEFEN
RBOOLNTHEGEITIR, HONCEREEL =2 T2 KO BEBLEET HZ &,
AR OBEGIZLY | WEOGERINIERT 5 £ B 2 bV H kA IR ERE
DHLOLNDZERNDD, BENRDOOLNLLGEITIE, B LEFRIIS LT
BEFHE 70 itk & AR A RO Rl & s U ClE bl 2 8RR Wr 247\ ot
FOSZ & D BWER R B 25581213, AR ORISR, K ORIE RE R
IWEVAIOBRGEZEZRT DL, ok, BIERERLVE L OERGIZEDETE
HOYEERFRD IR WIGAITIE, BB RE AV LISt o S il Fl o8
bLERET DL,

B TR, BORRIN 5 ARRE L T LEERDP BT 22 13 H D720,
AFN OB TRICHRIEHORBUZHSITEET H 2 &,

1 BUBEPRIS  (BE 1 BUBEIR S &2 & de) Db bbdu, BERFES 7V F—T &
IZELHZERHLOT, Aig, Fl, EHFEOIEROFEELCMBEEO R+
SEETDHZ &, 1 EMEREASEONEGE I EREERIEL, AR Y 8l
O & DORMY R LEZ1TH 2 &,

@ AA|OFRRERICIBNT, BRGNS 9 MR, ZALIRITR GGG 1 FMIX
6 WRIMINGE, #GLEG 1 AFLIEIE 12 HFME CHMEOFMI 21T > T\ Z
EEBHBIT, ARG TITEHRICEGRE THROMEREZIT I Z &,

11



REFEHEETA K4 v
RaTn) <7 (BIEFHEBZ)
(K554 : %A h—4 SR 100 mg)
~EHEE~A 7 YT T4 NREZEHE

(MSI-High) 2589 2 @EEE~

YR 3 041 2H (FF124 8 AKET)
BA A



ER/N

1. LI P2
2. ARHIOFHE, TERBET P3
3. ERIKAGE P4
4. MFRIZHOWT P10
5. ®hHxIGE LB P12
6. HEHEICELTHETRXHRA P13



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHINOMEAIZ LY | FUREIKS 22 & OFHN 72 Frlil/F A%
FFEIMPERBINHH T, 2O DOEEKGLZ FEICLER BT IR 5 2 L BRED
PR L 72 o TR RREMBGEE & O FEAR T #2016 CFAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LEEEZ XL Z L LS TWn5,

FORE R ST, SRRSO BT 0 7 7 A VS EDEIK L LB S TR
RHZERDD, ZOD, HIMELROLRMICET 2 EWMN 0SB 5 £ TOR,
WMELEHG DO BEEZ RS ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEE U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B <l
THZLENEETHD,

L7eRoT, KA RT A TiE, BIFERES ZNE TITE LN TV A EEIH -
BHEm R S & | DUTF ORI O e H 2 HEET 28800 6 MR B &5 2
F RO EFRREZRT,

B ARITA RT A %, MNATEBUE N ESE S ERES R G, A tHEANR AR
BRI s . — M N B ARERIR N E & & Ot AN B AR IR 7= O )
DY EER LT,

RIG L IR HEINL A b L—F EEERE 100mg (— R4 e T X~vT (Ein
THAHLZ))

WREBRDMEIHE « DAALFIRIERITHE LT - BROEHEE~A 7 uYT T4
MRz ENME (MSI-High) %63 2 EEHE (BEER 7o IR0 R #E e
BAIZIRD)

MEERDREROHE « @F., RAIE, Xa7n ) X~7 (GEfaHfaz) LT 1
(7] 200 mg % 3 ML 1 [5] 400 mg % 6 F# M T 30 75
T T RIEFET D,

il 3& Ik 58 3 & 0 MSD RSt




2. AFOKK, {ERBERF

XA M—F BTEHE 100mg (—i4 XA 7 r ) X7 GBEFHHz) BUF TR
Fl w5 ,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L DOfEEZEZMAET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 #2813 T HifE S B (RS 2> DL 5 72 DI 2 A A3 FI 5 5 3 7 S 7 il 4
AA wF T, PD-1 1, EFEZRRBICH WD TEER T MiluoMinLmIc BBl L, B O %
P I % B Lo AR LB ST R 70 e RS & i35, 7B, PD-1 (XU o REfE
ATHZ IRV PURZRRICL D v 7P Ve AICHIET 5% B/ KTH 5, PD-L1
DIEFFMEIZ BT 2B DTN TH LN, Z<ONRAMIETIE T Mo 2z
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, e,
MR . IRBLRE ., FE/ BT & Ox e AU TTPRARRKR - TH Y | RV
& OB HRE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S PD-1 & PD-L1 OFRMKIINEE
DG PERRREC BV CHEERKREZE S Z LRI TEY | Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Oj U > ROFERELEST D2 Llck v, 5
W NBRBE TR O RS A S T U S ERATEMAL &8, HUlEE S 2 FEE L
T 52 & THIEG IR Z T D,

ARFNOVERBE D B O RIS X 2RIEER & b oh, BESUIFELTIC
EOWREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TI2ATV, BEDH
D BT EEITIE, FEH LT F RIS U RPN 22 ik & BB 2 Ff O PRl & i L Col
BN 8RR W 2 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWE) IRALE 24T 9 ER D D,



3. BRERBUE

D IACFEIRER T E U217 - 3R OSHEE~A 7 a7 74 PARZEE (LT
IMSI-High] &\ 9,) 26T @B (GEENRIBESREERGEITIRD) ORKREE
(ZRFAM 24T = 72 E 7R AR RER O g 2 R T,

7238, IMSI-High #H 3 2% B3 1B LT, TPCREIZ XL Y MSI-High & & S -
B AEXNTHHE (B:5%) 121X TMSI-High (PCR¥E) A9 584 LKiL L. DNA
LAYy TEEBEOGEN &5 B2 BEXT 256 (A#&%R). 77D HIPCR {EIZLY
MSI-High X3t et (LR, TTHC) &V 9 ,) JEIC LY 2 2~ v FIEEHERE
DRI (LLF T[dMMR] &9 ,) SHEShZEE ] 2B 25%58121% [MSI-High
EHTHEE] LERIL L, HCEIZL D MMR Bif & PCR VEIZ L D MSI Bt o —%
HUL 96.6~98.7% " Th D Z LENBE SN TN D,

[H2hE]

DEBE L[ 2 T AHRER (KEYNOTE-164 #5#)

T oAb ) 2 DU RPUEMIEEA] AV T T F U R OA U T R KR
(2 X DAL O & 2 16 YIBR A GE 72 AT + B9 D dMMR X3 MSI-High (PCR %)
WD AT DA - IR EE 61 5 (AN 7HIEET) %8I, AHI200mg3 ¥
kR (LT TQ3WJ Env9,) HEEOHMER O LZRMENHF Sz, 7ok, BEigGF
i TR EBHEFT 3580 DN BT IRBMEIT 2 R IR IR 3580 S N WS D IFR A9 22
TE LTV 2% B TIE, IRIEILE O EHGFEG TR EEIT IR0 B D FTARF O 5%k
BT HZ EDAREE STz, FEFHMIEE CTh 58 2h% [RECIST 74 R4 > 1.1 hi
ICES S HIHEIZ L 55848882 (CR) XiXimZ32h (PR)] I22W T, ABRIZEREk
SNz el BIORREFEIR1IDOLEBY THoT2,

(Ep) Lindor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J] Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

TR s C B\ T, THCHEIC £ 0 R A~ v FEH # 2 /%7 T % MLHI, MSH2, MSH6 /% PMS2
DWTNNDFBINRD LR WA IMMR, PCRIEIZED 2 2L Lo~ A 7 e T 5 (4 h~——T
KINLIAB T DT A ZDEAL R SN 725412 MSI-High (PCR %) & HIE Shiz,
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1 HBHRAEDRKVZEHE (KEYNOTE-164 HE)
(RECIST ver.1.1, BN RIRERZE, PIRHEE, 20072 107 —F v b4 7)

B s A % (%)

SRR 61 " 39 51
275 (CR) 0 0
#r25%h (PR) 17 (27.9) 9 (23.1)

ZiE (SD) 14 (23.0) 10 (25.6)

#47 (PD) 28 (45.9) 18 (46.2)
HEEAEE (NE) 2 (33) 2 (5.1)

7% (CR+PR) 17 9
(ZZhE [95%[EHIX =] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

1 ATVERRT T SR 2 - AR G O 5 B MSI-High (PCRIE) &4 5%,
*3 : IEHEE
@IEBEILF 1 AHRER (KEYNOTE-158 ##)

— IR & U CTHRUERY 72 L FHRIERE O & 15 UIBR N RE 72 61T - F338 D dMMR XX
MSI-High (PCR %) ®? 244 2FEfFEEE 9 255102, AHI 200 mg Q3W 5D f
IE R OV MR S, 7238, HGRHE CEREBETHR S D= GaIc, HEE
TR TRER DTS DI WEDERIRIIZRZE LTV 5 BE T, RIEILIRE O BT
THREBETHRO LILD ECARAOE G kT2 2 LN AMREE Sz, EEFHEEH
To 5385053 [RECIST A R7 A 2 1.1 UZHES < FIfEIC K 558482850 (CR) X
L5853 Z8%h (PR) ] 122U T, MSl-high & 2Hr S V72 % ICARRER IS E S vz 83 fil%E

(ZV—7"K) OFEFRITE 2, RBRIZBRER S 72 94 I 30T 2 IER Ofs 5133k 3
DEBY THoT,
*2 BBEHRAEMERVES®R (KEYNOTE-158 B, 7/ —7K)
(RECIST ver.1.1, FRMEMBITRIGERE, FRUE, 2017F4 8 287 —F Iy b4 7)

ELE] G A % (%)

IR 83 15" 28 {52
542785 (CR) 4 (4.8) 3 (10.7)
453755 (PR) 25 (30.1) 8 (28.6)

ZE (SD) 20 (24.1) 3 (10.7)

#1717 (PD) 24 (28.9) 9 (32.1)
HEEAGE (NE) 10 (12.0) 5 (17.9)

#%h (CR+PR) 29 11
(ZZhF [95%(E X" (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 o G ROMERRENT X GER, %2« AR RS 4ERI D 5 MSI-High (PCR L) #H 3 5 BH,
*3 : IEMElE

(B3 iy = &2 A~ 12401F 7= 7 b— 7 % O MSI-High O T E B 250 AT 7 b—7 K 75 H

E, 20— A TRILME (RYELEARE) . Z0—7 B TikiRER (BEEOEEORRE) . 72720
77— Z R AZERS . ZA—7 C TN, B, MBI, B OV e ORI S s iE
B (B SO A L RIAR R N A W) . 7V —7 D TIEFE PIER (AR R OSRIEEMIEE 25 <),
IN—7E CHTESE (RELEE) . ZVv—7F Cl3teR (RFLigs) . 70— G CidvNibuht
JE, JV—7 H CIIHERE, Zu—7 1 TIRRRE, 70— ) IR (PR ST RS s 1
<), ZV—7 K Tit MSI-High 263 2 @ERHE (K55G - EEER<) BEMEAAAN LN, 71—
7 A~ ITRER S N2 O MSI-High IZOW TR, b e 2T T ¢ TR L 0 HIE S vz,
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# 3 MSI-High 2 F 7 5 EREORER DZELHE (KEYNOTE-158 3A%5R)
(RECIST ver.1.1, BZEMHTRIRERE, FR¥E, 20174FE4 A 287 —F v h47)

Bi% (%) 7%%)) (CR+PR) B (%) 7%%)) (CR+PR)

i 94 " EHE (%) 39 EE (%)
T B B 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/NG 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
A 10 (10.6) 1 (10.0) 1 (2.6) 0
ERTER 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Il R 3 (3.2) 1 (33.3) 0 0
HH R 3 (3.2) 0 1 (2.6) 0
ANl 3 (3.2) 2 (66.7) 0 0
5 S 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PRREN 2 WA 5% 2 (2.1) 0 0 0
RN 2 (2.1) 0 1 (2.6) 0
DR b R 2 (2.1) 1 (50.0) 1 (2.6) 0
Jib4 HEE IS 1 (1.1) 0 0 0
5P B 1 (1.1) 0 0 0
GIA S 1 (1.1) 0 1 (2.6) 0
% NG M eIy 1 (1.1) 1 (100) 1 (2.6) 1 (100)
UE {7 R 1 (1.1) 1 (100) 1 (2.6) 1 (100)
PRl i 1 (1.1) 1 (100) 0 0
e DR NS 1 (1.1) 0 1 (2.6) 0
kR 1 (1.1) 1 (100) 1 (2.6) 1 (100)

1 ARWERRHT R *2 © AMEREAT R D 5 5 MSI-High (PCR %) ZH7 % B4E



[Z241E]
OEBILE S 1B (KEYNOTE-164 #A5R)
HEFELIT 60/61 ] (98.4%) (2. EHWERIE 35/61 ] (57.4%) IZR8® Lz, FBLE
D 5%LL EORIWERIZT TRO LB Thoto,
F 4 RELEN 5% EOBIEA (KEYNOTE-164 3RER) (222 MR 6 SR4EH)

SRERIKRS¥E (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 61 1l
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RI 35 (57.4) 9 (14.8) 0
B ke E
T 8 (13.1) 0 0
GBI 9  (14.8) 0 0
s - 5 (82) 0 0
—i% - REEER L OB SENORRE
) RE 7 (11.5) 1 (1.6) 0
7 6 (9.8 2 (3.3) 0
RAYPERIE 4 (6.6) 1 (L6 0
B RS RS & O SRR 5
RA A 10 (16.4) 0 0
KRG ¥ XUV TRk b
& O FEIE 7 (11.5) 0 0

7ok, MEMEMZER 1B (1.6%) . BEEORLERES (FEEIREGRE, S,
FRBIESE) 16 (1.6%) . NTHEREREE 3 il (4.9%). FUIRIRERERES 2 611 (3.3%). W
K31 (4.9%) . Aok - BEBUTRVRE 161 (1.6%) . MKk - $ER 161 (1.6%) 235D 5
N, £lo. KIBK - BEO TR, MfREE (7 0« NU—IEGERES) . T ERAEERE
. ORIBHRREREE . 1 AUBEIRE . EERelEE R MEMER RE) . BEIEMEE, O
fhoe, SafE el MR MHESEBER . TR I, JRIFEKS . infusionreaction X NS E 9
TERITERD B o T-, RRIERFRBLRGUIEESESR (BIKREERE 25T 25
DRGSR A T,

@[E RS [F% T B (KEYNOTE-158 #5)
BHEFELIL, 91/94 B (96.8%) (2. BIVERIX. 58/94 5l (61.7%) TR LIz, B
T 5% FORWERIZTRDO LB THoT,



#5 REZEN 5% LOBWEA (KEYNOTE-158 3RBR) (R2MfEN ot 5ER)

#EBIKHE (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 94 131
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RIEA 58 (61.7) 12 (12.8) 0
B ke E
THI 9 (9.6) 1 (1.1) 0
GITIN 8 (8.5) 0 0
M - 5 (5.3) 0 0
— % - RHEER L OB S OREE
) RE 8 (8.5) 1 (1.1) 0
it 11 (11.7) 0 0
B8 KOV T AL RRRE
7 9 FENE 11 11.7) 0 0

. FEMEMRE 461 (4.3%) . KBk - BEOTHI3F (3.2%) ., #tfEE (£7
Ve N U—IEERES) 2 1] (2.1%) | ITHERERE S 8 5] (8.5%) . F IR IREERERRE 8 5] (8.5%) .
1 BUBEPRIP 1 41 (1.1%) . infusionreactionl 5 (1.1%) MNFEDHHNT-, F7o. BEEDLE
fE (R EREIRIRIEGERE, ZIRLEE, FEEIESE) . T ERAHEERES . RIEHREREE,
el E URMEMEMEBRE) . R, Mk - BB BIARE, BREMEE, O
K. M2 - BERRESS . oM i IR SR BN . PRI L, SRIFEREE K OV &) s
IR b o T2, REWERRBLIRILUIEEES: (RRMEERY 28T » 5%
FHERE R,



(At - HE]

KB OREEFEYBREET LV EZFH L7Z> I 2 b—3a 02XV, KK 200 mg %
Q3W, 400 mg % 6 FHMHE (LT TQeW]) &5, ) XiX 10mgkg (AHE) % 2 B[
IkE (LLF TQ2WJ &5, ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. A 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG iR (LA
T [Cagss] &9, ) 1E. AHI200mg Z Q3W THeH L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . £72. AH400mg % QBW TH G- L /=R ARHKI D EHIRREIC I 1T 5 %
EIE IR (LLF TChmaxss) &9, ) X, AAl200mg 2 Q3W THEH L72BED Craxss
g L CEEZ T E TSNS OO, BARNBEFIZE WD TR R ST
HHE - HETH 5% 10 mglkg (REH) % Q2W THH: LTZERD Craxss & Ll U TIK
EERTETRHEINT (FFR) . SOI1C, EERAERE 2 X5ICAKA] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC S < EipHhhg
RIA=BFT VI alb—ra Al PRI LICEMERE ST XA —X LHEEILT- (F&R),
Mz T, BEOREEIZEBIT 5 BRRBRSGE IS X | AR ORE R & FMEUIZ ekt
& DER#EZMFTT DIRBEIST T VDL S L, AH 200 mg 2 Q3W X% 400 mg %
Q6W THH L7-BROMEFTE & & AME T L e L OREIZ OV TIRFT S /R, k
LD - HEOM THEINE L ONREMEICAME R 2RI v & PRl Sz,

&6 FAOEMBERR T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (Hg/mL) (pg/mL)
20mgQW' | (coivon | raoen | (78 i8s) | (o174 | 4ossio) | (208 814
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.101;?6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mg/kg QW' (212,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

t:n=2,993, 100 BN I = L —3 3 U2 X 0 R S SMMEREO R Il (2.5%8, 97.5%5) | Cmex : #IE1HE
HH O MIERIRE, Cag : PIEHEGH%OFEMIEFIE, Cmin : FIEEGHE (A 702 F5) ORKME
IR Crmaxss 1 EFIRBEIZ RIS D EEIMIGEHIREE, Cavgss : EHIRBEIZI T 2 FHMIEF R, Crinss : EFIRREIZ
BT B el i 375 e

T : 56 BIORMELIE (95%(EHEIXH)

§ : 41 DT (95%(5 4 X [H)

NA : 47 L




4. FERIZDOWT

RS & LT IR TSR 2568 - B 2R < MSI-High 267 % EEHEIC
X3 HEHAMGEREN T SN TS, AEZE D, EHRNY 27 EHEE (RMP)
(233 < ARFN O R S & EMEREAIE B~ D W R 23 8 2 ik T - T, ARFI O 5703
W B AW - B L, ARG L v BERRWER 233 LIZBICkhid 5 Z
EMRERTZD, LTOO~@DT X TEMI- T B W THEHAT I RETH S,

O mEFITHOWVT

D1 Fid (1) ~ (5) OVWTIIHEYT IR THD Z &,

(1) FEAEFERENEET 20 A2EEHENSRRES BT RA AR EEEIL R P
HUIE )N AR B EEHL R, HUR DS ARSI RE 7 &)

(2) FrEREREIFLL

(3) HEM IR ENFEET 203 A HOEEEFRE (DA EWRbL. 23 A2
W IEBE, 3 ARSI EEHERE B e &)

(4) ARACFERIEEZHE L, S RACFREME 1 USSR 2 Ol s 5L 1E
AR DR AT > TV D fiex

(5) PUEEMEREES AT E BN A ORI AR D i H 21T > TV D Mk

D2 x5 & 72 2 JlE T OALSRE S O BIE & B O RIS 50 70 A0k & Rk 2 7
DER (FROWTNNIEYE T DERM) 23, YE2EROAFICE S 5RO EE
HELTRESN TS Z L,

*

o [EEMFFESE 2 FOUIMINHEZE T L7212 5 FELLEDO D TR DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BAZEMEEZ & LUEERIESFOHE 2
IToTCWVWBHZ L,

o [ERMFFISE 2 FOUMIMHEZE T L72#&IC 4 FFLL ELOBREREZ AL TS
Z L, b 3ELLRIE, S E 7R DEIETEL TO N ASYIRIEZ G T VTR D
BERAHEZ 1T > TWAH Z &

@ BENOEXRLFREBEOEHIZOVNT

PR S A PRI 2 BYEE N E S, RSN oFmE O, A - %
EMEEIEOE R OB B ERSE R 2R, AEFS0NBE LG o®RE
EH, BERHESCHIITONDIKHINESTWDE Z &,

10




@ BHERA~DOFIRITONT
@-1 MR MAHIZ B4 5 B

VMNP O B RRIEM S A LI2BRIS, 24 BFRER2IRIAHIO T, 2i%htiax X
FEEE S VT, FEEL L2 RITERNSIE U CABRE B O CT S D EIEH ORI 44
LRRAEOFR RN L BRI, EHICHISATRER ARSI E->TnD 2 &y

@-2 EERNEHICLI2FEFSMSICET 2B

DAZRICED 2NN OB L2 A T A EEEFEDPEERE=4V 7
EEOIZEROAY YV —=0 7 HITOWEIRE L ERE LA TE 25— LERES]
EENTVWAZ L, 2B, BIAEHIZOWT, BABE EZDOFEICHSIEmMmENT
WhHZ L,

®-3 BIfERADOZW LRI LT

BIVER (REMMZERIIIN X, KBE - /NMEK - BEO TH, SRR - i bk a
TR, BHEERETE (RMEREMERRE), NowkEE (TEREKREREE, FRIRERE

= BB MEREREE) . 1 ABEIRIE, S8 O IER. Sk - BRBUIRMRIE . ER . EEE DR
JEREE (PR B RMARAE R BRI ARE BERE, ZIRLBE, FARRIESE) . infusion
reaction, 7% - B, BIEM M )E, MRETE (X7 2 - NU—IEGERES) | DAk,
e MRS (o P MR PESEEE R . VMR M, JRIFERES | MERRIERAE ) |
MERBERIEMRE, FEAZE) 1Tk LT, Ml X3r MR B o B 4 B 9~ 5 = Al
EfE L (BWERHORBZE o SIZE L THRER VSR ZZ T oN LRI H D Z L),
B HIZHEE 7R LE DN TE DIRHI NS TNDH Tk,

=

=
|
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5. BEXB LR DRE
(HZIEIZ B3 % FIH]
O TFTROBFEIZBWTAROFEENRIN TS
o DMAMBFERIERICHE LT - BRosBEE~ A 7 a YT 74 MRLEN
(MSI-High) #f ¥ 2 EfHE 4 (EAER IR R EE 225612 R D)
728, MSI-High 2895 Z L i3Xa7n ) X~7 (Eaf#liz) oar =4
ZWigE (784 - MSIF#&EX »~ ~ (FALCO)) ZHWTHIET S Z &,

@ TREICEEN T 2 BB T 2 AR O G K OEAITIEIC OV TE, AFIOAZPED
LS TELY, AROEEXR LRG0,
o FiTomBIRIE
o fOPUEMEELA L O L TRESNDEBE

(2RI B4 2% FH]

O FRACEY T HEFICOVTIEIAFIORGENEZ L SN TWDH Z Enh, &5 51T
brpnz &y
o ARFNDEIIZHT LIBBUE OBEERE O & 5 B

@ VEFERTOFEICB VT FRRICEE T 2 BF 2OV T, AR OB GIIHERE S L0

D, OIRFERPFIE A 2 NG EICRY | MEICAAZHEHT 22 L 2BETE 5,

o [HEMMEEOEIUIBED & 5 B

o aEnE iR CRIE R &R 5 BE K ONEBYME O KR BRI R0 Gy M it 7%
F O IIEMEZALD B DI D B

o HCOMAERBOAED, UTEMERZHE L < ITFERMED B R B OO
b 5B

o BB (GEMmEMaBEEL ZTe) Db 5B

o FEEOBG IR EE AT L RE

e ECOG Performance Status 3-4 " D HH

V4 MSI-High %44 % IR EE O—it U o FIEGERECTH D 2 L VR SN T3 (Latham Alicia et
al.: J Clin Oncol. 20185 JCO1800283),
(5 ECOG o Performance Status (PS)

Score | EFE

0 | &<MERIEE TS5, BT LlFE U HEAERNHRZR AT D,

PIREICI LUWTEENIHIR S5 28, SITARE T, BAEERH > TOEEIITH 2 LN TE D,

Dol g oz, s

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

12

BATRARETH A O OEY O Z LT F N THEEIZBERTTE 2V, HHPD 50%Lh Eid~y R Tild 25




6. BHEICERL THEE T REEFIH

O  USHHSCEEIN %, MEIRGEER DRI 5 ERME TS E ARHI O ReM: K OVl 14
MO DI B EFRE + B L TR T 2 &,

@ JHREBIAICIENL D BE T OFRICE MR EREE s L., FEE2 5
ThoEETHZ L,

@ FEREWERAO~RT AL MZDOWNT

MEMEMEEDR D b D Z ENHHDT, KFORGIZHT=->TiE, FIHE
W (BGIv, PRI IR EE, k) ORERE M O X S o FE %, Blgx 1
FATHO 2k, Flo, REIDS U TRES CT, Mg~ — 7 —%OMmA %2 7
5k,

infusion reaction 23 & H i1 5 Z & 3% %, infusionreaction 23788 H AL GE T
(%, WEIRALE ZAT O & &b, SRR EIE T 5 £ TREOREBEL 0Bl
THZ L,

FORIREERERRE T . T R T R ORIBEHEREERN S b2 B 5D
T, ARHIOFG-BAIGRT R O G I E I N s re s (TSH, 078
T3, 58 T4, ACTH, M aLF Y —VEORIE) 2Ehd 52 &,

I RERSE S | B LMEIRE RN S Lo s Z L35 5 DO T, AFIOH5-FMGHT &
OB G e I RER S (AST. ALT, y-GTP, Al-P, B U LB %
DORPE) ZFERMT D L,

SE IR (MR ML BREREEZT) HFOEERIREEN S bbb D
ZEnHHOT, EMMICIROREOFEZMEET 52 &, 72, IROEFE N
RO BTG EITIE, HONCEREEEL 2T 0 L) BEZIEET HZ &,
AFNOEGIZ XY BEORERISICERT 5 &5 2 bildikx IR B RE
DHLONDLZ ENDD, BEPRDOONTGEITIE, BELEFZRITS LT
BEPHEY 7o etk & AR A FE O PRl & U CE bl 2 i n 2 W 21TV I O iE
BOSZ £ 2 RIWER N8 2551213 AANORFES T F 1k, K ORI BB 7R
WEVRIOBRGEZZETDHZ L, 2B, BIEREFRLVE L OERGIZEENE
FHOUENFRD BV WA, B EE A o DA o sl o8
LEET DL,

BT BRI B8 ARl L T HREITERREIT 22 13 H 5720,
KB OBEHE TR HRIER OB 2ITHEET H 2 &,

1 BUBEPRI  (BIE 1 BUBER G 2 &) 25 Hbil, HERPMES 7V R—T &
WZELZENRHLOT, Al Fl, RH-FOER OB M ED F5- 2+
SEETDHZ &, 1 BBEREN DN G AICITEGEF L, AR 8
HlOF5EDOEY) R EEZITO Z &,

@ ARFOEERRBRIZIN T, KEYNOTE-164 35 TiX 9 #fH] =& . KEYNOTE-158 &
BRCITERGBAA D 1 AERNE 9 WM T & . 1 AELIREIT 12 8 2 &S 2 O R
AT TV Z & 2 BB, ARHRG PITESAICEERE TR OMERZ1TH Z

(1:0
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EFERHEETA N7
Rh7u ) X<w7 (EiaFHBZ)
(k54 : ¥4 b—& miE#IE 100 mg)
~ P e ~

SFTEEL 20 (FFf 248 A%ET)
JEA B




SR

1. [FL®IZ

2. AANIOFHH. (EHEF

3. FRIREGHE

4, JEIlZoOWT

5. BHxtGL e b

6. BHICERL THE T XX HIHA

P2
P3
P4
P9
P11
P12



1. IXTHic

RIS DOF M « ZEMEOMERO T2 DITIE, WS SCEEITIES W2l 7 AR D
BND, 5T, IEOREEFOMEAIC LV | FUREIRS 72 & OHHN 72 3R AR
FFREEGENARINDLHF T, 2D DEKTZ BV E B ITIRAET 2 2 L RSO
PE L 72 o TR Y RFMBGE R & SCE O AT #2016 (L 28 4F 6 A 2 H BIFEDE)
ICBWTH, HEHNERNLEOMHORE(LHEEZX S Z & L ShTna,

AR AR ESR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRDD, ZOD, HIWEROLZEMEICET D ERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
FMFEE LTI LB 2t & D 2 & AN A fE e — 8 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA KT 4 TlE, BIBEESSINE TITHE LTV A EFIRFR -
BHER LR EED & | LU O E IR O feii 70 FH 2 HEE 3 2 8LA & B2 B B %
F RO EFREERT,

RE. RHA RTA 0%, MNIATBOE NEHR G ERE R O, 2 EEARAR
BRARNEE oy —MAERTE N B ARERIR N E 2 K O AL RE A A ARG IRERFH 2 O 1
Db EAERR LT,

WG L IR DEIS, XA bL—F R 100mg (%4 Xa T n U X~ GBI
THAHLZ))

RGERDMBETNG - ARTBUIBRASRE S TR 0 Bl g

HEEBHHEROCRE : 7R F =7 L OOHICBWT, @85, AKX, a7l X<
7 (B z) & LT, 1181200 mg % 3 @R XX 1 [H
400 mg % 6 A MEIE T 30 22T CAEMEET 5,

Bl IR 98 ¥ H - MSD RSt

(%)

A TAXEE 1 mg, FSESmg (R4 : 7L F=7) OREUILE., HiELOH

=R

I==N

R SUFAN R+ ARTBUIBRANRE SUTERREME oD B il i e

REROHE B, RAIZIZTF v F=7L LTl 5smg% 1 H2EEROKZS5T 5,
B, BEOKRBICKVEEEET 525, 10 10mgl A 2[BE TH&ET
x5,




2. ARIOFK, 1ERKERF

XA N —F REEHE 100mg (— 4 RAaT7n ) X<v7 (B z), LT TR
Al EvvH,) X, PD-1 (programmed cell death-1) &% ®D VU 4> R T#H 5 PD-L1 KON PD-
L2 L OfEEEEERET S, & MbigG4E/ 7 n—FAHEKTH D,

PD-1 FRE&IE T A S0 B AR REAE s KL D 72 D12 28 A A3 4~ 5 T2 72 e i il 4
AA »F T, PD-1 1%, EFE/IRREICEWCTEER T HilROMaEmIc R L, 3%
P& SO % B Ee A B X Rl 7o 0% SO & HliE 45, 9725, PD-1 (XY Hv REfE
AT D LICE Y PURZERICL D v 7T vmiEa A+ 228K TH 5, PD-LI
DIEFHMMZIBIT HRBUTDO TN TH L0, Z< OB MM TIX THMROBE 282 5
IECBRENCHBL L T\ D, BAFIIICE T S PD-L1 OE I, B, W, iF
Mg, JREE . FE/ NI 2 & O 2 I BSATTHRARIK - TH Y | RWAEFR L
OHEBEMERRE S TWD,

B OB DGR T1% & PD-L1 2 BLOMBINED S PD-1 & PD-L1 O#REIZIEE O
TP AR C BV CEHEEARRE 2 H ) Z EAURB SN TEY | i RN ARROEN L L
TSN W5,

AANL, PD-1 & PD-L1 X OXPD-L2 Dl U B> ROFEAZET L Z &gk, EE
T NBR B T D B A S M T U o SR 2 1R ML S8, HUE S ) & FEME L
52 & CHERG R A IS 5,

AN DIEFIREFIC 555 < MBI DS SUSIC & B BIERISE 3 & b, B UL I
BB RN D B, ARIOR G PR O EHICIT, BEOBREE HITITO, RHAR
W B ACIE, TSI L BRI U 72 I 72 R & R A R O I T & S LT
U1 ATV, B ORI & B EER DN B AL, BIBAE AL
EUHIOR G DM B AT ) BEN D B,



3. HRPRARE
FRIBEIBRASHE TR M 0D Bl g 0D A GRIFIC R 2 1T o 72 1 72 iR IR BR 0D i &
NE IR

(0]

[ BR AL [F) 55 AR R (KEYNOTE-426 7R)

{EZEIRIEIE D 72\ O MRIG UIBRANHE S HEARE ™ oD 18 B B A Rkl g A8 861 1 (A AN
NPl ZEETe) ZRBIT, A=F=7 VA LIF RA=F=7] Lwo, ) 2%
KL LT ARANET X F =7 LD HEE (LT IRB/ T XRF=71 205, ) =
DA INE R N RET S ivle, FEFHIE BT 24 (BLF ToS) w9, )
KOS AR (LT TPFS) &9, ) L&, RHlI/THRF=T71%, A=F=
7l LT, OS KU'PFS # A BITIER L7z,

*] : American Joint Committee on Cancer J7% #155 3H12 52 < JEHITV

*2:50mg 1 H 1[0 488G 2 HEFIASE

*3 : A% 200 mg 3EMMMRE (LT TQ3WI &5, ) THARNELS L, 7% F=7%5
mglH 2 (LLF TBID) &9, ) AL L, T F=7DHK 5T, 5mgl
H 2@ Clfgd s 2a—2 (6#EM) LLEAFMENRHY ., Grade 2 2257 F v F =
T ORIERNZED BT, 2ol E2S 150/90 mm Hg UL FICEHE SN 7-854. 7mgBID
~OWEEZAEEE L, EoREOEHEZ FV, 10mgBID ~O &S AliEs Lz, 7
XU F=7E, BEAOMER, BEEESICG U TARE IEE (3 mg BID, &iZ2mg
BID) b AfaEL L7z,

#1 ARk (KEYNOTE-426 3Bk)

KEN) T X F=TRE A=F =T Rt
(43241)) (4293)
o (H) NE NE
[ (95%CI] [NE, NE] [NE, NE]
OS™ | N¥— K™ 0.53
[95%CI] [0.38, 0.74] —
P " 0.00005
o (H) 15.1 11.0
[95%CI] [12.6, 17.7] (8.7, 12.5]
PFS™ ™| A — REp™ 0.69
[95%CI] [0.56, 0.84] —
P {3 0.00012

Cl: (E4EX[H. NE: R, *1: PRMHTEFOT — & (20184E8H248 W > "4 7) | *2: )=
B Cox LEBI NP — RET NI LD A=F = TRELE DR, *3: @RIn 7' 7 K&, *4: RECIST
HA RFA P LURICHS <SPS P dei &



at risk#%

AEI200mg Q3W KU
FAFF
RF=

AF200 mgQBWR UV 7 XL F=7
/

. A

12 16 20 24

SR A]

136
110

18
20

432
429

417
401

378
341

256
211

X1 OSoHEENrEEDKaplan-Meierfi#f (KEYNOTE-42638%)

1

S
B

at risk#
ZAE1200mg Q3W
RU7¥IF=T
A==

X2 PFS®

00 -
o0
80
7i0n
60
50 A

0 LR AR L AR AR LR RE R A SRR AL AR R AR R SR TS LR R RS LE P LA RRED SRR LR L LR
8 12 16

EIEELE R (A]

432 357 251 140 42

429 302 193 89 29

o AT D Kaplan-Meier i (KEYNOTE-4263R8%)



[Zz421E]
[E BRI RS M AHGER (KEYNOTE-426 35k)

HEEQIIARHF/ 7 X F =71 4221429 5] (98.4%) M NA=F =7 R 423/425 {3

(99.5%) (278 B AL, BRI L DR EBMRNGE TERWAERERIT, TN T 413/429
B (96.3%) JOF 415/425 15 (97.6%) (i LTz, WT I ORETHBLEN 5%LL
DOEWERIZTTFTRO LBV TH -T2,

£2 WDINOLORETRIEN 5000, EOBIEAH (KEYNOTE-426 3ABY) (LML v S4EM)

HEBRSHE Bl (%)
(SOC: System Organ Class) KK/ 7 X F=THE A=F =T R
JEAGE (PT: Preferred Term) 429 14 425 51|
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
AEIER 413 (963) 269 (62.7) 4 (090 415 (97.6) 244 (574) 7 (16)
KR LY v SREEE
H 1f 12 (2.8) 1 (02 0 69 (16.2) 13 (3.1) 0
i BRI S 5 (1.2) 0 0 37 (87 6 (1.4) 0
I R ERIBE 6 (1.4) 1 (0.2 0 79 (186) 28 (6.6) 0
1IN 8 (1.9) 0 0 94 (221) 22 (5.2) 0
N MRS
R IR RETTE S 52 (12.1) 4 (0.9 0 14  (3.3) 0
FOR IR REAR T 135  (31.5) 1 (0.2) 0 119  (28.0) 0
BIGREE
-0 23 (5.4) 3 (07 0 16  (3.8) 0 0
15 31 (7.2) 0 0 29  (6.8) 0 0
T 210 (4900 31 (7.2 0 175  (41.2) 19 (4.5) 0
PN iz f4 17 4.0 0 0 22 (5.2) 0 0
HIE R R 12 (2.8) 0 0 48  (11.3) 1 0.2) 0
A E MR 6 (1.4) 0 0 34 (8.0) 3 (0.7) 0
D 91  (21.2) 2 (05) 0 111 (26.1) 4 (0.9) 0
H N 61 (14.2) 3 (07 0 86  (20.2) 9 (.1) 0
M - 34 (7.9) 1 (02 0 56 (13.2) 3 (0.7) 0
—f - AFEERS X O GMALOIREE
1 J5E 50  (11.7) 6 (1.4 0 54  (127) 12 (2.8) 0
9 57 130 (303) 10 (2.3 0 142 (334) 21 4.9) 0
SR D JAE 55  (12.8) 4 (0.9 0 90 (212 7 (1.6) 0
FE L 16 (3.7) 0 0 24 (5.6) 0 0
B AT
ALT 4 102 (238) 52 (121) 0 54  (127) 11 (2.6) 0
AST H#4/0 97 (226) 29 (6.8) 0 59  (13.9) 7 (1.6) 0
M7 L7 =1 24 (5.6) 0 0 30 (7.2) 1 0.2) 0
1 AR ARSI AR L L HEN 22 (5.1) 0 0 22 (5.2) 0 0
I v ER AR 3 0.7) 1 (02 0 48  (11.3) 29 (6.8) 0
RN & 2 14 (3.3) 1 (02 0 76 (179) 31 (7.3) 0
RERA 41 (9.6) 6 (14 0 36 (8.5) 0 0
i BREGR 1 0.2) 0 0 37 (87 11 (2.6) 0
B L Ok EE
AARIBOR 94  (219) 9 (21) 0 106 (24.9) 2 (0.5)
&Y o me il 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
WE R Rd L O ARk E
RAHIR 52 (12.1) 3 (07) 0 15  (35) 2 (0.5) 0
k] 23 (5.4) 0 0 16  (3.8) 0 0
PhRE R R
VS 40 9.3) 1 (0.2 0 129  (30.4) 0 0
GIEVE] 35 (8.2) 3 (07) 0 33 (7.8) 1 (0.2) 0
B K ORI IEE
EAR 66 (154) 11 (2.6) 0 39 9.2) 6 (1.4) 0



PRE BRI

B (%)

(SOC: System Organ Class) AE/ T X F=TRE A=F =Tk
JEAFE (PT: Preferred Term) 429 14 425 15
(MedDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
e g, TERES K OithmRE
K 32 (15 1 (02 0 12 (28) 0 0
TR 98  (22.8) 1 (0.2) 0 12 (2.8) 0 0
I, DR e 28 (65) 2 (05) 0 16 (3.8) 2 (0.5) 0
S 19  (4.4) 0 0 32 (15 0 0
FRGF L O kAR
R g 27 6.3) 1 (0.2 0 35 8.2) 0 0
P RERFMEARSEGE 119 (77) 22 (51) 0 168  (39.5) 15  (3.5) 0
* 5 53 (124) 1 (0.2 0 18 (4.2) 0 0
5 46 (107) 1 (02) 0 38 (8.9) 1 (0.2) 0
k=4 &3
5 LUE 179  (417) 91 (212) 0 184 (433) 78  (18.4) 0
B, ARHF/ T R F =TI THBEMMZER 1246 (28%) . KBk - Mak -

RO T 40 7 (9.3%) | PRfRfEE (T « NL—IEERES) 24 (0.5%) . fTknre
[ (ALT KOV AST #h07: E o Ftrem i i s 2 5 ¢e) 150 ] (35.0%) . HER MR
REFEE 165 5] (38.5%) . TIEMRFEREREE 541 (1.2%) . BIBHERERSE 1041 (2.3%) .
1HURERRIS 1451 (0.2%) | ERERERETS (RMEHIEMER K% 96 (21%) . Wik - B4
KUHRMEIE 4 51 (0.9%) | FJEFH I 4 511 (0.9%) | LFH%K 241 (0.5%) . SE I
& 15 (0.2%) } O infusionreaction2 1 (0.5%) &b biiz, £7-. EEO K EREE

(B REAERARIE R, ZTEALBE, FRRIE ) | MR,

Wige - Bl SE, I o R PR

(oM IMRIBUD PSR BER , TR MR, JREFERRS MERRRIERIE &%) | IMERE RIEE
HER OERZIERR O DR o ARBIME R ZEBUIRDLIT B E 52 (IR B A S 25 To)

Za DR R 2T,



(M- AE]

KB OREMIEDEREES L EZRA LI I 2 — a0k, AH| 200 mg %
Q3W, 400 mg % 6 H[MMIE (LLF TQeW &9, ) XX 10 mg/kg ((KHE) % 2@[H
Mk (LT TQ2W) L9, ) TG LZBEOARF O g PR ESRG S, ok
B AAI 400 mg & QBW TH G- L 7ZBERDOARA O E HFIRAEIC I 1T D Mg iR (BLF

[Cavgss)] EVV9, ) X, AFKI200mg % Q3W TH# G L7ZEED Cagss & JEELT S & FHIE
iz (F#) . 72, &K 400mg 2 Q6W TH - L7ZBROARKI DO E HIRREIZ I 1T D Fe s
MIEFIRE (BLF [Craxss) &VW9. ) 1E. Al 200mg % Q3W TH G- L 72BRD Crnaxss &
gL CEEZ R T E TRISNE L O0, BAANBFIZBW CARERHRE I TN D
Mk - HETHDHAA] 10 mglkg ((KHE) % Q2W TH G- L72BED Craxss & HlE L T
o ETHENT (FHR) . ST, EERAOEES 2 5 5RICAKA 400mg 2 QW T
5 LT s sSIAERR (KEYNOTE-555 5fR) L 0 15 b av 7o S2RIMEIZ £S5 < S EhRE X
TA=H I VI ab—ra Ak FHILZEYEIRE T A —% HRL L (TH#),
Iz T, BEOFEEIZIT 5 EERABREGE IS D& | ARFIOlRER & & A XL et
& OE#HZ R DIRESST T VPR S, Kl 200 mg 2 Q3W X 400 mg %
Q6W TH 5 L7 FRDOMRGE & & AWE T LM L& OBEIC YW THRF SR, &
SEORE - HEOM THNE R ORI e 22813 v &Pl &z,

K3 AAOEYBE T A —F

[ Comr Cove Coni Coras Coes Coninss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vi | (77981 | (76183 | (917 041) | 498510 | (308 3L4)
400 mg QBW! (12;?24) (32.%??2.7) (10.%1(,).50.8) (14??49) (SO.i?gl.S) (19.%3??0.9)
40(09‘*2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:2;4) NA NA NA
OMAOOW | gy | i | i | wmam | s | sy

+:n=2993, 100EDY I = L— 3 X0 EH SN BT EEO P YRAE (2.5%4, 97.5%40) . Crmax @ PIEIE
%O Mg P IRE, Cavg : HIEIHRGZOFEMIETIRE, Cmin : MIEEGHR (VA 7V 2 B5AD) ORARIMLIE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT 2 Fe AR A

§ 1 56 Bl DA (95%(E FHIX[H))

§ : A1 BT fE (959%(F FHIX H])

NA @ §%47a L




4, HEERIZOWT

I Y 2 7 EEGEHE (RMP) (KD & A O B 3K G 22 R R TS B~ oD 1 ) (ATl
Do Dltiak Tho T, KA OG- NEY) 72 BE 22 - FFE L, AR GIZ X0 EHE
7REWER Z 3B LTRSS 5 2 & BB R 7o D LU OO~@DF T A 72 i
HIZBW AT o2& TH D,

O HERRIZOWT

@1 FReo (1) ~ (5) OWTINITHEYT AR THDHZ &,

(1) BEAFBRENMEET D03 A B REEILSRBE S (BB IR A B FOE LR
HOIER S AL B ISR E . Mtk 2s ARSI e &)

(2) FrEMEHERbE

(3) HEAFIRAIEMEET D03 ARFOEEERE (DA BRI ERPE, 23 AR
W Ik, MY AR HE IR &)

(4) ARACFREEZRE L, SREFREINE 1 U SRAEFRREINE 2 O it gk e
AR DR AT > TV D fiex

(5) PUEMEREES AL & BN O M sk LU 4R 5 R 24T > T D itk

D-2 B O RE Kk OEIWE RSB O RS Z + 47 7o ik & B & FEo =R (F
ROWTIDITEE YT HER) 2, Y2 R OARFNCET IR0 EMTE & L CRE
IhTWbZ L,

#*

o [ERSCTFEUSE 2FOWMHE Z1E T L721212 5L EDO D AIGE D EERIHE 217
STWHIZ E, 96, 24D BT, BAEYREE £ L& LZRRESFONHE 21T
STWNWHT &,

o [ERIRFFEEE 2 FEOWMHINHE ZE T L7212 4 FELL EOWIREBLF O FERIHE 217
STEY., 55, 2400 Bid., BSHINREE OD A SRR E 28 Te S ATRIRD IR IHE 217
STWAHIZ &,

Q@ PBENOEREREREEDEHNIONT

PSR BB BT 2 BEE DR E S, BRSO oA D, Aotk - &2
YRS PRE RO G E K OERZE ST 2 @i, AEFFGRRBAE LI2GE oW
EW. BEREHODIITONDEHINESTWDHZ &,




@ BHEA~DOXIRITOWT
@-1 MM EEd % Bl

[V MM R O BB ZRBIERI 23842 L7 BRI, 24 RFRR2 IR O T | %tz i3
HHEERIER TN T, FEBL L 72 RIMERNIZIE U CTABEE B L O CT D EINEH @I /2
IRRRAEDORE R AP DIV, EHISH S ATRERIEHI A > T o Z &,

@2 EEREHEICLI>AEFSAMNISICET HEH

ARSI HE D 2 B 2 sk R OB RE 2 AT D IR FE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE & #REZ LG TE 5 F— AEFRRH] 235
ESNTWDZ L, B, BIEHIZHOWT, NABRE & ZOFBEICHDITEAmMmENT
WhHZ L,

®-3 BIfERADOZW LRI LT

RIWER (FEMEMZEEISINZ . KIBK - /NGK - EEO TR, TTFEEREREE - mE b EiE
TR, BHEERETE (RMEHREMEBRE), NowkEEs (TERAEEERS, FUIRIRELE
R, RIBEERERETE) . 1 AUHEIRIN, 5 & O MER. ok - MU RARE, R, EEDRK
JEREE (PR IR, R BRI ARE BERE, ZIALBE, FARHRIESE) . infusion
reaction, 7% - Bl . BIEMHEIE, MRS (F7 2« NU—IERIES) . DR,
HRE 7 MR P (G M/ MR A M SR . PR i, JRIFERSS . IR ERIE ) |
MERE BIEMERE, FEEZSE) 1Tk LT, Yakhiak )UFr BB O P 4 A3 5 = Al
EEEEL (BUEHOZWoXISICE L THRER OEEZZ TN KT HH &) |
EDIZE YR LE D T E DEHIAE - TWD Z &,

10



5. BeExB LD BE
(2B 5 4 1H]
@O ALZERIEIE O 72 W IRIEEIBR A BE

TR ME O B s BB 2RV T ARANE T R

F =T L OAREGEOFERENRREN TV D,

© TRLICEEY T D EE TR D AK O PG K OME A IEIZ OV TIE, AFI OB ZhER
ESL SN TE LT, AAIOBRGRFR L7720,

o IR
o EKHOBMPEE

o OTAADHEZNEN R S TWIRW M OHUEMEIEEEF & O FF 5

| 7S et A pRAR ) |

O FRICHEYT B BFE IOV TIIARIOR GARE SHTND 2 Enb, 55T

DNz &

o ARSI LIsBUEOREERE D & % BH

@

TEIRATORHI Z W T RRCIZEZ Y T 2 BE T OV TE AR OFEITHER S e

P, MOTEFERIRE D R NG EICIRY | HEICAFZEN T2 L 2BETE 5,
o HEMEMREDEIFSUIBED & 5 BHE

Vi A
Hr

o R A TR

B % R M ONE B O T At ¢ R0 sk e i ¢

FOMICIRIEMEEAL N b % A
o HOREREDOEDR, TR RF L IXFFEMEO A SRR BOBEER D

% A

o EEFBMEE (EErMaBiE L ZT) Ob 5 EHE
o MDY I LA AT D EE
e Karnofsky Performance Status 70%Aji "0 o B

(1) Karnofsky Performance Status (PS)

Score | E 3%

100 |1EH, AT HBREOHF LNV, BHRERZ L,
B OTEE A ATRE, HBIeFEN LI\, 90 |BRWERIRIESR TS D8, IERTEB) A fE

80 |/ 72 0 EERSEIR H 208, ) L CIEE OIEB) Al HE
TG A2 LIIARARE, BETHEETE T, &| 70 BB OWFEITE 528, EWOIEE) - T2 2 L IX AR AR
HEITF LA EBAHRBRIZE DD TH D, | 60 |HNITHERZ LT TEXAHN, & EXNRSLE
Bea REREONMZLE LT 5, 50 PRIRE BB LR #ER X OENNRERITADLE

40 (BT, WU R LOFE#S LT
HOEIYDZ EEASTTERY, fiZdHH0| 30 |[2<ETT . ABNSLEEDEITII LEE > TR
WO E# L FSOF#ELMLE LT 5, RKE| 20 FEFICEE, ABSKLE CREANRIREN LI
MNEGHIZHEIT L WA ATREEN S 5, 10 |FE#A B> T D

0 |4t

11




6. BHEICEL THEETREHIE

O IR SCEZEITIN Z, BLEIRTE 3£ DR T 5 ERHE 1T 25D & ARF O R KON IEfE
OO B G RZ2+ 5B LTI 52 &,

@ BEBRIBICSESL D . BE XIF OFEBRIAIMER a2 43 L, FE %215
Tob#EETH L,

@ FEREWERAO~RT AL MZDOWNT

MEMEMERR D 50N D 2 EDRH LD T, KO GIZHT=> Tk, WIHE
W CEYIAL, PRURIREE, RZ0KEE) ORI O X fied O FEhEss, Biggs +
DATH Tk, Flo, BEISUTHE CT, MG~ —F —FEORA % Ehi 7
HT L,

infusion reaction 23 &% H 4% Z & 3% 5., infusion reaction 2358 H AL AT
I, WEYRALE 21T O L &I, ERNEIE T D F TREOREEZ oI 8l
T5HI &,

FR el . N EAEERE LR OCRIBEEERERH bDLND LR H LD
T, AAF| OB G-BAERT M O G-I P I E NN W EER A (TSH., ##f
T3. E8E T4, ACTH, I =T —VEDRIE) & FEhid 52 &,

[P REREE . M LI E RN H b d Z b 5O T, AKEIOFRG-FMERT &
O G S e I IR EER A (AST, ALT. y-GTP, Al-P, BV LB %
DOWPE) ZFhT 5 &,

SEIER (MR L TR BHRAERZGT) HFOEERIRESE NS bbb
ZENHHOT, EFICIROEF OFBEMRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,
AHNOBEGIZ LY | WEDORERINIER T 5 &5 2 bILb kA IR B E
DHOLONDZ ENRDHDH, BEPBOONTLEICIE, BB LEFRIIS U
LR 70 ik & BB 2 e o [l &l U ClE vl e BRI Wi 2 1TV R EE O s
FOSMZ & 2 BWER BN 2561215 AR ORE ST 1L, K ORIE B R
NEVRIOBRGEEZZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OUEERFRD IR WIGEIZIE, BB RE ARV o LISt O Sz i Floisin
bLEETDH L,

B TR, BORRI 5 AfRE L T LEERD BT A2 B3 H 5729,
AHNOEGHETRIZGEWEH OB 2ITEET D 2 &,

1 BUBEpRI (BE 1 BUBEIR S 2 & de) Db bbiu, BERPES 7V F—T &
IZEBLHZENRHLHOT, Ag, El, EHZFEDER ORI EO LA+
SEETHZ &, 1 HERFEN OGS &G ERIEL, AR Ul
RO 5E OB 2LEZ1TH 2 L,

@ AHFNOERRBRICIBWN T, BEBBHS 12BH. UIRIIM4BEEE TR, 0
#% 12 W EICHEDMEOFEEIT > TV 2 L 2BE 0, AFIHG R EHICHE
B TR OMEREITH Z &,

12



REFEHEETA K4 v
RaTn) <7 (BIEFHEBZ)
(K554 : %A h—4 SR 100 mg)
~BRSAERE ~

SRTE1 28 (G248 AWET)
JEA B EE




ER/N

1. LI P2
2. ARHIOFHE, TERBET P3
3. ERIKAGE P4
4. FEFRIZHOWT P12
5. BHXHRLLHEE P14
6. HEHEICELTHETRXHRA P16



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHINOMEAIZ LY | FUREIKS 22 & OFHN 72 Frlil/F A%
FFEIMPERBINHH T, 2O DOEEKGLZ FEICLER BT IR 5 2 L BRED
PR L 72 o TR RREMBGEE & O FEAR T #2016 CFAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LEEEZ XL Z L LS TWn5,

FORE R ST, SRRSO BT 0 7 7 A VS EDEIK L LB S TR
RHZERDD, ZOD, HIMELROLRMICET 2 EWMN 0SB 5 £ TOR,
WMELEHG DO BEEZ RS ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEE U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B <l
THZLENEETHD,

L7eRoT, KA RT A TiE, BIFERES ZNE TITE LN TV A EEIH -
BHEm R S & | DUTF ORI O e H 2 HEET 28800 6 MR B &5 2
F RO EFRREZRT,

B ARITA RT A %, MNATEBUE N ESE S ERES R G, A tHEANR AR
BRIRME s . —MERTEN B ARERIRNEES . —MFEEEAN AR H SR 7 kO
NasfEHEN AR ORI 20106 EERR LT,

RIG L IR HEINL A b L—F EEERE 100mg (— R4 e T X~vT (Ein
FHAHER))

R ERDMEXIAE « TR XL =R 2 A 9 5 S

RNEERHRMEROCAE - @, AL, Xa7n ) X~7 (B rdfz) LT 1
[a] 200 mg % 3 WA HIFE XX 1 [5] 400 mg Z 6 F HI[F R T 30 47 [H
T TR D,

il 3 B 58 3 #F  MSD Rt




2. AFOKK, {ERBERF

XA M —F RTEEHE 100mg (—fi4 - RXa7nr ) X~v7 (@ z) ., LT TR
Fl w5 ,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L DOfEEZEZMAET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 1T T MRS G CLRERE ) & 84 5 72 OIS A AR DS FI FH 9° 5 T2 70 S0 2 il 4
AA wF T, PD-1 1, EFEZRRBICH WD TEER T MiluoMinLmIc BBl L, B O %
P SO % B e A Tl 72 e OS2 %, T7ebBH, PD-1 (XU T2 REfH
ATHZ LKV PURSERICL DV VT VinE 2 AICHIET %Ak TH 5, PD-LI
DIEFFFRIC B T 2 HBUT DTN TH LI, Z< OBRAMIETIE T M@ 2z
HIFCEENCIH L TWD, DAMBIZIIT S PD-L1 O &38RI, BN . BENE
MR IRELRE ., FE/NMRATE R & O A e R TTHRARRE - TH Y, RVVEER
& OB HRE STV D,

BEL DD DGR T & PD-L1 BEOFEEEMED S PD-1 & PD-L1 OB ILNEE O
TR R B W CEEREE 29 Z LAURBR SN TE Y BN ARIROER L L
THIfF STV 5,

AFNZ, PD-1 & PD-L1 X ONPD-L2 Oitj ) > ROfEGEET L Z Lk, 5
W NBREE T OISR BRI ENE T U v SERATEMA L &, HUEE G 4 FE (b
T 52 L CHUEENRARET D,

ARFNOVERE 2D < E O RN X 2RISR S b oh, BESUIELTIC
EOWREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TI2ATV, BEDH
D BTG EITIE, FEH LT FRITE U RPN 22 ik & BBk 2 Ff O PRl & i L Cl
BN 8RR W 2 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWE) IRALE 24T 9 ER D D,



3. BRERAE
R L R ER R & A 9 5 BESHEE O KGRI 31T 2 4T - 72 22 B AR R BR 0 pli i &
N B

[G2hE]
[ BRI [R5 MAHRAER  (KEYNOTE-048 #45%)

(L RERE D 72 TR S (U, R - TUEER M ONWEEE OO 38 R fRiss 2 A5

5 UHS R - B Rz R 882 Bl (HAN 67 flagle) xR, BYXv~7 (B
R z) (LR ey o~<=7) 2nwo,), Zrdry 70 (BLF [5-FU) &
9.) RO 7 FFRAIOHHEE (LFRIER) 223t LT, 5-FU & 7T 58
FIOPEH T TAAN G (RANOF A G-HE) = K OAH] 200mg 2 3 B IR (LT TQ3W
LW ,) BE (RAIEMBEGR) OB IER LSRG Sz, FEFHMEEE O
=L SN REAII (LT TOS) &W9,) 12T, ITT £FHICBW T, KAIGF
ﬁHT«?Yf HMEFRE L i U CTHEICIER Lo, £70, AFIBMEE I L FIRTE & i L

T, ITT HE£FICEBWT, 0S 1ZFEH ML~ L, combined positive score™ (ELF [CPS) &
W) N1 UL EDOBEFEEMIZBWT, OS OFERIEENFED b,

*1: JRPTRZICH T DR & U TERRIE A2 B eI F2l S LTV B3 Tk, M4E%IA
ROBMIGHE R H6H HLL R L T2 HA1F, AARREE Shi (2720
WMELIRIRTE T %67 H LINICER BT L2 58136R <),

Y F~T (FEI400 mg/m?, 2[ETH LIFE250 mg/m?) . ¥ AT T F 100 mg/m? XX
VAT ZF 2 AUC 5 (mg = min/mL) K OV5-FU 1000 mg/m?¥/day (4 H $&#ee S35

DIEIZ Q3W (BY <=7 DA MM THRK6=—AEEH, Y F 1 ~7250
mg/m*% LI [F IR TG LTz,

*3 : KHK200mg, A7 T F L 100mg/m? XTI HNAR T T F > AUCS (mg = min/mL) K ON5-
FU 1,000 mg/m?%day (4 H fFFHEATRG) DIEIC Q3W T K67 — A 5% AFH1200
mg % Q3W TH:H L7,

*4 0 PD-L1%& R 8 L7- Mg (ESAIIE, ~27 a7 7 — YKk Vo%ER) 2 RIES M T
FRL. 100% 3 U 7= 5K 0E,

£1 AROHABREOEDMERE (KEYNOTE-048 35R)

AKIOF B 51 bR ikt
(2814) (278%1)
hoefE (A) 13.0 10.7
[95% CI1] [10.9, 14.7] [9.3, 11.7]
0S™ N — K™ 0.77
[95% CI] [0.63,0.93] —
P " 0.00335

Cl: EHEXM. *1 : PREITREOT —% (Q0184F6H 138 U » b A7), *2: BRI Cox Ll N —
RETF N L DACFRIERE L DL, *3 : @Wlla 7' o 7 e



A F#1200mg Q3W., 7 T FF HHI K US-FU

AR (%)
5

Sy I

HAH
04 vvxowr. 7orrmmposey M [T

I,
0] M |
0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
AAFHIM (A ]

at risk%x
AF1200mg Q3W,
75 %T@%U&US-FU 281 227 169 122 75 40 10 1 0
Eyxy~ 7\ 278 227 147 100 51 20 5 1 0
77 F I8 K O5-FU

X1 AFBEHEERED 0S OHPEETE D Kaplan-Meier Bi#f (KEYNOTE-048 3RER)

# 2 AFEMBEDOHEMEE (KEYNOTE-048 35R)

AR H P - (bR
%5 30141 30041
R (H) 11.6 10.7
\ o | [95% CI] [10.5,13.6] [9.3,11.7]
ITT S84 05 NH— R 0.85
[95% CI] [0.71, 1.03] —
P fE™ 0.00014
%k 25713 25543
o (H) 12.3 10.3
cPs=10 | o [95% C1] [10.8,14.9] [9.0, 11.5]
B AEMH] NP — R 0.78
[95% CI] [0.64, 0.96] —
P fiE™ 0.0086

CL: RHXR, *1 : HEAEITRE O T — 5 (201846 H13A U v b A7) *2 2 J&hill Cox Hfl ¥ —
RET M L DALFIRERE L O, *3: @hln 7T v 7 /g GERMEP ), *4: @hiln 77
YU RUE (R P )



100 |

% —

w —

70

S e A #1200mg Q3W

40

D9 wvx~7 7 FFFRAKUSFU iH‘H"‘"H'H‘i»ﬂ,,,iW}L L

10| I HH’Q 777777 I

0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
AELFEAR [H ]

at risk#
AF1200mg Q3W 301 225 172 125 81 37 18 2 0
BYX<T,

7 5 FF 8K O5-FU 300 245 158 107 57 26 10 1 0

100 -
% —
80 —
70 —
g €0 A #1200mg Q3W
" 50
B
& 40
30 /// mmf
1 Ty
2 YR T T TFF WK UE-FU [ ft ‘*ﬂiﬂﬂ -
10 - B |
0—— \ \ \ T ‘ ‘ | |
0 5 10 15 20 2 0 3% 0
M (A
at risk%x
AF1200mg Q3W 257 196 152 110 74 4 17 2 0
ML SV AN 255 207 131 89 47 21 9 1 0

7'Z I BH L O5-FU

M2 AH|BME S50 OS O HEEHTERD Kaplan-Meier i} (KEYNOTE-0483%5%)
(BB : ITT £, TR : CPS= 10 BEER)



(PD-L1 FEBLR IR D A %)

] PR IE R 25 M AHRAER (KEYNOTE-048 #UR) (CHAAN DI BEOT —ZIZHED x|
CPS BT 24T o T2 G20 (BRERA 2T 2 5 de) M OVZEMEORERIZU T O LB Y
ThoT-,

AANZEBIEGEH OAZIMEIZES LT, CPS 28 1 Riii DA AL SARIERE S IRIEFEED
RTH-oT- (F3, K3,

AR EMBEE OGRS L T, CPS 2MEW T SRR IEREIC 69 5 AR B 50
DAY — RN K E 2 BEANFRD Hiv, CPS A 1 K DFAITII AN — RN 1 %
kFEl>72 (R4 KO 4),

723, PD-LIOFIBLRBUC L 6T, RFORZEMNET 17 7 A VIFFEKRTH -T2,

# 3 KEYNOTE-048 BRERIZ 1T B K EOF A#ED CPS Bl TD 0S™

PDLI %5 EEs gy PRI DeeCH e e
o R e e

1=<CPS<20 2&{%{;@2?;% gi 1;; [[89:’1115.'53]] 0.75 [0.57,1.01] ™ 0.25
crss PMBEEE D0 TI0INTo

CI: EHEXM. *1 : REEITEEO T —4% (201846 H 13 A~ vA7) *2 : JEEHI Cox Ll N — K&
Fv (PRREIMEAT) . *3 : ECOGPS (0. 1) R OVHPV J&Z: (M. [atk) ZBRIKF & L7- Cox Hffil

— RET L
100 1004
90 90
80 80

A H1200mg Q3W, 7T FHEAI LOSAU

30 / \Ht )
20 tILH'Iﬂ'im

Y X owT TTFFREIKROSFU

>

EArE (%)
2

A (%)
&

ol TYEv~T TIFrmROsFU 1""i”"*H'jmf,wmi 10| A AI200mg QAW 75 F KSR
S (S U N e o
0 5 10 15 20 25 30 35 40 0 5 10 15 20 25 30 35
s AR (1] . AAEIIT (]
f@g@gﬁfgﬁw 242 97 w4 109 67 3 9 1 0 f’j i”io‘_’)mgé&vi"%m 39 30 2 13 8 4 1 0
E; i@ém sy B 1 122 83 m 16 5 1 0 f;f};% s ® 36 % 17 9 4 0 0

X3 KEYNOTE-048 3B I51F 3 &K BB E#ED CPS B TD OS D H T D Kaplan-Meier Hif
(£ : cpsz1 FEFER. A : CPS< 1 0EFEF)



# 4 KEYNOTE-048 FABRIZI3 1T 5 AF| B 5.0 CPS BT 0S*

PD-LI 55 T I T I o s
crs<t Mlvmrn s s lorise 170862200

1=CPS<20 K?gigigﬁ 1;;‘. ig? %2(7): i;?% 0.90 [0.68,1.18] ™ 0.028
A T

CI: {ZHEXRE], *1 : PRIMITREDT — 4% (Q018F6H 138 4 v b4 7) *2: JE@RICoxL BN — KTV (I
SRWIMEAT) . *3 : ECOGPS (0, 1) KM OHPVIEY: (Bt Faftk) ZBERIN T & LizCoxbbfii ¥ — RET L

100
o
&
70 —
—_~ (=)
s e s 7 200mg Q3W s
B 7 3
@ e «
i g
2 i ‘ -4,
0 BYFTIT LTI T RARCSFU LUy Ry .
=
0 T T T T T T T T T 0 T T T T T T T
0 5 10 5 0 % DB W 0 5 10 15 2 % 0 %
- AfFH (A ] - AR A ]
at risk ¥ at risk
1 200mg Q3W B 1% 12 10 T4 % 17 2 0 7 #1200mg Q3W 4 2 2 15 7 3 1 0
Ly~ % 07 13 8 4 21 9 1 o BYET=T. » z7 18 10 5 1 0

75 F AR UB-R 77 7 rainose

X 4 KEYNOTE-048 3B CI51T 3 AF BB 5D CPS B TD 0S D H T D Kaplan-Meier Hif
(£ : cps21 DEFEEF., £ : CPS< 1 DEEFHEM)



[Ze21E]
OEBILFEFH MRS (KEYNOTE-048 #5)

BEFGIIAFIG AR GHE 271/276 51 (98.2%) . AFKI B £ H-7E 290/300 1] (96.7%)
S OLSERIERE 286/287 Bl (99.7%) (23D B, 1RBREE & ORERGENGTE TE 2
HERGIT, TNE 263/276 1] (95.3%) . 175/300 1] (58.3%) K TX278/287 il (96.9%)
IR BTz, WITNDORETREEIS D 5% L EORIERIZTERDO LB TH-oT-,

£5 WIhLOBETRIAFISS 5% EOBIEM (KEYNOTE-048 3BR) (R2MENT X RER)

FERIKRSHE (SOC: System B (%)
Organ Class) AHIGE & 51 AHI BB 51 ee=-375 e
FAFE (PT: Preferred Term) 276 fi] 300 1 287 Bl
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
EIFEH 263 (95.3) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (96.9) 195 (67.9) 8 (82)
MiRIs LV > R bEE
21 133 (482) 52 (18.8) 0 12 40 2 (07 0 118 (41.1) 42 (14.6) 0
TEENE LT BRI 21 (7.6) 21 (7.6 0 0 0 0 12 42 12 @42 0
i Bk SE 34 (123) 8 (29 0 2 (0.7 0 0 38 (132) 16  (5.6) 0
I BRI E 91 (33.0) 50 (18.1) 0 3 (1.0 0 0 90 (31.4) 59 (20.6) 0
i/ MR E 75 (272) 24 (8.7) 0 4 (13 1 (03) 0 63 (220) 24 (8.4) 0
i L ORKBEEE
Hig 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P IR
FOPR IR REAR T iE 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) 0 0
H ke
(G 28 (10.1) 0 0 9  (3.0) 0 0 31 (10.8) 0 0
T 49 (17.8) 3 (1) 0 16 (53) 1 (03) 0 75 (26.1) 5 (L.7) 0
L 124 (449) 15 (5.4) 0 12 (4.0 0 0 131 (45.6) 16 (5.6) 0
A A% 67 (243) 22 (8.0) 0 2 (0.7 0 0 69 (24.0) 10 (3.5 0
Mgt 75 (272) 7 (2.5 0 7 (23) 0 0 64 (223) 5 (L.7) 0
—f% - BHEFR L OB GENLOREE
A7) i 33 (1200 8 (29 0 7 @23 1 (03 0 30 (105 6 (2.1 0
95 84 (304) 19 (6.9) 0 43 (143) 3 (1.0) 0 83 (289) 11  (3.8) 0
(a9 18 (6.5) 0 0 (1.3) 0 0 9 (3.1) 0 0
KD S SE 77 (27.9) 26 (9.4) 0 8 @27 2 (0.7) 0 76 (265 14 (4.9) 0
FEHL 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
JYIE RS L O A BUE
PIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, fER L OWEAIHE
HEALLE D Kt 2 (0.7) 0 0 1 (0.3) 0 0 16 (5.6) 3 (1.0 0
PR A
ALT #4)0 10 (3.6) 2 (0.7) 0 7 (2.3) 0 0 15 (5.2) 2 (0.7) 0
M7 V7 F =80 30 (10.9) 1 (0.4) 0 2 (0.7) 0 0 15 (5.2) 0 0
I v BRSO 46 (16.7) 28 (10.1) 0 1 (0.3) 0 0 54 (18.8) 35 (12.2) 0
VAN = el 51 (185) 14 (5.1) 0 1 (0.3) 0 0 46 (16.0) 9 (3. 0
R 21 (7.6) 2 (0.7) 0 9 (3.0) 1 (0.3) 0 30 (105 1 (0.3) 0
i BRE 36 (13.0) 15 (5.4) 0 2 (0.7) 0 0 43 (15.0) 22 (1.7) 0
R L OB EE
BARIEE 62 (22.5) 12 (43) 0 16 (53) 1 (03) 0 62 (21.6) 8 (2.8) 0
KH Y 7 A 16 (5.8) 8  (2.9) 0 4 (13) 1  (03) 0 36 (125) 11 (3.8) 0
K~ 7% 7 A fE 209 (105) 4 (1.4) 0 3 (1.0) 0 0 95 (33.1) 11  (3.8) 0
KT R Y T AfE 23 (83) 10 (3.6) 0 9 (B.0) 6 (20 0 20 (7.0) 9 (3.1 0
1KY >R 6 (22) 2 (0.7) 0 1 (03) 0 0 19 (6.6 5 (1.7 0
PhR R P
USOE Y 16 (5.8) 0 0 6 (2.0) 0 0 15 (5.2) 0 0
KRR =a—aF— 15 (54) 3 (L) 0 1 (03) 0 0 6 (2.1) 2 (0.7) 0



FRERIRSEEH (SOC: System

Bi%x (%)

Organ Class) AFIOF B 51 ASFH BB 5 (bR IERE
JLARGFE (PT: Preferred Term) 276 141 300 1) 287 5
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
BB X OUREEREE
Felias i 15 (5.4) 4 (1.4 0 4 (1.3) 1 (03) 0 6 (2.1) 1 (0.3) 0
J2 R KOV TRk E
SUERRR R 5 1 (0.4) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
R g 5 (1.8) 0 0 6 (2.0 0 0 27 (9.4) 2 (0.7 0
;ﬁ FREREFFEASIE 4y 0 0 1 (0.3) 0 0 20 (0 2 07 0
& D PEIE 14 (5.1) 0 0 21 (7.0) 0 0 24 (8.4) 1 (03) 0
% 22 (8.0) 1 (04 0 25 (83) 2 (0.7) 0 101 (352) 17 (5.9) 0
B2 €2 2 (0.7) 0 0 0 0 36 (12.5) 0

7ok, AFNGFRHBGREICRB WO CTHREMEMZER 13 61 (4.7%) . KIBX - /Mg - EED
THI9 B (3.3%) ., MR E (57 2 « N —JEBERESE) 9 (3.3%). AFHEREREE 27 31
(9.8%) . FLIRMIREERERSE 40 1] (14.5%) . FIEMAHEREREE 1 6] (0.4%) . BHEREREE (R

HAE VR MR REE) 21 #1 (7.6%) . OyF4% 141 (0.4%) K O infusion reaction3 1] (1.1%)
DROONT-, T, BEORERE (REREIRERTE, AR, HEREIES) .
BB R RERR . 1 BUBE PRI, R, AR - BRBUTIBAAE, BEEAL M0, M - BRI,

SE DS, HERMERREE (oM MRS VESRBERN, IR L, ARIFERRE, B
FERIERIESE) | MERE RAEBRE S O EZ TR S rino T,

ARFN B SR B W TRV EMEZE AR 16 61 (5.3%) . KB -
B (1.3%) . BEEO LGRS (FERMBEIEERE, 2B, EREES) 161 (0.3%) .
RS 15 1] (5.0%) . ALK IBRSRERE S 42 f51] (14.0%) . T HE(ARERERESE 1 451 (0.3%) .

/NES - BEED T 4

RIBHERERE S 1 61 (0.3%) . BikmelmEs (RAEHEMEBRE) 56 (1.7%) . MKk - §E
B2 161 (0.3%) . S &E DR 1] (0.3%). B 261 (0.7%) K TN infusion reaction 4l
(0.3%) DO LN, T, MREE (X7 « NU—ERERS) . 1 BBERKB.
K- BT RUARE, BIER R, Ok, EER MRS (M MO MR 5T
. WIMLMER ML, REFERES . MERERIERIESE) | MERE BIEEEE K O ITEER O Hiv/e s

272,

AREWERZEHR DI EF S (AREERE 2 E) 25 0EIRETT,

10



(At - HE]

KB OREEFEYEREET LV EZFH L7Z> I 2 b—3 a2k v, KK 200 mg %
Q3W, 400 mg % 6 FHMHE (LT TQeW]) &5, ) XiX 10mgkg (AHE) % 2 B[
IkE (LLF TQ2WJ &5, ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. A 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG iR (LA
T [Cagss] &9, ) 1E. AHI200mg Z Q3W THeH L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . £72. AH400mg % QBW TH G- L /=R ARHKI D EHIRREIC I 1T 5 %
EIE IR (LLF TCrmaxss) &9, ) X, AAl200mg 2 Q3W THEH L 72BED Craxss
g L CEEZ T E TSNS OO, BARNBEFIZE WD TR R ST
HHE - HETH 5% 10 mglkg (REH) % Q2W THH: LTZERD Craxss & Ll U TIK
EERTETRHEINT (FFR) . SOI1C, EERAERE 2 X5ICAKA] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC IS < iy Hhhg
RIA=BFT VI alb—ra Al PRI LICEMERE ST XA —X LHEEILT- (F&R),
Mz T, BEOREIEIZBIT 2 R IS & | ARFORERE R & A UIZE M
& DER#EZMFTT DIRBEIST T VDL S L, AH 200 mg 2 Q3W X% 400 mg %
Q6W THH L7-BROMEFTE & & AME T L e L OREIZ OV TIRFT S /R, k
LD - HEOM THEINE L ONREMEICAME R 2RI v & PRl Sz,

&6 FAOEMBERR T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (Hg/mL) (pg/mL)
20mgQW' | (coivon | raoen | (78 i8s) | (o174 | 4ossio) | (208 814
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.10;6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mg/kg QW' (212,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

t:n=2,993, 100 BN I = L —3 3 U2 X 0 R S SMMEREO R Il (2.5%8, 97.5%5) | Cmex : #IE1HE
HH O MIERIRE, Cag : PIEHEGH%OFEMIEFIE, Cmin : FIEEGHE (A 702 F5) ORKME
IR Crmaxss 1 EFIRBEIZ RIS D EEIMIGEHIREE, Cavgss : EHIRBEIZI T 2 FHMIEF R, Crinss : EFIRREIZ
BT B el i 375 e

T : 56 BIORMELIE (95%(EHEIXH)

§ : 41 DT (95%(5 4 X [H)

NA : 47 L

11




4. FEFRIZOUWT

AR OG- 72 BE 22 W - FrE L, AR OB EICL Y BEELRBIER 2RI LT
BRI T D Z ERMERTED, LFOO~QD TN T &z sl W THEHT 5
RETH 5,

@ #EHRIZHOWT

D1 Fito (1) ~ (5) OWTNNTENT I THDHZ L,

(1) EEFBREDEET D05 ABHEERLS RS (BRE RS A SR EE L SR
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁﬂmﬁﬁr&@&>

(2) FrEREREFRRT

(3) HBENFRAENIRE T DA BHEEEFRL (DS A BREEEE TR, S A SR
W 1IEBE. 2 AR R e &)

(4) ARACFREEZRE L, SRAEHREINE 1 XU R FHIEINER 2 O it a% FL
R D 21T - TV B fitiak

(5) BrEEMERES AL E BUINR OfE FEAEITAR D | 21T - TV B Jitigk

O-2  SHSHERE DAL FIIE S ORINE I FEHINE OIS +53 70 Fiak & BEBR 2 D BE Al 3
TEBHEM (FROWTNIIEZ ST D EMIUIEBER) 25, Y% O AN
TOWFEOEME L LTRHESINTND Z &,

eSS

o [ERNRFFEUGE 2 FOYMIIHEZE T L72ZIC 5 LA EO D AT D ERIRIHE %
ToTWDHI &, Hb, 24N T, SASMIREE £ L U BRI OMHE 4
ToTnBZ &,

o [ERRFFIGER 2 FOMMIHEAZE T L7cRIZ 4 L1 Lo B SRR EE O R
WHEZIT-> TR, 25, 242 R, 2N AFEMREZ & CESE RS2 R O
FRRIHE 21T > T D Z &,

o [ERNARFF SUTHEFHEALFFIUSZ OMENHE 2 T L7212 5 4ELL Eo 0 ESE
DEFRMHEZIT>TH V. 9B, 2FL I, DAIEYIFRIEEZ ST OEARI O A
BIEDBAIHEZIT>TWNH Z &,

&% AFN L DERICBWTCIREIERSE OGN E A2 BT 5720, BE DOIRE
(ZY 72 2 HRHEMIZ EOROWT IR TR 2573 =T (BESE I 0L 5%
1R ORIWE R B DO REIG +53 70 ik & 1B & FF AT & OBRE/E#ED ) &
WZRETH &,

12




@ BENDOEHR. fﬁ%’iﬂmﬁwﬁiﬂ%ﬂ ZDWNWT
=5 5': TEAE BT 2 EE DB E S v, BURESEN D OFHRE D, A2t - &2
Eoti 8o o] %?&@@E%&U\Eﬁﬂiﬁ X DRt AEFRNRAE LIS OWE
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B 53l NZARA] 5-FU KO FFRFIO PR G- OFMER R TN 5,
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(D BCOG 0 Performance Status (PS)
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W (BGI, PR R, k) O OO X S O k%, Blggs 1
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