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EERHHEET A R4 LT EEDELIEOT, ZOHEHIZHTZ-T
X, AHA RTANCONWTHEIND L9, BFENOEBRIER &K ORI
THEMEBFENLET,
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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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(L FEIERE D 72\ EGFR A n28 BFak: . ALK gt
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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
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JEEAIR DY 5o HHFE (LLF TIPSy o) =
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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
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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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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
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L7,
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{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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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
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CHPIT S LTS (FR), Fioo K400
mg % Q6W T 5 L 72 EROARA| O E FIRREIZH 1T 5
e IMiE PR (LLF (Cuped EVVI0) 1. A
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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 &,
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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]
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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
B5-) OFPH 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
BEHEE (LT [Cupel EWVI0) 1E KA
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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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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(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
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1 TRED (1) ~ (5) oOWVWTFhnic
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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 EWVH,) 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
E M IRE (AT [Cusl EVI,) 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
EIMiEFEE CAT [Cuel EWVH) F. 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 EIMIEFEE (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)




XEFEHHEET A R4V
RAT7Tv Y XA<v7 (BETHBEZ)
(BR7E4 : A M —F KiE#E 100 mg)
~ R~

dp

248 A
A F A

i

hIk




ER/N

A o

XL HIC
AHNOFFE, (FRET
[ PR A

FaER 122D T
WXt G L 70 D A

BOICER L TRHET & HIHA

P2
P3
P4
P9
P11
P12



1. IXC®IC

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
bbd, 52, IEOREREIFOMEANC L0 | FUREIR S 72 & O H) 72 B /e Rk
FFrEEGENARINDLH T, 2D DOEKTZ BB B ICIRAET 2 2 L RSO
AR L 72 o TR RIFMBGE R & GE o AT #2016 Gk 28 4F 6 H 2 H B E)
ICBWThH, HEHNERNLEOMHORE(LHEERZX S Z & L ShTna,

AR AR E SR S, EE RS R 27 0 7 7 A VRBEFEOES L & B S MR
RHZENDD, T, HIWEROLZEMICET 2 ERN+0ERT 5 £ TOR,
WMHERGLOBELEEZIT D ERPRF SN BEEIRH UTHEMAT L & &b, BIE
RNV LTI B et & & D 2 & DS ARE 72— 18 O B & i 7= 3 R R B <
THILENEETHD,

L7z o T, KHA RTA 2Tk, BIBEESC 2 E TR LN TV D EFRIRFEY) -
BHER M EED & | LU O E I O feii 708 FH A2 HEHE 3 2 8LA b B B B %
F RO EFREEZRT,

E. RHA BT A 0%, MSIATBOE NEHR G ERE IR O, 28BN AR
ERARIEE ey . —MAERE N B AR R NRHE & M O EFEE FTEENAE AN B ARIE S D
WHhob EER L,

MR EMRDESR A F—F JHEHE 100mg (—fk4 : XAT7 ) X<v7 (Eis

T )
K% ERDBREIUIRR « 28 AALFHRIER \ZHEE U 72 PD-L1 B ORI UIBR N GE 7R 1T - 15
FE O RIE RV bR

NEERDMEROAE - @, RAIZIZ, a7 nr Y X~v7 (EaHEfz) L LT 1
8] 200 mg % 3 F HIFFRESCIE 1 [E] 400 mg 2 6 3 [H IR T 30 Z0 /]
DT T RIEFES 2,

3% R 8 3 & - MSD #Riath




2. AFOKK. 1ERBERF

FA ML—F RiEEHE 100mg (—fi%4 - XA T7r ) XA~ 7 B HE#z), LU IR
#ll &vv95,) I&, PD-1 (programmed cell death-1) & =DV 77 R T % PD-L1 2 OF PD-
L2 L OfEEEEERET S, & MbigG4E/ 7 n—FAHEKTH D,

PD-1 #2B8 13 T Al 00 i B S 2> & kAU 2 72 I 03 AVKBRE 23R FH 3 % 32 73 50 22 ol )
AA »F T, PD-1 1%, EFE/IRREICEWCTEER T HilROMiaEmic BB L, 3%
P2 SO % B e A B X Rl 7o 0% SO & HliE 95, 9725, PD-1 (XY Hv R EfE
BT DI EICRVPURSERIC L DV VT IVBREZAICHIET 2B/ IKTH D, PD-LI
DIEFEHMKIC I T 2 RBUTI DTN TH L0, < OB AMILTIE THIOE E 2z 5
IEERBENCREBLL TV D, AAMBEIZI T S PD-L1 O ERBIE, B, g, I
HEfEgE, SREGE . FE/ VIR & Ok 2 I NATTHRARIK - TH O | RWAEFRLE
OMEREMENRE I TWD,

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

AANX, PD-1 & PD-L1 XO'PD-L2 Difi U 7> ROFEAELET 5 Z L1k v, JEE
WU NBR B T O RS RF BRI EME T U o SERZTE ML & PUiEE s 2 S b9
52 & CHIEEN R AT D,

AHIOIEREIFI IS B OSERURIC & HRIIEMS 2S5 b bh, B UIFETI
5 WM BB, AROR G PR OEGRICIE, BEOBEE HHIATO, SR
D BTG AITIE, FB L2 HUTIE U B e ik & B8R & FF o R Al & L Col
VRIS A ATV B O RIESISIT & B RIER AL DB AT, BT E AL
LA G E ORI AL 1T 5 LED B D,



3. BB
D AACFRIER I L= PD-L1 Gt ORIGUIBRARE 21T « BROBE R L
Jm D KR I Z B 24T o 7= E R BB OGS 2 =T,

[ 2]
[EI B I RS IIAEFRER  (KEYNOTE-181 55#%)
— IR & U CTHEHER 72 LSRR O & 5 RIRUIBR R RE AT - IR OB RV B
R OVEIE B 628 Bl (AAN 152 B2 &Te) Zxiguc, AHI 200 mg 3 36
(LLF TQ3W) &9, ) BHEOHEMMER OZZEMEN, (b5 E 07 VX', R
YA XEAXIIA ) )T HY) ERRE LTRSS, 2B, B CREREFTH
R LN HAIT, TREEIT 2 R TER AR DN WEORRICZE L TWDEE
TUE, WRIEILARE O TG RTAT TR BHEIT 80 B D £ TAAIOE S ikt 425 = & 237
AE & Sh7c, EEEFHMIE B X RAAHIR (LT T0S) &9, ) & Sh, Tt &
LCREIN () PD-L1EGE (CPS™=10) %M,  (Gi) mFEREEN KO Gi) ITT
HLHIZBIT2 OSOERIIR1OLEBY THY, WTHOEMIIBWTHHERNICHE X
NIz FHE AT X 7o T,
*: PD-L1 2R8I L=k (EEMiE, ~27 07y —IJ RO L85 BT
BrL. 100 % 3% U7~ fH,

#F1 EEFIARLE SNT-BEEMAICBIT S 0S D (KEYNOTE-181 35R)

. . B Y 1 o
. . A N AP — R pfE
350 Bi %
eS| B B %) [95%C1] [05%CI] (i)
(FH)
ﬂ;ﬁgwmg 107 (88282) 93 [6.6,12.5]
CPS=10 10'3 0.70 [0.52,0.94] "  0.00855™
bk 115 (89.6) 6.7 [5.1,8.2]
Kﬁgﬁ%mg 198 (8136?3) 8.2 [6.7,10.3]
e bR 18‘2 0.77 [0.63,0.96] *  0.00894™
b 203 (89.7) 7.1 [6.1,8.2]
Kﬁgﬁ%mg 314 (5672) 7.1 [6.2,8.1]
ITT 254 0.89 [0.75,1.05] *1  0.08431"
{bFgiE 314 (90.4) 7.1 [6.3,8.0]

Cl: EHEXM. *1 : #uk (727, Zoft) ROWHMA (RF LR, W) ZEhlET & U7z ERl Cox B,
Mk (7T, Fofh) ROKHREE (R LR, e Z@RlR+ & L7z @Rl log-rank fE, B EAKE (F
M) 0.00853, *3: Mgk (77, FoOM) ZEBIKET & LZER Cox [BFE, *4 : Mk (77, 2ofh) %E
IR & U7z f@R log-rank IR 7E., AEKUE () 0.00766, *5: Hulilg (77, o) ROWHME (FTF LR
. e ZJERIA T & L72)E 5] maximum weighted log-rank iR i€, A& /K4%E ({)) 0.00772



—J7. PD-L1 Bt (CPS=10) 2> o) B BE 16767 (BARN 7752 5Te) 1T
BWTUTOEFMERENSE LN (F2EVK 1) , 28, YeirE I EFaiHE
ST AT REER Tld7e < . BRI MITERTH D,

#2 APHRE (KEYNOTE-181 35R)
(PD-L1 BBt (CPS=10) 2o ERBDOERE ., BRRORBITER)
AF1200 mg bk
Q3W
(85 1)) (82 1))
R (A) 10.3 6.7
oS [95%CI] (7.0, 13.5] [4.8,8.6]
NP — R 0.64 ~
[95%Cl] [0.46, 0.90]
ClL: {ZMEKMH, *: J@5 Cox Bl — REF I X BALEHEIE L Dbk
110
100 - o
90 - Ib
LY
~ 80 o ~
) \ [
§ 70 HH\ 1\,—.
2 B0 \\ = ZKF 200 mg Q3W
i |
% 50 \'H "—H_ /
b 1
L 40 - l"L\_ .
(@) \H \—\1
30 - J/ ‘—\.L\_ Hj%
20 == 30 R ey ++
——Lﬂl_ et~
10 - ] eca = { "‘]L
0 | | | | | | 1 I | | | | | I | ! |

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30

Number at risk

AF200mg Q3W 85 79 7
o/t

Time in Months

0 56 51 43 40 30 27 21 11 7 4 3

X1 OS ® Kaplan-Meier B (KEYNOTE-181 35%)

(PD-L1 % (CP

$=10) P ORELEREOBE. BRI E)

1 0

82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1




[Z4pt]

[E B LRI SB A FER  (KEYNOTE-181 #k5#)

PD-L1 5t (CPS=10) 7R BRI EEIZBW T, AEFELRIIAFRE 81/85
(95.3%) . ALZFREIERE 78/82 5] (95.1%) (2380 HAL, JRBRIE L ORI EEURN G E T
RWEEERIL, NI S585H] (64.7%) KON 67/82 5] (81.7%) IZiRH BT, W
FLORETIRBEIEGN 5% EORIERIZTRO L BY Tho Tz,

#£3 WITNLOBTREEIEH 5% EORIWER (KEYNOTE-181 3R8) (R irR4E)

R ERIRSYHE (SOC:

System Organ Class)

HAGFE (PT: Preferred Term)
(MedDRA ver.21.0)

B (%)

AK B (LR IERE
85 14 82 51
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

ERIER

55 (647) 19  (224) 1 (1.2) 67 (8L7) 32 (39.0) 2 (2.4)

Mg J Y o REE

2 ifn. 4 @7 2 (2.4) 0 2 (268 7 (8.5)

B 41 BRI iE 0 0 0 8 (9.8) 8 9.8)

I HRERIS i 0 0 0 6 (7.3) 5 6.1)
PRl =

AR B RE AR T iE 7 (8.2) 0 0 0 0
T AP

T 4 4.7 0 0 13 (15.9) 0

TN 5 (5.9) 0 0 17 (20.7) 1 (1.2)

H % 3 (3.5) 0 0 11 (13.4) 0
— - EFFEER X O SO RRE

I 9 5 (5.9) 0 0 9 (11.0) 1 (1.2)

I 57 10 (11.8) 0 0 16  (19.5) 0

TR 7 (8.2) 0 0 5 6.1) 0

FEEL 5 (5.9) 0 0 (11.0) 0
HRPR IR A

I R ERER D 1 (1.2) 1 (1.2) 0 17 (20.7) 7 85 0

1 BRI 0 0 0 22 (268) 10 (122) 0
R L O E

BN RIS 10 (118) 1 (1.2) 0 16 (19.5) 0
B R L O ARk

1 IR 0 0 0 8 9.8) 0
PR TR P

ST 0 0 0 6 (7.3) 0

KM= 2 —m /N F— 1 (1.2) 0 0 5 (6.1) 1 (1.2)

RWMERE = 22— 18— 0 0 0 22 (26.8) 1 (1.2)
MR 2R, FElds K OMithm e

Jiilig ¢ 7 (8.2) 0 1 (1.2 0 0
B ¥ K OV T AR kR 7

it A 1 (1.2) 0 0 28 (34.) 0

55 4 4.7 0 0 6 (7.3) 0

BEIR B R 5 2 (2.4) 0 0 6 (7.3) 0

0
0
0

S

oS O O O

B, AFIFE W THRIBEMEMRE 8B (9.4%) . BEDREIEE (hattR it
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RREE . P REREIEARIE R, AR, JEREIESE) 161 (1.2%) | Mk (F7 2 -
N U—EERESE) 2 1] (2.4%) | IFHEEEREE 9 il (10.6%) . HUIR RS REREE 7 61 (8.2%) |
1 ABERRIA 131 (1.2%) | fhdk - BB RfRE 161 (1.2%) & infusion reaction 1 {3
(1.2%) MFRDO BT, Fio, KK - MMk - BEO TR, TERAEREEE, &I
REREE, BRERERETE ORI MEMER R%) | Pk, BIEMEME, MK - gk, 5
E DR, L, MERERIEGERE, BEE e MmkiEE (Ml MOBO HESEEE .
MR, FREFERES, HERRIEKIES) R ORI O b oo, RRIERISBLRN
FBEES (BAMEERTLZET) 25 0EEREZ T,



(At - HE]

ARIOREMAEY BT T L AERA LY I 2 b —a 280, AF| 200 mg %
Q3W. 400 mg # 6 MMM (LT QoW &5, ) XIE 10 mgkg (KHE) % 2 JH[H
ks (CLF TQ2W1 9, ) TG LIZBEOARF OIMmIEFEENRG S, Ok
F AHAI 400 mg 72 Q6W TH G- L ZBROAA| D E FIREEIC 31T 2 i (BLF

[Cavgss] EWVVD, ) 1E. AAI200mg %2 Q3W THEH L72BED Cavess EFERIT 2 & FHIIE
iz (T#) . 72, KK 400 mg 2 Q6W TH - L7ZBROARKI D E HIRREIZ I 1T D A e
MIEFIRE (BLF TCmaxss) &V¥9. ) 1E. AHI 200 mg 2 Q3W TH G- L7ZBRD Crnaxss &
L CREZ AT ETFRISNZL OO, BARANBEICBOD CHEERHER I TV D
L - HETH DA 10 mgkg (IRE) %2 Q2W TH G- L7ZBED Cuaxss & LEE L TLE
Ao ETRlEn (THR) . S, B RAEBE Z X RICAHK] 400 mg 2 Q6W T
B 5 U2 S TR (KEYNOTE-555 3Bk) L 0 153 572 SElMEI 555 < SR fe <
TA=HF VI 2 b= a L0 PRIL Y EiRE T A —% LHRL L7 (TH),
INZ T, BEOFEEIZIT 5 EERRBREGE IS IS & | AFI DR & & A XL et
& DE#EZ MG DIBRBESE T VPREEE S, AKl 200 mg % Q3W X 400 mg %
Q6W TH# 5 Lo PR & & A UL et L OEIZ O W TRFT S /R, E
SEORE - HEOM THWE R OZ 2RI /e 22 51T v & Pl &z,

R4 AFAOEYBE T A —F

[— Conr Cove Coin Conass Caves Coninss
(ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)
200 mg Q3W! (582?;97) (27i?§8i) (17;?;83) (91%3521) (49;??L0) (302??L4)
400 mg QOW' (12;??24) (32if§27) (IOL?fQB) (14é?§49) (SOi?glj) (19%?509)
4%22%%§N (w;é?ga4) NA uﬁiﬁ?m NA NA NA
10 mg/kg Q2W' <21§?223> (14§??45) (11;}?21) (423?333) (2727382> (19;?200>

t:1n=2993, 100[ED> I = L— 3 & 0 EH SN2 B EEO P RAE (2.5%47,97.5%4)  Cmax : FI[EIFE
% OREMEFIRE, Cag : PIEHEG% O MG I, Cuin : IEIFGH% (1 702 550 ORAKmG
HIREE . Craxss : EFCIRIBIZR T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 FIIIMTE IR, Crminss : EHIRAEIC
B D AR % i fE

T 56 Bl DETIEEIE (95%(FHE X M)

§ : 41 BIOKMTEEIE (95%(FHE X )

NA : %72 L




4. FEFRIZOWVWT

AR OG- 72 BE 22 W - FrE L, AR OB EICL Y BEELRBIERZRH LT
BRIZKHEST D Z ENMERTED, LFOO~QD T X T &z sl W THEHT 5
RETH D,

@D #EHRIZHOWT

D1 Fieo (1) ~ (5) OWTNNTENT I THDHZ L,

() EEFBREDNEET D08 A FEEILSREBTS (BRIE RS A S HEEE LS5
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁﬂmﬁﬁr&@&>

(2) FrEREHEHT

(3) ABENFRINENIEET B0 A FEEERET (DS AUIGEER ERbt. 23 AiEE
W 1IEBE. 2 AR e &)

@) ARALFIRIEEZBRE L, SREREINE 1| XU SRAE IR 2 Ojiti gk e
R D 21T - TV B fitiak

(5) HUEMEREESA LT B BN O s FAE AR D @ H 21T - T D itk

O-2 RIEREOLREE L OFEIE S BLRF O XG0 7250k & R 2 FroERT (F3R
DWTINTEE G T DERN) 23, X2 REBOARANCET DIROBMES & L TERE S
NTnsHZ &,

*

o [ERHFRSZ2FEOYIMHE ZE T L% ICSFELLE DN AR O RIRIHE 2
1ITHoTWBHZ L, 95 2800 R, BSAERYIRIEE 3 & LBRIEESOMHE %
1IToTWAHZ &,

o [ERFFRS L2 OYIMIAHE ZME T L7-1412. LSS O 23 AR % & Tes
FELLEOHLBARZDEH 21T TV D Z &,

o [ERIGFFEUSZR2EDOWIANHE # & T LI RICAFELL EOEKREERZ/ L T\ 5
Z L, b MELDLRIE, A LRSI O N AW ERIE Z B eI LA S D BERHE &
fTTHoTWABZ L,

@ BENOEXRLFREBEOEHIZOWNT

PR S A B ST 2 B N E S, BRI D OfFRA D, ﬁ%é %@
EMEEIEE R OB B ERSE SR 2 1E R, A EFS0RE LG 0o®RE
EH ., ENHECHIITONDIKHINESTWDE Z L,



@ EBHWERA~DOXIRIZOWT
@-1 fERRiRHC BRd % B

WV PE R B O B R BIWER 2338 48 UT=BRIC. 24 BEBIRSHRIAH| O F | Yikhiak X
S BT, FEEL L 2 BIEANCIS U CARBRE L O CT 20 BIVEFA OSBRI 25
IRRRAEORERNY B IS, B HICRHG ATRR AR N E - T Z &,

@-2 EEMBFRICL 2FEFEFSIINICEAT 2 E RS

DAZRICED 2NN OB E A T A EEEFEEDPEERE=2V 7
EHEOIEFRDOA T ) —= T EITOERE & HHZ A TE 5 F— AERIRH 23V
EENTWAZ L, 2B, BIAEHIZHOWT, BABRE L ZDOFEICHSIEmMmENT
WhHZ L,

@-3 BlIfEH OBBTX B L T
RITER (HEMERR SN A, RB% - /NMEJk - BEEO TR, GRS - BLIER

B, BHEERE S (RMETRIEMEERE) . AoWEE (FERAKERT. FRIERE
R, BIRPRRERE) . 1 BUBEIRIN, S & OBER, MR - BIRUTHMARIE, Bk, BEE DK

reaction, 7% - B, BIEM M )E, MRRETE (X7 2 - NU—IEGERES) . DAk,
e MRS (oM MR PESREER VMR M, JRIFERES | MERRIERE %) |
MERBERIEMERE, FEAZE) 1Tk LT, Ml X3 MR B o B 4 B 9~ 5 R Al
EEEEL (BHEHOZWroXISICE L THRER OB EZZ T N KT H DL L) |
B HIZHEE 7R LE N TE DIRHINE S TNDH Tk,
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5. ZRERBRLLRLBE
(AL B9 % FH]

@

@

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

728, CPSIINALT R Y XvT (BaHfZ) Ooar =42k (kR4
PD-L1 IHC 22C3 pharmDx [# =]) ZHWTHET 5 Z &,

FRUICEZ N T 2 BB KT D AAN DOH 5 K O IR DWW TR, ARAI DA ZIEN
MESLSNTRELY, AADOHREGHR LRG0,

o AR OV

o FiomibhRE

o OFUENERELA & OO

[Z2atEic B4 5 F ]

@

@

TRUCHEU T HEEICOWVWTIEIARBORENED L INTWDLZ Enb, 5 E21T
F oA ARG
o AHNDORITIHR UIBBUEDORBEERE D & 5 BFE

BRI OFHMIZ BV T TFRRICEE S T D BTN TE, AFIOFE GIFHEE S 2z

D, AOIRERPFUL A 2 NGEITIRY | HEICAFZEHT 22 L 2BETE D,

o MEMMZEROEIH IIBEOH 5 BH

o MaEE R A CHRE R 2580 D B K ONE B M O FUR Bt I <0 R g M fiti 5
FEDOMIZRIEMEZE LN HA BN D B

o BOMRERBOAD, UXEMERZE L IXHEREMEO B CaZEE OB O
b5 BE

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

o MO IBEEE AT LR

»  ECOG Performance Status 3-4 Vo>

(ED ECOG @ Performance Status (PS)

Score | EFE
0 | &<MERIEHTE 5, B CHEAEESHIRZE <ITx 5,
| AARIICEL LUVEENIHIR SN DS, SITATHE T, BB > TOEEITITO Z LN TE D,
B NFE, EEEE
2 TR CHGDOH DRI O Z L 13T N THEELEDERIZTE W, HHD 50%LL EiZ~<y FACiE I,
3 ROENTZHSOEDEY DZ L LnTE7R, HHO 50%LL EE2 Xy Rl 2,
4 2LENT RV, BOOHFORD O LiFael TERY, By RhBTF T d,
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6. BEZELTHEEITREFIH

O  USHHSCEZEION %, WEIRGEEE DR 5 GRS 1T -5 & ARHF O Frit M OV 1Efil
DT OIZ B HE + I L TS5 2 &,

@ RIRBAMBICHENI G BE T T OFBRIAIER a2 H58iH L, RE 215
ThoEETHZ L,

@ FEREWEHO~RY AL MIOWNT

MEMEMEER D S5 D Z ENHHDT, AAIOBRGIZHT- > Tk, PIHE
W (Bgliv, WL IREE, k) OfeRE M O X ffads o L, Bl5% -+
AT D T &, Flo. BELTS U THES CT. MiF~—F —F O 4 Fhi+
5k,

infusion reaction 23 &% 545 Z L 3% 5, infusion reaction 2372 8D H LG AT
X, WUREZIT S & &b, SRR EIE T 2 £ CTHRE DR L /0T 8l5
T5HI &,

FURISEERE . P RAHERE K ORIBRERENHODONDLZ ENH DD
T, AANOFH-BRAART K O G- ]I R I3E WIS N e & (TSH, W2
T3, if#8f T4, ACTH, I =LvF > —VEORIE) ZEMET D5 &,
JFESRERRE . B LMEAE RN S HOILD Z DD DT, AF O 5T
OGP E IS REME (AST. ALT. y-GTP, Al-P, BV /LB %
ORPE) ZFEHTDHZ &,

SEIEE (MR L ITEBHEAERZET) FOEERIREERS bbb
ZENHLHOT, EFICIROEFE OFBEMRT 52 L, £, IROEFE N
RO OLNTHEITIR, HONIEREEL =2 T2 KO BEBLIEET HZ &,
AR OBEGIZLY | WEOGERINIERT 5 £ B 2 bk A IR EORTE
DHLOLNDZEND D, BENRDOOLNLLEAEITIE, B LIEFRIIS U
BEFHE 70 ik & AR A B O Rl & s U ClE bl 22 8 R W 247\ ot
FOSZ & B BWER B 25581213, AFIORIESUI I, K ORIE RE R
IWEVAIOBRGELZEZRTDHI L, ok, BIERERLVE L OERGIZEDETE
HOUGERFRD IR WIGEIZIE, BB RE AV o LISt o Sz il Fl o8
LERET DL,

B TR, BORRI 5 AfRE L T LEERDP BT 22 13 HH720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 BUBEpRI  (BIE 1 BUBEIR S 2 & de) Db bbiu, BERPES 7V F—T &
IZELHZEDRHLOT, Aig, Fl, EHFOIEROFEELCMBEEO R+
SEETDHZ &, 1EEREASRONZGE IR EERIEL, AR 8l
A O bEDORMY R LEZITH Z &,

@  AA|OEERRERIC I T, 556D 9 BN THMEORHE 217> Tz Z
EEBHBIT, ARG TIIEHRICEIGRE THROMEREZ1T I Z &,
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HEFERHEET A A4
Roa7Tul) XAv7 (BisHHE#EZ)
(k54 : ¥4 M —F HH##E 100 mg)
~ FE/ N e it 3 ~

2 9428 (£ 248 AKET)
BAEBE




SR/

NN

XL HIZ
AHNOFFE, (FRET
i IR AR

FaER 122D T
BhHxtG L 70 D A

BOICER L TRET & HIHA

P2
P3
P4
P20
P22
P24



1. IXT®iT

RIS DB  ZRMEOMERO T2 DITIE, WS SCEEITIES W2 E 7 AR D
BND, 6T, IEOREHRFTOEARIC LV | FUREIR 72 & O 72 3R AR
FFEIMPARINDH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
PE L 72 o TR Y REMEGE R & O HATTEE 2016 (AL 28 42 6 A 2 H BFEEE)
ICBWTH, HEHNERNLEOMHORE(LHEERZX S Z & L ShTna,

R R S S, KRR 2T 0 7 7 A U SEEAEDESK L & B S MR
RHZENRDD, T, HIWEROEZEMICET D HEHRN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D ENIREEINDBHICH L THEAT D & & Bz, BIfE
FMNREE LTI LB 2t & D 2 & AN A hE7e — 1 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA RT4 0 TlE, BIBERESSINE TITHE LTV A EFIRTFR -
BHER R EED & | LU O E IR O feii 708 FH 2 HEHE 3 2 8LA0 b B2 B B %
F RO EFREERT,

RE. RHA RTA 0%, MNIATBOE NEHR G ERE R O, 2B ARAR
BRARIE . — M EE N B ARBRRNEES . FREdEeFITEENE A B ARME 72 KO
— it EE N B AR P O Db EERR LTz,

KGR L IR BHEIEE - XA F—F EEENE 100mg (—ft4 - Xa T el XvT (B
TRz ))

MG L RDMEXTNE - UIBRARREZ2EAT - T33O IE/INHIR e

MBERDAERORE - @BE . AR, XAa7nr) XA~v7 (BiarHfiz) LT, 1
[0 200 mg % 3 3 HIF MR XX 1 2] 400 mg % 6 3 [H[FE & T 30 47[H
DT TR 2,

B 3E W oE % & MSD Rt




2. AFRIOFK, 1ERKERF

XA M —F RIEEE 100mg (—#4 : _AaT7nr ) Xv7 BIEFHERL) DUT TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEAEZEHEREST S, b MbIgG4 €/ 7 v —FAHiEKTH D,

PD-1 #8813 T MR S B AR A 2> Dk D 72 D12 2 AR 23 R 9= 2 T2 70 S e il 4
AA »F T, PD-1 (F, EFEZREBICEWDCEER T MildoMiamic BB L, 3%
P& SO % B e A X TRl 72 e g OS2 3%, 7B, PD-1 (XU Y R EfE
AT D LICE Y PURZERICL DV 7P vmiEa AN+ 228K CTH 5, PD-LI
DIEFMHMIZIB T 2HBUT DTN TH LD, 2 OBAMIETIE T Mlao@ s 2Mmz
DI EBENZHEILL TWD, BDAFIRIZI T 5 PD-L1 O &7 8%, B bR, .
A . SO, FE/ NI ATE 72 & OB x Ze WA TP HRARK 7 TH Y | KW AAFE
& OMBEERRE I TVD,

B OB A DGR T#% & PD-L1 BEEOFHEEAMN S, PD-1 & PD-L1 O IFIEE
DEEREREIZ W T EERREI 2 S Z L OVRIBR ST L H7- 7203 ATEIE D, &
LTHIfF ST 5,

AFANE, PD-1 & PD-L1 X ONPD-L2 Diifi U T2 ROFERZLESTH Z Ll kv, [EE
WU NBREE T OB A ENE T U v SERETEM L &8, HUEE % 2 FE (b
T 52 L THEGENRARET D,

HAN DI 25 < MBIE DS RISIC & B BIERS R B & b, B UIET I
5 TS B B, ARIDR G R O EHRICIT, BEOBRE HTT, BENR
0 B R HEAITIE, IR L7 R ITI U 7e A07 Rk & BB A R I & e LT
OIZRERIRBI & 1T\ B ORIEREIC & % BIEA B EDN 5 B AIIE, BB E AL
L HIOE 5D & T ) BEN D B,



3. BRPRARE
YIBRASRE 72 1T « & D FE/ N it D AGREFIZ Rl 2 17 - 72 B 72 WK RER O iliis &
ZNE IR

[H2hE]
OEBILFEFH MR (KEYNOTE-024 #5)

LFPRIEIE D 72\ EGFR B - SRaME | ALK G B A5 B2 M O PD-L1 Btk (PD-
L1 2388l U7 EEAES S %G (LR TTPS) W 9,) =50%) OUIBRAEE/RiE
1T« B OIE/ IRt B 305 61 (HAAN 40 B2 Ede) Zxt8IC, AHI 200 mg 3 1
kR (CAF TQ3W) &Ww9H, ) HEEDOH MR OL RN, 7T F 8K 2 & i
FbFRE (BLF TSOC) W9, ) ZXHRE L TRFI SN, 7ods, HiGFHN CKEA
HEITFRO BT GAT, BT 2 R T RER D3GR 8 B IR WD RRIRIZZE LTV
% A T, RIEILARE O BfG REAN CHEREITE80 bV D £ CAFIO R G 2kt 45 2
ENATRE L ST, EEERHTE B IR MR EE IR (LLF TPFS) W9, ) | EIREE
A EIE A I (BAF TOoS) &), ) & &iv, RJNET 7 F 8% & T b
&R LC, PFS, KUNOS (FFfEfiENT) 2 A BEITIER LTz,

*:24 1 HECTREINTEHGAEIFIAFORG 2R IEL, 20k, EEETHRD LSS
T EHBTE L L EANT,

#1 FiRE (KEYNOTE-024 3RE)

A 200 mg Q3W 777 TR
(154 f51) ALtk
(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
e [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 BUTES Sz deflE, *2
JE5I] Cox eI NV — RET WML DT T FFHRAEI STl PRI L O, *3: @hln s 7 v
T RRE. *4: MR OT — % 201645 H9 ANy AT




100 psc
90 ™ — AF200mg 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

X1 g EIC & B PFSDEKARNT IR D Kaplan-Meier i (KEYNOTE-0243R5)
(PD-L1fEH#: (TPS=50%) DHBELHM)

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 OSOH T DKaplan-Meierfi#} (KEYNOTE-024385%)
(PD-L1B#: (TPS=50%) D HEEER)



@IEBEILE S 11 /M AHER (KEYNOTE-010 #5#)

7T F TR ETEFRIERET 2895 PD-L1 B (TPS=1%) OUIBRAHE/
1T - R OIE/NREEE 1,033 ] (HAN 91 filxETe) ZXF5102, AH) 2 mg/kg
Q3W # 5} 10 mg/kg Q3W 5 DA R VLZatEn, Fe&xerkfy (LT
DOC] & 9H,) XL L TREIE N, Zed. BN CREETHRD btz
BAIT, BT 2R TIER DR B AR WED KRNI L E LTV 5 A TIE, KE
LI OGN TR BEI TR B D £ TAAIO B Gk &2 alE & Sz, TEERT
TE B 13X OS L OVPFS & &4u, AFNL DOC Ll LT, OS A EICER L,

*] : EGFR #&fn 12 RGME T ALK @A BG5BTk, 77 F 8K %2 Gk
FVEIC L DIRRIEICIN 2., £ E 4 EGFR FHEIEA X% ALK FHEMER 269 2 fuiEtt
NEIEANC K DIREEZ AT 2 BEDMAAN LI,

¥ .24 WA ETHREESNEZHAIARORE G ZHIE L, 0%, FREETHRD b5
BlIcEEGERTE L &N,

#2 FiMERE (KEYNOTE-010 3RE)

AHA| 2 mg/kg AFAl 10 mg/kg DOC
Q3W Q3W
(344 1) (346 1) (343 1)
rhoef (A ] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
0S | ~H#F—Frn 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 & DLk, *2: @hla /5 7k

E

100 1=
ap - ——— &3 2 mg/kg Q3W
80 F710mg/kg Q3W
70 - — REFFEIL
& 60 -
E 50
40 : i HHII [ N N
30
20 1 i
101
U LUAARLAULA LA LLALLLALL LA AL LU LA L] AL LA LA L LI UL LLALALLAL LA LALLLRALLLLL) L) LLLLLLS
5 10 15 20 25
at risk#y EFEMA]
F8 2 mg/kg Q3W 344 259 115 49 12 0
FH10mg/kg Q3W 346 255 124 56 6 0
FEFFEIL 343 212 79 33 1 0

X3 OS DEMKMEHTEFD Kaplan-Meier Hi#R (KEYNOTE-010 3R5k)
(PD-L1 Bt (TPS=1%) DRELEM)




QEFRIL R MFHEER (KEYNOTE-189 #ER)

{LZHIERE D72, EGFR &5 1B REVEL O ALK @A BE T REMEOUIBRAGE /e i
17« BROIERE_ LRIt B 616 B (HAN 10 flaEite) ZxtBic, AH
200mg (Q3W) . XA hLF¥E RS MU TAKfHY LLF RAMLFER) L0 D,)
BT T FFRA| (AT TF o UIHNRTTF ) OPFRESE RAIGEREED " o
BIMER OZE2MN, 78R, XX MLt REOT 7 FFRAOFHES (B
IERE) 2 atie L —EHEMRABR ORI SN, Mte b, 77 F AT Y EAh
DB ZTEIG®RIRL, BEIIHRK4 a—AFETE L, BB, B CHREETHFR
D LT EIT EEET 2 R TIER DR G RWEORKRIICEZE L TWHEET
I, RIEILAE O EfGEHN CHREETRRO D ETERA L AX N LXtE ROJFHES
kT o Z S AlRE & SAL2R, FEFHMEE H X OS KT PFS & S, AALL A b
Lt REQT 7 FFRBOMHZEGIET TR, <X Xt REOT T F A 0
DFREEE- L e LT, OS KUVPFS #HEIZHER LT,

*1 0 AKH200mg, <A B LFE R 500mg/m?, AT T F L T5mg/m? XIXANIRT T F
AUCS (mg -+ mL/min) OJEIZ Q3W (F=2—AD 1 HEIZHKY) T4 a—2&Eh5%, K
#1200 mg XA kL ¥+t K 500 mg/m? 28 Q3W TH 5 iz,

#: 7T 8RR A R LUFE K S500mg/m?, AT T F 2 75 mg/m? XL B IVRT T F L AUC
5 (mg* mL/min) DJEIZ QAW (F=2—2d 1 HBAIZHYE) T4 a—2Eh%, FI+¢
REOANA R LFE R 500 mg/m? A3 Q3W CTHH Sz,

*3:24 WA ETELGINTEGAEIAROERG 2T ILL, Z0%, FEEEITHRD by
AlcEEHEHTELZ LS,

#3 A3REE (KEYNOTE-189 35R)

AHKIOFFH#E (bR ibRE
(410 f1) (206 1)
R (A ] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s™ NP — R 0.49
(95%CI) (0.38, 0.64) —
P fE" <0.00001
o (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 fE" <0.00001

Cl: {FHEXR], NE: HEEARA], *1 : FRBIREOT —% (2017 11 A8y AT, *2: 8
B Cox WHINY—FRET ML DT TEBR, XA MLFt REOT T FFRIAGEA L FEED
OERRE L oL, *3 @Rl 72 7 BE, *4 : RECIST A4 KT A4 > 11 USRS ERT
HRNT H Y]



at risk#%
£%200mg Q3W. R
XNUFERRUTSF
TRAGRLEEE
T5tR, RANFE
RRUTSF+EEIHA
1|29

201 —— #F200mg Q3W. ~XRLEERRGTSFHREIGRILERE

10| ——— 75tk AN FERRUTSFFRAIHBILEEE
0 T T T T T T
0 3 6 9 12 15 18 21
S1FHR 8]
410 377 347 278 163 71 18 0

206

183 149 104 59 25 8 0

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

at risk®

AR200mg Q3W, A
XRUFERFMIDL
XKMRUTS57 188
TS5k, RANEE
RFMOLKERRY
757 18R

100

90 -
80 -
¥ 70 -
“60~
3] ]
*HSO
g 40
§¢ 1
&30
20
10 A

— ERAE QIW, AANAEEFMOLKEMRUT ST RN
—— TR, RAMNSCRS NDLKIORRUTIF RN

g T
1—9———1—-0——-—1
0 rerrrrrerrrrer S— S— S—— premrrrrree e S——
3 6 9 12 15 18 21

206

140 80 40 16 3 1 0

M5 SHTPRHEREIZES PFS OfEf#ENTEO Kaplan-Meier Eiff

(KEYNOTE-189 35%)



@EFRL R ISR (KEYNOTE-407 #ER)

LFPRIEFE D 72 GIBRARREZR DT - IR O R B3/ Nl s B 559 61 (A A
N 50 il zEde) 23X, AFI200mg (Q3W) | IARTTF U RUUNT U XXtV
XiF sz Y 2w (7 URER) (LU Tnab-PTX) &V 9,) OfF&EE (K
HOFHEE) P OFMER NLERMER, 7T 8AR, INVKRTTZF RO Y ZF 2L
1% nab-PTX OO G ((b59RERE) 2 2xtie Lz “HERABR CHRET Sz, Mt
Eb, N7 Y Z XL NIT nab-PTX (%, #HYERIVEE ZLITERL, 513 K4 =
—AFETE LT, 7ok, HEFHE CRAEMEITHRD LATGAEIT, REETZ 90K
DR BV NWEDEFIRIIZZEE LT 5 B T, RIBILLUE O B FEAL T EET N
RO HNDETAFOER G 2/t 5 Z ENA[RE L SN2, FEFHMIEH X 0S KW
PFS & &, KAl HNAVRT T F o RO T U X X8V (T nab-PTX OPFA&E G137 7
YR, ANVRTZF RO T U Z X8/ L nab-PTX OPFHES & i LT, 0S &
O'PFS 4 BITIER L7z,

*1 0 AR 200mg, 37 U & F &L 200 mg/m? XL nab-PTX 100 mg/m?, # /LR 77 F > AUC
6 (mg* mL/min) DIEIZ QAW (KA, 7 U ZFBAKOAINRT T F 357 —A
D1 HBAIZHES, nab-PTX [IH{=a—AD 1, 8, 15 HHIZKE) T4 a—2xFEL5%, K
#1200 mg 2% Q3W TG-S h -,

#2007 TRAR, N7 U FFE/L 200 mg/m? XX nab-PTX 100 mg/m?, #/VR7 7 F 2 AUC6

(mg * mL/min) DJEIZ Q3W (KA, /X7 U XXV IV K ODIVRT T F N3E&a—AD
1 HEIZHEES, nab-PTX (352 —AD 1, 8, 15 HRICKE) T4 a—2k5%, 77
RN QIW THEEH I,

*3:24 WA ETHEREESNTHGEIIAFOREEZPILL, £D%,

AlICEGHEATE L EENT,

BTN R H T8

#F4 BB (KEYNOTE-407 35&)

AAIDF L (bR iERE ™
(278 1) (281 1)
o (A ] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ AN 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 HBINY— REFT VL DT TR, WIVRTTF L RO U X XL iE nab-PTX
OOFREIEE O, *3: J@hle 7 Z > 7 E, *4 : RECIST A4 K74 > 1.1 fIZES< ER
RS A Y]



100 - -
90 - -
80 1
70 -
X 60 J '\-‘tq
B 50 ty
N_| 4
30 __ l|—|+l'|
20 _
1 ——— #EN0mg W, HLRTSFYRUSIUTF LR dnab-1S7USF
18 1 ——— 75t AKTSFYRTISIUIF LR Enab-IT7U 9+l
0 3 6 9 12 15 18 21
at risk#y EFHRLA]
FE200mg Q3W, Ak
T3FIURGINIVIFEI 278 256 188 124 62 17 2 0
Ridnab-N7U 9%
TS5k, AVRT5FY
RUNIUIF IR 281 246 175 93 45 16 4 0
nab-\7U 9%t

X 6 OS DO EIfENTE D Kaplan-Meier Bi#R (KEYNOTE-407 38%)

100 1

90 | — AEN0mg QW ALKTSFYRUISIUIE LI nab-1$7 Ut
1 !'k-.‘ ——— TStk AETSFYRUIIIYSFEIREnab-1{TU T F LI
80 1 k
X 70 e

10 — T e
0 T T T T T
0 3 6 9 12 15 18
{5

AH200mg Q3W. Ak
TSFIRTINIUIFEI 278 223 142 57 23 5 0
Rignab-N7U 9%
T35tk AbRTS5FY
RUNZUIF IR 281 190 90 26 12 4 0
nab-N7U 9%t

X7 BERTHRAEIZX D PFS OFEHENTERFD Kaplan-Meier HifR
(KEYNOTE-407 #&BR)
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GEBEIL R MAEFER (KEYNOTE-042 ##)

{LFEIERE D 72\ EGFR A6 T A RFaM, ALK BlE B 5 1M & OV PD-L1 B3tk (TPS
=1%) OYIRARERMELT « B OIE/ NI B 1,274 B (HARN 93 Bl &te) %
RFGT, AH 200 mg Q3W % 5- DA K Ok, 77 FF A2 & e fb k%
XL L TRET STz, 7eds, BN CHREMEITTARD SN HAI1C, KEEIT2 R
FIEIRAZED BN WVEDRERANCZEE LT 5 BE T, WRIEILLRE O B 3T TR
TR LN D E TAANOE G 2k 5 2 LN ATHE & S, EEFHEE H 1L 0S
&St ARENLT T F B E ST L L iR LT, OS #HRICIER LTz,

*:24 WA FETCHRESNTZGEFIAFOE G 2 IE L, D%, FEEETHERD b5 E
CEGEBATES L L ENT,

&5 AMHHE (KEYNOTE-042 3E) (PD-L1BBYE (TPS=1%) DRBEEM)
7' TR =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 ™ 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)
il% 338 4] 337 f
o e LA 13.4 12.1
Sziggzgéf 0s™ (95%C1) (10.7, 18.2) (11.0, 14.0)
- NP — REE™ 0.92 B
(95%CI) (0.77, 1.11)

Cl: EHEXRE., *1 : PR OT —% :20184E2 H 26 H A v b4 7, *2 1 @5 Cox Hfil
— RETNWIZE D77 FFH A EETLFHRIE L O, *3 . Bhln 77 v 7 RE

11




100 -
90 - " — FFJ200mg Q3W
80 d| \ ——— FSFEAESOIEEL
70 =
& 60 -
ﬁ 50 -
# 40 -
30
20
10
0 T T T . . T
0 6 1:2 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 D RIENTE D Kaplan-Meier Bi# (KEYNOTE-042 3{5%)
(PD-L1 B (TPS=1%) DERELEM)

12



[Z4xtt]

OFE BRI R NS (KEYNOTE-024 ##)
HERGIIAFIRE 148/154 5] (96.1%) F O SOC £ 145/150 B (96.7%) (25D B, 15
BiE & ORI RBIR DG E TE WA FRHRIL, 24 113/154 41 (73.4%) K OY 135/150 )
(90.0%) IZFEO BTz, WT D DOFETHRILEN 5% EORWERIL TRDO LIBY ThH -

776

£6 WITNHLORTHEEDR 5% EOBWER (KEYNOTE-024 35 (Z2MEMIrxi S4£H)
FRBERIR5H (SOC: System BiE (%)
Organ Class) AFHIRE SOC #f
FAEE (PT: Preferred Term) 154 51 150 51
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
ERIEM 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
MmEFs LY >R fmE

25 1f. 8 (52) 3 (1.9 0 66 (44.0) 29 (19.3) 0

. BR e iE 1 (0.6) 0 0 8 (53) 2 (13) 0

I R ER IS i 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0

[N IS A iE 0 0 0 17 (113) 8 (5.3) 0
PN 3 AR 7

FRR IR RE TUEE 11 (7.1) 0 0 0 0 0

FOIR BB BRI T E 12 (7.8 0 0 1 (0.7) 0 0
IR

5 6 (3.9 0 0 17 (11.3) 0 0

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

L 15 (9.7) 0 0 65 (433) 3 (2.0) 0

A% 4 (2.6) 0 0 18 (120) 2 (1.3) 0

I - 4 (26) 1 (0.6) 0 30 (2000 1 (0.7) 0
— - EFEER X OB SO REE

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

957 16 (104) 2 (1.3) 0 43 (287) 5 (3.3) 0

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

FEEN 16 (10.4) 0 0 8 (5.3) 0 0
R AR A

ALT #4710 10 (6.5) 0 0 7 (4.7) 0 0

AST #41 8 (52) 2 (1.3) 0 5 (33) 0 0

M7 L7 =8N 3 (L9) 0 0 15 (100) 1 (0.7 0

I HEREOR D 0 0 0 20 (13.3) 6 (4.0) 0

I MRS 0 0 0 18 (12.0) 9 (6.0) 0

1 BR AR 1 (0.6) 0 0 16 (10.7) 3 (2.0) 0
Rtk L O EE

AR 14 (9.1 0 0 39 (26.0) 4 (2.7 0

K~ 7" %27 AMUE 1 (0.6) 0 0 9 (6.0 0 0
B R B L OE A L RREE =

RA A 13 (8.4) 0 0 4 @27 0 0
PR SRR

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
RN S SRR ] e

filiig 2% 8 (52) 4 (2.6 0 1 07 1 (07 0
FEIE 6 X OV T ARk b

B E 0 0 0 12 (8.0) 0 0

=L 8 (52) 0 0 1 (0.7 0 0

% O FEIE 12 (7.8) 0 0 3 (20) 0 0

% 11 (7.1) 1 (0.6) 0 3 (2.0 0 0

13



723 AR BV THRIE ML 9 B (5.8%) . KIBHK - EEED THI 8 1 (5.2%) .
PRRESE (57 0« NU—JERESE) 261 (1.3%) . ITREREREE 22 5l (14.3%) . FUR
IREEREREE 21 i (13.6%) . TEEAHEREREDE 1 61 (0.6%) . 1 BUHESRIFE 161 (0.6%) .
ERERERE R FEMER RS 16 (0.6%) . FER 16 (0.6%) . FHk - RERUT R
fiESEIL 1 61 (0.6%) KU\ infusionreaction 5 B (3.2%) e bz, Fiz, HEDKE
e (R JRRGIERRE e, AL, FEIES) | BRI MeERE . BIEMIE, M
Ko BEESS . S E D BRSNS, SR OB SRR . YR IR I e OVRZFER
BEIIFRD o 7o, REWEARBURIUIBE L EFE S (ARMREMRT 25T 250
LR R AT,

OIE BEIL[F 2 /MR (KEYNOTE-010 #X5#%)

HEFERIT 2 mgkg Q3W £f 331/339 #41] (97.6%) . 10 mg/kg Q3W ¥ 330/343 51 (96.2%)
K ONDOC £ 297/309 i (96.1%) 12788 H AL, {RBRIKE & ORREBMERNGE TEX WA E
FRIL, TNTEI 215339 B (63.4%) . 226/343 il (65.9%) TN 251/309 i (81.2%)
IZRRD BNTo, WTRORETIRIRN 5% EORITERIZT TRO LBV THoT-,

KT WTFNHLORTREEN 5%LL EOBIEA (KEYNOTE-010 3RER)  (REMARNTXIRER)

ZRERIKRE (SOC: System BilE (%)
Organ Class) 2 mg/kg Q3W BE 10 mg/kg Q3W R DOC ##
F:AGE (PT: Preferred Term) 339 #il 343 fil 309 4l
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
ERIEM 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

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

IR E 1 (0.3) 0 0 1 (0.3) 0 0 44 (14.2) 38(123) 0
PN 3 AR 7

FRR A B AR T E 25 (7.4) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
T IR

T 24 (7.1) 2 (06) 0 22 (64) 0 0 56 (18.1) 7 (23) 0

TN 37(109) 1 (03) 0 31 (9.0) 2 (06) 0 45(146) 1 (03) 0

H % 13 38 0 0 7 (20) 1 (03) 0 43(139) 3 (1.0) 0

Mg 12 35 0 0 13 3.8 1 (03) 0 24 (71.8) 2 (06) 0
—f% - RHREEL L ORGSO REE

HEJ9E 20 59) 1 (03) 0 19 (55) 2 (0.6) 0 35(113) 6 (1.9) 0

i 46 (13.6) 4 (1.2) 0 49(143) 6 (1.7) 0 76 24.6) 11 (3.6) 0

A i 5 (1.5) 0 0 4 (1.2 0 0 21 (6.8) 0 0

FEER 10 29 1 (03) 0 14 (4.1) 0 0 17 55 1 (03) 0
BRI A

I R ERER D 0 0 0 2 (0.6 0 0 24 (7.8) 19 (6.1) 0
PR SRR

BRI, 309 0 0 309 0 0 17 (5.5) 0 0
B2 6 & OVEE T ALk RE 7

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

Z 9 FEE 25 (1.4) 0 0 32 (9.3) 0 0 5 (1.6) 1 (03 0

395 29 (8.6) 1 (03) 0 44 (12.8) 1 (03) 0 14 (4.5) 0 0

728, 2 mgkg Q3W BEL N 10 mg/kg Q3W BEIZEBWTENZEL, IV MEMIEE 15 6
(4.4%) KO 146 (4.1%) . K « EEO FHIS B (1.5%) KO2 6 (0.6%) . H
FE D Rz [ = (B2 R RERREARAE e . 2T RLBE, JERIEIESE) 1 41 (0.3%) KON 1 41 (0.3%) .
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IR (X7 2« N U—IEEREE) 2 1 (0.6%) KON3 6 (0.9%) . AFH§REREE 23 51

(6.8%) K22 i (6.4%) . HUIRIRFERERE T 32 5] (9.4%) K UN35 41 (10.2%) . T
RBEREREE 1 61 (0.3%) KOV f1] (0.3%) | BB FERERREEE 2 41 (0.6%) &N 1 1 (0.3%) |
1 BBERRIE 1 1] (0.3%) KUY 2 f5] (0.6%) . BHReRETE (RN MEMER &%) 4
(1.2%) KO0 B, WER 161 (0.3%) KO0 B, sk - BREUmEAEE 1 61 (0.3%) KO
0 1. infusion reaction 2 5] (0.6%) K ON6 il (1.7%) RO HNT=, £7-. HIEMES
SE, W% - B, S E MK, Ok, SN/ MBI PESREER . e M OY
IREFEREF LGRS DR D o T2, ARRIVEAFSBURIXE L EFS (BB AT 2 5 Tr)
EETERRERE TR,

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

B EFGIIARAIOFHEE 404/405 1] (99.8%) S O HEHE 200/202 1 (99.0%) (278 ©
AL, TREREE & ORI RBIRAEE TERWEEFEFRIT. ZEH 372/405 61 (91.9%) K&
O 183/202 ] (90.6%) (ZFB8 HALIZ, W ORETIBLRN 5% EORIERIT TR
DEEHTH-oT,

K8 WTNHDOBEETRERED 5%LL EOBNWEM (KEYNOTE-189 RRER)  (Z2MEMTRER)

w5 B K 5748 (SOC: System % (%)
Organ Class) AHKIOF I RE L pRERE
FARFE (PT: Preferred Term) 405 151 202
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4> Grade  Grade3-4 Grade 5
EIEA 372 (91.9) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MR LY R REE
E=yiil 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEEME LT H BRI E 25 (62) 24 (5.9 0 4 20 4 (20 0
I I BRI E 22 (54 8 (20 0 12 (59 1 (05 0
B R ER R i 101 (249) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
MR A iE 69 (17.00 31 (7.7) 0 27 (13.4) 13 (6.4) 0
Rl A e
PR BB RE A T 22 (5.4) 2 (0.5) 0 3 (1.5) 0 0
AR i
VRGN 51 (12.6) 0 0 14 (6.9) 0 0
Bk
5w 67 (16.5) 0 0 24 (11.9) 0 0
] 78 (193) 15 (3.7) 0 22 (109) 4 (2.0 0
TN 187 (462) 12 (3.0) 0 90 (446) 4 (2.0 0
mISPN 26 (64) 2 (0.5) 0 15 (74 1 (0.5) 0
Mg 74 (183) 7 (1.7) 0 39 (193) 4 (2.0 0
—f% - RHREER L OB EEHAOREE
/) 53 (13.1) 16 (4.0 0 31 (153) 3 (L.5) 0
P T7 134 (33.1) 20 (4.9 0 62 (30.7) 3 (1.5 0
FERE DS SiE 30 (74 3 (0.7 0 14 (69 1 (0.5) 0
RAG PRV 27 (6.7) 0 0 12 (5.9 0 0
FEEN 24 (5.9) 1 (02 0 4 (2.0 0 0
JEYE RS £ OV HUE
fEE e 20 (4.9) 1 (0.2) 0 10 (5.0) 0 0
B AR AR AL
ALT 440 38 (94 2 (05) 0 16 (7.9 3 (1.5 0
AST #4701 28 (6.9) 0 0 10 (5.00 1 (0.5 0
ez vrF=48m 32 (79 1 (0.2) 0 12 (5.9 0 0
I I BRER 2 4 71 1D 0 12 (59 6 (3.0 0
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w5 B K748 (SOC: System FE (%)

Organ Class) AHINOF (b pvERE
FEAGFE (PT: Preferred Term) 405 B3] 202 #i]
(MedDRA ver.20.1) 4= Grade Grade 3-4  Grade 5 4= Grade Grade 3-4  Grade 5
R L ORERE
EEXD BIES 84 (20.7) 4 (1.0 0 42 (208) 1 (0.5 0
K~ 7 %37 AE 2 (G4 5 (12 0 3 (1.5 0 0
TR E
LR 37 9.1 1 (02 0 14 (6.9) 0 0
g ¥ KOV TRk
B2 i W 11 @27 0 0 12 (5.9 0 0
9 FEE 37 (9.1) 0 0 12 (5.9) 0 0
W5 51 (12.6) 5 (1.2 0 17 (84 3 (1.5 0

72 F. ARAIBEZ I TRVEMEMIZRE 16 61 (4.0%) KBS - EEEO T 20 1] (4.9%) |
fREfEE (57 2« N U—ERIESE) 10 61 (2.5%) . IFHEREREE 62 1 (15.3%) . HIIR
BRBERERESE 32 f51] (7.9%) . TEEARFERERETE 2 61 (0.5%) . EIEFEREREE 1 61 (0.2%) .
1 BOBEPRIA 1 61 (0.2%) | BREREMREE (RAE FEMER 225%5) 2561 (6.2%) . % 2 i

(0.5%) } U infusionreaction s B (1.2%) Nidd biiz, F7-. BEOKEREE (KB
AEEARIE R . ZIALEE, BREIES) . Mk - BRRUTAlARE . BEm e, MK -
BEREIE . 5 & D Mg, (O, S PEin MR/ D MESRBER . VA AR i e OVR ZRERSS 1
RO LN ho Tz, REIWERABIUR DU E RS (RREMER 2 5T) 2&0HEH
ERETRT,

@[E BRI A 2 MAHGRER (KEYNOTE-407 #5#)

HEEGIIARFIRE 273/278 B (98.2%) MK OXFHERE 274/280 1 (97.9%) (258 H AL,
IR & ODREBUEDEE CTERVAFERIL. EEH 265278 il (95.3%) KO
249/280 5] (88.9%) (ZFRD LNTZ, WIT I ORETIHILEN 5% EORIERIZ FRD
LB Thoi,

#£9 DWPNLOBETRERN 5% FORWER (KEYNOTE-407 R5) (REMMyT<saEed)

B RIRIFE (SOC: System i (%)
Organ Class) AFIGF B (b EERE
FEARFE (PT: Preferred Term) 278 4 280 1
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4= Grade Grade3-4 GradeS5
FEIEA 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MmEFs LY > RbEE
2 1fn. 123 (442) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEEMAE LT H BRI E 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
F if BRI iE 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
i FR BRI E 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
M/ B E 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
P o WARRE
FHR IR RE TUAESE 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 b
(& 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
TH 61 (21.9) 8 (2.9 0 47 (16.8) 4 (1.4) 0
GITIN 85 (30.6) 2 (0.7) 0 71 254) 3 (1.1) 0
AL 36 (12.9) 1 (0.4) 0 25 89) 3 (1.1 0
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B RIR7¥ (SOC: System FE (%)

Organ Class) AHINOF (b RRIERE
FAGE (PT: Preferred Term) 278 44l 280 14l
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade$5
—f% - A EFR L OB G OREE

) RE 46 (16.5) 3 (L.1) 0 41 (14.6) 6 (2.1 0

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

AST #8n 14 (5.0 0 0 5 (1.8) 1 (0.4) 0

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

iR 23 (83) 5 (1.8) 0 16 (57 6 (2.1) 0

I I Bk Es 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
Rk L OveskhEE

AR 47 (16.9) 5 (1.8) 0 57 (204) 4 (1.4) 0

K~ 7% > 7 AlfjE 15 54 1 (04) 0 9 32) 2 (0.7) 0
B R B L UGB LRk

BA i 36 (12.9) 1 (0.4) 0 24 (86) 2 (0.7) 0

P 32 (11.5) 2 (0.7) 0 26 (93) 1 (04) 0
PR E

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

KRy = 2 — T — 55(19.8) 3 (1.1) 0 37.(132) 2 (0.7) 0

BERLTE 15 54 1 (04) 0 13 (46) 1 (0.4) 0

KPR = 2 —a%F— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
G R X OV T AR &

it A 126 (453) 1 (0.4) 0 100 35.7) 3 (1.1) 0

# 9 AT 29 (10.4) 0 0 15 (5.4) 0 0

HI5 28 (10.1) 0 0 20 (7.1) 0 0

7pF. ARAIBEZ I TRVEMEMZE R 14 61 (5.0%) KBS - EHEEO T 14 41 (5.0%) |
fREfEE (7 2« N U—ERIESE) 5561 (19.8%) . NTHEREREE 26 1] (9.4%) . VIR
IRAERERE T 31 61 (11.2%) . TEEEHEEERET 2 61 (0.7%) . BEHRERES (RS MEME
RIREE) 641 (2.2%) U infusionreaction 6 5l (2.2%) MFRD Lz, £7-. HEDORK
JEREE (REREAME BERE, ZIRLEE, FRRIESE) | RIBBEREREE . 1 AUBEIRN,
K. ok - MERUTRLARE . BAERSIESE, MR - BEMREAE . 580 A, DDA, Nk
M IR PSRBT . FA P M OVRIFEREF IR B e nr o 72, AREIVEHFR BRI
FREER (AMEMERT A2 E5T) 2a0Ei L2~

GEBEILFFHIFEFRER (KEYNOTE-042 35#%)

BHEREGIIAAIRE 610/636 B (95.9%) K OMLFHIERE 606/615 1 (98.5%) 12788 5
AU, IRBRIE & ORRERAEE TERWAEEFFRGIL, ZHZE1 399636 il (62.7%) &
O 553/615 B (89.9%) (Zi8® HATe, WM NDORETHILEN 5%LL EORITERIT &
DEEBHTHoT,
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#10 WThRORETREARY 5% EORIER (KEYNOTE-042 3B  (R2MEMITx $4EH)
#ERIRS$E (SOC: System FE (%)
Organ Class) AFHIRE (b PRERE
FAGFE (PT: Preferred Term) 636 615 4
(MedDRA ver.20.1) 4> Grade Grade3-4  Grade5 4> Grade Grade3-4  Grade5
EIEA 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MiRF LY R kEE

£yl 35 (55 4 (0.6) 0 229 (372) 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 (02) 0 88 (143) 46 (7.5) 0

1M/ NS SiE 305 1 (02 0 56 (9.1) 10 (1.6) 0
i

FRR IR RE TCAESE 37 (5.8) 1 (0.2 0 1 (0.2) 0

R IR RE AR 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 (02 0

TN 31 (4.9 0 0 184 (29.9) 7 (L. 0

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

/AR 15 (24) 0 0 97 (15.8) 2 (0.3) 0
—f% - R REEL L O OREE

I 77 iE 27 (42) 3 (0.5 0 60 (9.8) 10 (1.6) 0

9 57 50 (7.9 3 (0.5 0 102 (16.6) 8 (1.3) 0
AR AR AT

ALT #1 45 (7.1) 9 (14) 0 53 (86) 5 (0.8) 0

AST #47 41 (64) 4 (0.6) 0 42 (68 2 (0.3) 0

Uit HRER R 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0

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

I I ERE e 3 (0.5) 0 0 71 (11.5) 32 (5.2) 0
R L OveskhnE

AR 40 (63) 5 (0.8) 0 109 (17.7) 9 (L.5) 0
B R B L O A MRk E

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

ik 20 3.1) 1 (02) 0 50 (8.1) 0
PR RIEE

K= o — R TF— 1 (0.2) 0 0 50 (8.1) 5 (0.8) 0

KM = 2 —a " F— 3 (0.5) 0 0 41 (67 6 (1.0 0
RN IS SRRy 7]

fiifigise 43 (6.8) 19 (3.00 1 (02) 0
R X OV T AR

it 7 i 2 (0.3) 0 0 136 (22.1) 7 (1.1) 0

Z 5 FEIE 46 (72) 2 (0.3) 0 15 (2.4) 0

5 46 (72) 3 (0.5) 0 27 (4.4) 0

72E . AFIHEZ B CTRIE MR B 49 61 (7.7%) . KIGZ% - HE O N 10 61 (1.6%) |
HE OGRS (RGHBEIREGRE, S, FARIES) 161 (0.2%) . MRS
(F 72 - NU—JEBREE) 161 (0.2%) . FFHERERES 76 1 (11.9%) . HUIRIREERERE
02 (14.5%) . FIARKEAEREE 3 41 (0.5%) . FIFEHEREREE 3 1] (0.5%) . BHERE

P (RANE FEMERE RS 361 (0.5%)

. H%&l{ﬁj (02%) . ,Dﬁ%‘%lfﬁd (02%) K

N infusion reaction 6 5] (0.9%) 2358 Bz, F7-. | BIEIRIF. T4 « MERUT AARIE
BIEM M IE, K - R, S E 9 AR, S/ MR PEER BTN . A i
OIRIFERIE 1T D LR o 7o, ARIERFE BRI I B #E S (R R A E R F 2 5 te)

Za DR R 2T,
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[k - H&E]

AFNOREMHEYBREET L ZFHA LY I 2 b—2a A2k v, KA 200 mg %
Q3W, 400 mg % 6 MMk (LLF TQeW) & 95, ) XiX 10 mgkg ((FHE) % 2 HH
k@ (LT TQ2W1 &9, ) TG LZBBOARF O MG HIRESHRE S, O
R. AH 400 mg & Q6W TH L L7ZEROAF D E HARRBIZ I 1T 5 MG P (LA
T TCagss] EVVI, ) X, AAI200mg % Q3W THEE LT2BRD Caygss & FEELT 5 & T
Ehi- (F#) . 7. K#1400mg % Q6W TG L =B DOARK| O E HIRBEIC BT 5
E G FIREE (LLF TCmaxss) &V 96 ) 1F, AAI200mg 2 Q3W THH L72BRD Craxss
R L CREAZ R T E TSNS DO, HARNBEIZB O THEMEDRHER I LT
HHNE - HETHHAH 10 mgkg ((KE) % Q2W THG L72BED Chaxss & Lol L TR
EERTETRHENZ (FR) . S50, EERAOERE 25 RICRA 400mg % Q6W
TG L=/ BTHERER (KEYNOTE-555 i) L 0 £ 5 7= 34IEIC S < Ry dEhne
WIA=2T VI ab—ra AR FHILTCEYEIRE T A—2 LHEILT- (TR,
Iz T, BEOFEEIZIT 5 EERABREGE IS D& | AFIORER & & A UXL et
& OB ZRHTT DR GE T VDS S v, AK| 200 mg 2 Q3W XiE 400 mg %
Q6W THE LR OIREE R & A T L et & O #EIZ DWW THRE SRR, bk
SEORE - HEOM THME R OZ 2RI e 22 B3 v &Pl &Sz,

K11 FHAOKYEE T A —F

[ Conr Cove Conin Conss Caves Crnins
(ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)
200 mg Q3W! (582?;97) (27i?§8i) (17;?;83) (91%3521) (49;??L0) (302??L4)
400 mg QOW! (12;,2.:)24) (32.?)?';2.7) (10.18169.8) (142?49) (50.51(,)‘57 13) (19.33(,)'230.9)
4%22%%§N (w;é?ga4) NA uﬁiﬁ?m NA NA NA
10 mg/kg Q2W' (21§?323> (14§?T45) (11;}?21) (421?233) (2727282) (19;?200)

+:1n=2993, 100 BIO T I = bL— 3 N0 K0 BEH S8 B O B (2.5%45,97.5%4) | Cmax @ FIEIE
5% O E R MG FIRE, Cayg : PIEHR G5 %OFEMIEFRE . Cuin : PIEF G (A 702 #5080 D&M
PR | Crmaxss : EFIRBEIZE T DI M5 TIRE, Cavgss : EFIREEIZIS T B FEIMIE P IREE | Crminss : EHRREID
BT D IR 775 2 B

T 056 BT EIIME (95%(F HEIX )

§ 41 FIORELME (95%(ETHIXH)

NA : %72 L
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4. FEFIZOWNT

AHFNO I PE G1Z%F LT, KBS S U CTHERARERE (SFFE) At s
HZ D, UEREZEYICER X AMHFE THIMNER DD, 2D LT, EHEMLY
A 7 BGEHE (RMP) (ZHD & AHI OB G 22 ARG SE B~ D i AR 23 & 2 Ji i
Tho T, REIOBRGPEE) 2 BF Z2W - FrE L, AFIOREIC LY BEEZ2REIWEH%Z
FHL LTSRS T 5 2 BT LT OO~@D TR T A7z T Mgk (2B T
fFHT L& TH D,

@D #EHRIZHOWT

®-1 TF@o (1) ~ (5) m#hﬁ_&éfém ¥ CThHDHI L,

() EEFBREDNEET 508 A FEEILSREBTS (BRIE RS A S E LSRR
%ﬁﬁh%ﬁ@%mﬁ%ﬁ\ﬂﬁﬂmﬁﬁrﬁﬁk)

(2) FrEMERERRT

(3) HBENFIRINFENFEE T D05 AR bT (DS AU HE R Eibe. 23 s iE
W 19mE. 2 ARSI HEE R 2 &)

@) ARALFIRIEEZBRE L, SR LREINE 1 USRI 2 O it a% KL
R D 21T - TV B fitiak

(5) PUEMEREE AL BN O sk AR D B H 21T > T D fifiak

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

*

o [ERIRFFIGER 2 FOPWHEZE T L72RIC 5 FLLEDO D ATBIROERIRIHE &2
ToTWHZ &, 96, 28U LT NAFYRER T & UEIRIES - OIHE %2
ToTWsZ &,

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

@ BENOEZRBFEREHEOEHNIZOVT

3R L I A IS IE 4 A BYE A DS S, BRI OB A, A - &«
EMEEIREOE R OB IR NERE SR DMttt FEERNRE LGS 0RE
W, SNECMNITON D IREINE S TV 2k,
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@ BHEA~DXIRITOWT
@-1 HEER AR 9 % B

[PV AR B O EEE R BIE 2SI AE L72BRIT, 24 FFRIEZIERIRTHI O T, ik X
IREEE R VT, FEEL L7 RITERNOIE CCTABRE B O CT S D RIEM O 24
HAMRADORERD Y B PIGEO ., EBITIS T RERAH 8-> TnD 2 L,

@2 EERFEHEICLI>AFEFSAMNISICET HEH

ARSI 2 B 2 sk R OB RE 2 A T D IR RIEFE DNEER =4V v 7
EHEOITIROA T ) —= T EITOERE &R EZ G TE 5 F— AEFRH] 235
ESNTWDZ L, B, BIFEHIZHOWT, NABRE EZDOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIEADOZW LRI LT

RIWER (FEMEMZEEISINZ . KIBK - /NGK - EEO TR, TFEEREREE - mE b iE
ERRREREE (R FEMEERE) . NowkEE (FEAEREREE. KRR
RIBREREREE) . 1 AUBEIRIN . 5 & MR, Mk - BIEUTBARIE, Rk, BE DK

(HPFgEMERR B RRE . BRI ARE e, ZTALEE, FRIEIASE) . infusion
reaction, 7% - BRI, BEMHEIE, MRS (F7 2« NU—IERIES) . DR,
HRE 70 MR P (G M MR M SR . PR MR i, JRIFERSS IR ERIE ) |
MERE BIEMERE, FEEZSE) 1Tk LT, Yakhiak )UFr BB O PP 4 A3 25 [ Al
EEFEL (BUEHOZWroXISICE L THRER OEEZZ TN KT HDH &) |
EDIZE YR LE D T E DEHIAE - TWD Z &,
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5. BEXG LR RE
[H2hEIZ B3 2% F1A]
O ARHIOBEMBEGIL FROBFIZBNTHIMEDN RSN TN,
o ALFRIERED 72N EGFR Bin AR, ALK @G & {s 12 & O PD-L1 5
P (TPS=1%) OUIBRAREZRHELT - I8 DI/ R il B
o TITFFHIKEE AL TRIERE A AT 5 PD-L1 Bt (TPS=1%) OUIERAHER
HEAT « TR OB/ IR RE RS (735, EGFR Bis 14 BIG M XX ALK A8
GFRMEOBETIX., FNFN EGFR F 1 20 % F—PHEH T ALK F
TR —VHERIOIRERRE G 5 BE)
7B, TPSIFRAT7 v ) XA~7 (BETHH#EZ) O =4 2k (KE4 :
PD-L1 IHC 22C3 pharmDx % =] ) ZHWTHET S Z &,
@ AAOMOHEMEEEA L OFHESIE FTRRORF BV TEER RS T
o
o R LMUFE REOWTZFFHAIL O HEE  ALFREIERE D72, EGFR &
B EREVER DY ALK A8 1RO UIBRREE/RHELT « BROIER T L
EN Rl e
o HWNKRTTFURONRT Y ZFENNiEnab--N7 U XX LS b
SEIEE O 72 OUIBRARE 7R AT - T O R R FE /N R it B
@ ALFFRIERE D 70\ WHETT - B O IR/ IR MR B3 13, PD-L1#R 4 C PD-L1BME (TPS
=1%) ThiUL, AAOBME G2 EET H & Th D, £z, EELEEIEICT
T D ARMICRIED 2V EF 2 B L5 B ICx LTIE, PD-LIFBURBLIC D 5
T FNE ORIk U Tt 2R B b FRE & O G2 BET 5 2 &0
T&E D, B AFNOEGIZH T > TX 2R T4 7 A > (B AN T2
EX L 3 R R
@ TFRLICEEY T D BREITKRT DARANOE G K OE A HIEIZ W Tk, AFIOFHPEN
ML SN TELT, AAOELGXR LRS00,
o INEAMHBREL
o QOTHAAIDAMEIT S TR ML OFUEMEIREA] & OHEH#% 5

WED 203 R A BT A v (AARBESAR) (TBW T, BT A /S5 T2 AR R > o
(DECOG Performance Status 0~1 2 T 75 g% LA . XIZ@ECOG Performance Status 2 2 OB ETiX, %3
HARPUER] (REXXEL%) OBEFIRENPHERINTEY ., 20X 5 REAE T, E bEREICRH
LHARMEICHERHD EEZ NS,
%2 BCOG O Performance Status (PS)

Score EFR

0 | <ML <IEBTE 5, MWl R CHHFAEESHIRZ AT D,

PIREICI LUWEENIHIR S5 28, SITARE T, BAEERH > TOEREIFTH 2N TE D,

U gl o, wimsiee

BATRIRE CH Y OHEDOEY O Z L33 X CTHREEMEEIL TE 220, BHO 50%LL By R Tl =,

ROENTHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l d,

AW

E<BHT RV, ALGOHFOEIY O Z LFE TERY, BRIy R klFTHId,
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[tz B 4 5 F1E]
O TRICEYTHIREICOWVWTUIARIOREN LD L INTWDE Z b, &5 %217
DN &

@

RHFND A3 5 LIBBUE OBEERED & 5 B

TERATORHMEIZ B W T FRRICIE Y T D BE IOV TR, AR O#F G 3 fELE X u 7z

AR

L DOTRFERPUL R R NG EICIRY | HEICAKZEHT 2L 2BETE 5,
MR B OA P UIBE ED & 5 B

b0 1] 5 A A C TR Y & R 00 D BB S OB B 0D i St i it i € <0 S8 Y 1 i ¢
FEOMMIZRIEMEZE R A BN D BE

H O ERB OO, SUTEMR 24 L < IXHHMED B i iE B OB ERED
b5 B

e g (&g~ ) Obh HEHE

T DRI X IBE 2 A4 5 8F

ECOG Performance Status 3-4 2 & 3
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6. MEITBRL THETEFH

@

@

®

I SCERITIN 2, BUEIRTEER DR 3 2 ERMEIZ I & ARAK| O Feik J ONiE 1Eff

RO 7O B G HZ o B L T bR« 2 L,

TRIEBRAAIC SN D | B UL Z OFEICHINE L Qa2+ L, RE 215

ThoEETHZ L,

FREWEH O~ 2 A MZOWNWT

o [MEMMEENSLDLND Z ENRHDLDT, RAIOEEGIZHT- > TL, YIHIE
W CEEIAL, PR IRIEE, BEHREE) ORERR L O X fieds O hESE, #lggs+
FATH 2 b, Fo, KBTS U THE CT, Mg~ —h —%FDOMmA % T3
HZ L,

e infusionreaction 23&% 5L 5 Z £ 23H 5, infusionreaction 23588 B ILIZHAIZ
. EURALE AT D &L b, IR RIE T S £ TEREDOREE B
T5HI L,

o HURIRHEREREE . TEABERERORIBHEREN S LN BB HD
T, ARAZIOF5-BRLART & OFe G- M I E IS N WS RE MR A (TSH, 78
T3. ¥ T4, ACTH, Ifih =T — L EDlIE) #Eiid 52 L,

o JIFREREREE . BLMEERN D 5D ZENHH DT, KEIOBE LG K
O 5 TP E B IS RERR AT (AST. ALT. y-GTP, Al-P, BV /L %
ORE) ZFEMTDH &,

o SEIER (IERLOILEEHRERLEGT) EORERERIREERH b D
ZERHDLZOT, EMNCIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2T 2L )BEFELRETLHZ L,

o KEFNOBEIZLY | BEORIEICTIRINT S £ E 2 BN DR IR BSHRNIE
NHLONDZENHD, RENROONTHGEIIE, BELEFRIISUTE
R 72 5k & R BR 2 Re D Rl & il U Cai bl 2 BB BIRe W 21TV, G Ok
BT & 2 BWER BN 2561215, AR ORESUIH 1L, K ORIE B R
WEVRIOBRGEEZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OYEERFRD IR WIGEITIL, BB RE ARV o LISt O Sz i Fl oisin
LEETDHZ L,

o BEKRTH., BEMMNSEIARGE L THrLRIERANRET D Z 8B D70,
AFN OB TRICHRIEHORBUZHSITHEET D Z &,

o LRUBEIRIF (BUE | BUBEIR A B ) bbb, BERPMES RV R— R
IZELHZENRHLHOT, Ag, Fl, EHFEDER ORI EO LA+
SEETDHZ L, 1 AERBNEDN-GAICII R G EHIEL, AR Ul
Hl OB GHEOEY)7RNEEITO Z &,

AHN DRI T, KEYNOTE-024 #5% & O KEYNOTE-042 55k Tl 558

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

BelX 48 B £ TOMT L, D% 128 2 L2, KEYNOTE-407 3R Tl3#% 5-5A14

Mo 6EE, RBEBLNISHEE, UMIZ4SHEEBECTORIT L, 20K 12T &

A EDFA &2 4T > T2 2 & 2 BE10, KB 5 I E I migmA coh R

DIEREATH Z &,
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EfEREET A R A v
RAT7v ) A<v7 (BETHEZ)
(B384 : A PV —&F EEH#E 100 mg)
~EEAE~

ERR2 942 A (4Fn 248 8 AKET)
BAEBE




SR/

AU S

XL HIZ
AHNOFFE, (FRET
[ IR A
WO T
BHxtG L 70 D A

BEICER L THEET ~&HH

P2
P3
P4
P16
P18
P19



1. [ZT®IC

IS OGN - REMEDHEROT-DIZIE, WA STEZFITE SVl E el 23R D
Bibd, 5T, IEORARMROMARNC L0 | FUREIRS 22 & OB 72 Hid/E %
FFEIEMPEARINDLH T, 2N O DOEHKZEICLEREE IR 5 2 L3 BRED
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 H 2 H BRI E)
ICBWThH, EHERLEOHHORBEHEEZXS Z LS TWn5,

HRE R E ST SRR M T 0 7 7 A VDB RO EI S, & B S T
RHZENRNHD, ZOdh, MR OEEMEICET D ERN SR T 5 E TOR,
WEEIRLORBEEZ R 2T D ENHIRF SN EBE IR L THERT S & L bz, BIE
R LTI B ekt i & & D 2 & DS AREZR — 8 O B & i 7= 3 A% B T A
THZLENEETHD,

L7eRoT, KA T A4 TiE, BARBERELZNE TICHELN TV EFITH -
BHER LM EED & | DU O E I O it 708 FH A2 HEHE 3 2 8LA b B B B %
FROEEFRREZRT,

I, ARITA KT A %, MSIATEOE NESE SRR S, A B AR AR
BRR IR oy . — MR A B ARERRNRHE S KON RN B AR ER 2 O )
Db EER LT,

RIG L IR B EINL A b L—F EEERE 100mg (— R4 Na T ) X~vT (Eis
THAHLZ))

R LR DMEIHR - BN R

MELRHOFELROHE . WH ., BRAIZIE, XAa7r ) XA~v7 (Barfiz) LT 1
[0 200 mg % 3 3 IR I3 1 5] 400 mg % 6 3 [ R T 30 43 [
DT CTRIBFET 2, 7272 L, i liBRIEOLGE L, &5
12 AETET S,

il 3& Ik 58 3¢ & 0 MSD RSt




2. ARIOFK, 1ERKERF

FA ML—F iEEE 100mg (— 4 - RAT7 R U X~ 7 (Bis - z), LUF TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEAEZEHEREST S, b MbIgG4 £/ 7 v —F AHEKTH 5,

PD-1 & 13 T FAQ o0& BEARKSAE 2> & 26 2 72 O IZ 3 AVKIRE AN FI FH 9 2 T 7 s 2 il i
AA »F T, PD-1 (&, fEFEZREBICEWDCEER T MildoMiamicgE L, 3om
P& SO % B e A X T Rl 72 e S OS2 %, 7B, PD-1 (XU Y R EfE
AETHZ IRV PURZEERICL D v VT VnEZAICHIET %Ak TH 5, PD-L1
DIEFMHMEIZB T 2HBUT DTN TH LD, 2L OBAMITIE T Mlao@ s 2Mmz
HIFEWENCIE L TV D, DAKIICIIT S PD-L1 O & EIL, B, T,
FERMARE ., IRELE, FE/ NIRRT S O 2 RN A TTPRARRKR - TH Y | IRWAEFR L
OHEBEMENRE S TWD,

BE OB A DGR T#% & PD-L1 BEOFHEEAMN S, PD-1 & PD-L1 ORI
DO PERREIC BV CHEERKREZE S Z LRI TR Y Hiiz e N ATEROER &
LTHIfF ST 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Diifi U T2 ROFERZILESTH 2 Ll kv, [EE
W NBREE T OISR B ENE T U v SERATEM L &, HUEE G 4 FE (b
T2 Z L THEGNRARET D,

AN OVEFIRE AT IS < S8 O G5 FORIC & 2 BIERSE 2 & b, B XTI
B AN B D, AFIORG R OB GHIIE, BH OB E 0TV, B RE
W BV AITIE, FEBL L 72 WIS U 7= B 72 itk & 0B % O BEAT & i L Col
BI85 B2 24T\ IR EE DR RS L D BITER DN b 256121, BIRKRE RV
L FI OB GEOBEY L AT S LR D B,



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

[ 2hE]
OEMNE I bR (KEYNOTE-041 #X5%)

EFRERE DI UIA BV A~T GEG X)) CLF AV La~T 1 E0n),)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao ik AR B 42 4

(CHZMERRAT X 37 Bl) Z XI5, AHAI 2 mgkg 3 AR CLF TQ3W] &v9,)
B 5 OB MR VLSRG STz, 7l IR CRAEETARD b GE 12,
PREBHETT 2 R IR 3FR 8 B A2 W DORFRINIZZE E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DD £ TAAIO B G2k 2 LN ATRE & &z, HERTE
MHIE B Td 5 ZNR[RECIST H A R4 > 1.1 BUZHES < dhdeflliE iz L 5 52428%h (CR)
SOFERS 2R (PR) ] &, 24% (95%IEHHIXH @ 12~41) Tholz, 7k, FRNIHE L
7-BREIX 10%TH - 7=,

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

A VY AT DI AT DRI AR 22 B BAE RS 2 XU, AAI 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W 5D HINER L RIEN | ALTFHRIE (XN
Y. TEYOIR, ANVRTTTF XTI VAN IINR T TF o+ ) H ¥
T, LT TNICCRE) EWH,) X E LTRSS Nz, 728, MM CRAHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEDORRICZE L TV D HEE
TUE, WRIEI LA O WG FEAT TR BEIT RO B D £ TAAIOB S 2kt 25 = & 237
REL SN, EEFHMRE B XA (BLF T0S) &9 ,) OIS AR AR (L
T IPFS) &9 ,) & &, ARANILFREE L g LT, PFS 2 BEIJIER L7z,

#1 BB (KEYNOTE-002 3E)

AH 2 mg/kg AHI 10 mg/kg e==2-30
Q3w Q3W
(180 1) (181 1) (179 1)
rhoefis (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
rhofefl (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | AHf— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: (ZHEXH. *1: RECIST #A F A > 1.1 RUZIES < FOH AR FHE B ORI 6 B (2 . % A

*2 : @RI Cox eHl N — RETMIZ L DL E L Db, =3 J@hln 7T V7 RE




100
90
80
70

& 60
ESD-_
# 40 7
30
20
10

—— 7 2mgrkg GBW
—— F10mg/kg Q3W
R

at risk#
## 2 mg/kg Q3W
##110mg/kg Q3W
{ES8eE

180
181
179

131
138
115

T LLUELAL LULURL I WL LU
9 12 15 18 21 2

33 36

27 30
77 (R)
95 70 61 1 0
99 79 67 12 0
80 60 48 9 0

1 OS @ Kaplan-Meier #i# (KEYNOTE-002 35%)

3 2mg/kg QW
——— @ 10mg/kg Q3W
L mE

at risk®y
A 2 mg/kg Q3W
##10mg/kg Q3W
{LFER6E

180
181
179

153
158
128

4 6 8 10 12 14
R [A]
74 53 26 9 4 2
82 55 39 15 5 1
43 22 15 4 2 1

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



@UFFMFHMAHRER (KEYNOTE-006 3%5#%)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
SEIEIE 2 T D ARIR UIBR A RE 7 B SRl R 2 kR A 10 mg/kg Q3W BE 5K
10 mg/kg 2 BRI (LT TQ2WI W9 ,) BHEOFER LN, A B A
~ 7 a5 E LTl SN, ks, BEgAHE TRDEITARD b Ga I, Rl
T2 RIIER DT BN WEDRRRINIZ L E L T2 B Tk, REILLRE O B AR
THREMEITRRO 6D ETAFOE G ki3 5 Z LA AHE & S e, ZEFHEEE
IZ0S OVPFES & &, AANFA B A~T7 LH# LT, OS XO'PFS # HEICIERE L
76

#2 AuhakEE (KEYNOTE-006 3ER)

AFI 10 mg/kg AF 10 mg/kg A b~
Q3W Q2w
(277 f41) (279 1) (278 f31)
tgefE [A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
OS™ | NHF— Rip7 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 i <0.00001 <0.00001

Cl: {3#EX[M. NE: HEEARA], *1 : PRAEITREO T — % 1201543 A3 B v b4 7, *2: J@hl
Cox NP — REFIIC L DA B Y A~T7 L Ok, *3: @Hlna 75 7 E, *4 : RECIST &
A R4 2 11U IS S PRSE U 72 BB R E K OB PR (2 X 2 A, *5 : R REfRATRE D 7 —
Z 20149 H3HA By b+ 7)



B 50

30 ] ——— Fwiomg/kg QW
20 +710mg/kg QI
107 —— svunzs

at risk#% M A]

FH10mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
FE0mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEVULRT 278 242 212 188 169 157 117 51 17 O

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

100 -"T
i o e e A 10 g QI

801 .’ A 10mg/kg QIW
] AEULTS

{]-""""'I"'"""I""'""I'""""I"'"""I""""'IIIIIIIIIII
0 2 ) 6 8 10 12 14

at risk&y FEEREFEMRA)

X&10mg/kg Q2W 279 231 147 98 49 7 2 0
#H10mg/kg Q3W 277 235 133 95 a3 7 1 1
AEULTYT 278 186 a8 42 18 2 0 0

Xl 4 PFS @ Kaplan-Meier fi#f (KEYNOTE-006 3A5%)



@[E BEIL A 2 MAHRER  (KEYNOTE-054745k)

TERUIRGO AT — VI WY oL RAEEE (AR ZET) 2X%IC, ik
B & U TARAI200 mg QAW 5- DA WK Nk, 77 BRZxtifie LT
PSS Te, BEFHEE B I EERAGAEIN (BUT TRFS) £\W9H,) & &, KFINETZ
AR L LT, RFSEZHEITIERE L1,

#3 HEhMHREE (KEYNOTE-0543R8%)

AFI200 mg 7T R

Q3W
(51441) (505431)
thoefE [A] NE 20.4

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

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

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

¥ 5., NE : Not Estimated

100
90*_

— ZFHI200mg Q3W

TSR

Wy .

T
ke TS

at risk#q
AE200mg Q3W
IStk

3

514 438 413
505 415 363

6 9

HEREFHRE(A]

182
157

392
323

12

313
264

15

18 21 24

43
60

15 0
15 0

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

(D AJCC (American Joint Committee on Cnancer) 12348 (55 7 1) (RS <FHM, A7 — YA TiLY
VORBINOBREE DY 1 mm B OEH O #,



[Zz421E]
OEMNE I bR (KEYNOTE-041 #X5%)

BEFGIL, 41/42 1] (97.6%) (23D b, BRI & ORRBEBEPEE TE WA
FRIL, 34/42 1] (81.0%) IZ#RWD HALTZ, FEBLED 5%LL EORWERIZT TERD LBD T
HoT,

£ 4 RBBEEN 5% EORIEM (KEYNOTE-041 3RER)  (REMAATIRER)
p1%% (%)

IRERIRS¥E (SOC: System Organ Class)

JEAFE (PT: Preferred Term) 2 mg/l:é {%3WE$
(MedDRA ver.20.1) -
“~Grade Grade 3-4 Grade 5

2RIEA 34 (81.0) 7 (16.7) 2 (4.8)
PG AR 5

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

T 3 (7.1) 0 0
— % - EFEER X O G OMRRE

TR 5 (11.9) 0 0
AR AR A

AST #3910 3 (7.1 0 0

LB EREHE N 3 (7.1) 0 0
B R KOV T AR

O PEIE 6 (14.3) 0 0

IR INTRZ3IN>- &2 6 (14.3) 0 0

M A B 3 (7.1) 0 0

7k, VEMERTRE 1 F] (2.4%) . KEGK - HEDO THI 2 6] (4.8%) . JHFHEREREE 3
Bl (7.1%) . FEAEHRERES 2 6 (4.8%) . FRE#ERE 6 #1 (14.3%) . infusion
reaction 1 4] (2.4%) MONSE HIER 16 (2.4%) RO BT, -, #hRfEE (7
Voo NU—IERIESE) | BRRERETE (RMEREMERRE) | BIEEE. 1 BHEIRIA.
HEORERES (FEMEIRIEGRE, A, FRRIES) | R, Mk - BT
i, EERREESIE, Mk - BEMRLG . O de. MRl MR PSR . iR i
M OSRIFEREF IR D b e o 7z, REWEHRBUR DU EES: (KRR T 25
i0) ZBUEFERETRT,

@i/ T ARRER (KEYNOTE-002 #5R)

BEFHLIT. 2 mgkg Q3W Bf 172/178 1] (96.6%) . 10 mg/kg Q3W #E 178/179 4 (99.4%)
JOVICC £ 167/171 5 (97.7%) 258D HAL, 1RBASE & DR BEEARN G E TE W gE
FRIT, TNTN 121/178 61 (68.0%) . 133/179 Bl (74.3%) KON 138/171 51 (80.7%)
IO BNTe, WTIUDDORETERIELED 5% UL EORWERIZ FEDO LB Tho7-,



#£5 WVWFNOOBETERERN 5% EORIEA (KEYNOTE-002 3REr) (2t first24£H)

%k (%)

ZRE IR 4% (SOC: System

2 mg/kg Q3WHE 10 mg/kg Q3WHE ICCHE
Ognfla“) 7% 7o 171 4

A& (PT: Preferred Term)

(MedDRA ver.18.0) 4= Grade Grade Grade 5 4 Grade Grade Grade 5 4 Grade G;a;:le Grade 5
2EIEA 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (263) 0
MmgEFs KOV >R fmE

21 5 (28) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) 0
i Bk iE 0 0 0 0 (0.0 0 0 14 82 6 (35 0
U HR BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
M N iE 2 (1.1) 0 0 1 (06) 1 (06) 0 16 94) 4 (23) 0
PN 3 AR T

FOPR IR RE A T 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B RS

(G 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
] 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82) 3 (1.8) 0
G 8 (4.5) 0 0 16 89 1 (06) 0 56 (327) 4 (23) 0
[ 2 (1.1) 1 (0.6) 0 10 56) 1 (0.6) 0 26 (152) 4 (23) 0
—fk - 2HREER OGN ORE

I RE 6 (34) 1 (0.6) 0 8 (45) 1 (06) 0 10 (5.8) 1 (0.6) 0
957 40 (22.5) 2 (1.1) 0 52 (29.1) 1 (0.6) O 62 (363) 8 (47) 0O
FEEL 6 (34) 0 0 11 (6.1) 0 0 8 47) 1 (06) 0
BRI AT

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

RAEOR 8 (4.5) 0 0 17 (95 2 (1.1) 0 26 (15.2) 0 0
B R R B X O SRRk =

RA i 13 (73) 1 (0.6) 0 12 (67) 1 (0.6) 0 9 (53) 1 (06) 0
5 R 9 (5.1) 2 (1.1 0 7 (3.9 0 0 10 (5.8) 1 (0.6) O
PR SRR TR

K== —m RF— 2 (1D 0 0 0 0 0 14 (82 2 (12) 0
BERLTE 1 (0.6) 0 0 2 (L. 0 0 11 (6.4) 0 0
FEJE 3 OV TRk 5

JHEE 5 (2.8) 0 0 1 (0.6) 0 0 35 (205) 1 (0.6) O
B2 ¥ i J 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
W5 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7 0 0
RN SN 22 5 (28) 1 (0.6) 0 10 (56) 1 (0.6) 0 0 0 0
FH BB 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2) 0 0

7285, 2 mgkg Q3W BEML TN 10 mg/kg Q3W BHICRB W\ TN, WMIEMERESE 1 41
(0.6%) KN4 6] (2.2%) . K% « EEO FHE 16 (0.6%) KOV6 6] (3.4%) . #Hkk
[ (7 2« NU—JEGERES) 2 6] (1.1%) KO0 6, FFEEREREE 13 41 (7.3%) M
15 1 (8.4%) | BHEREFEE (RAMEFEMER ) 161 (0.6%) KO 14l (0.6%) .
TEAHEEEREDE 1 6] (0.6%) KO3 61 (1.7%) . HRIBEEREREE 14 #1 (7.9%) KON 15
5l (8.4%) . infusionreaction2 il (1.1%) KO3 6l (1.7%) . BEEDOEEREE (G,
TERRAEBERE . ZTEALEE, JERIEIESE) 161 (0.6%) LUV 1 (0.6%) . BEZXR 1451 (0.6%)
K ON0 B, FESERRIEIAE O BN 1 B (0.6%) « BMZE - BERESE 0 B &L TN 1 1l (0.6%)

10



WSS E DT 0 B RO 2 B (1.1%) BRBH LTz, Fio, RIS, 1 RERA,
A% « MR BUIRIE , D2, o/ MBI SREER Va0 M i fe OVIR 2 ERBH X
W bR o T, ARIWEMFERRIUIREE SRS RRRAER T 2 5T) Z2atEst
I S A

@A FMAHRER (KEYNOTE-006 #X5#)

AEFLIT. 10 mg/kg Q3W £E 264/277 111 (95.3%) . 10 mg/kg Q2W #¥ 275/278 1511 (98.9%)
SO IPLAE 239/256 511 (93.4%) (1Z388 B AL, TRBEE & ORIRBERNA G E TE WA ESE
ST, TNEI 202277 B (72.9%) . 221/278 B (79.5%) K TN 187/256 B (73.0%) (Z
RBOBNTZ, WTNNORETIRIRN 5% EORIERIZITRO L BY THh-o 72,

£6 WDTNIAOBETRERN 5% EOBWER (KEYNOTE-006 35)  (LEMMirx5EM)

B (%)

FEHIRHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2 Wit IPI#E

Organ Class)

FAZE (PT: PreferredTerm) 27741 27841 256/
(MedDRAUver.18.0) 4=Grade G;aje Grade 5 “Grade Grade Grade 5 “4Grade G;a;ie Grade 5
ERIEM 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
PG WA 5

B A RE T LA SE 7 (2.5) 0 0 17 (6.1) 0 0 6 (23) 1 (0.4 0
B B A REAR T 21 (7.6) 0 0 25 (9.0) 1 (04) 0 2 (0.8) 0 0
B Ik

i3 5 (1.8 0 0 10 (3.6 0 0 15 (5.9) 0 0
KGR 8 (29) 5 (1.8 0 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1.1 0 47 (169) 7 (2.5 0 58 (227) 8 (3.1) 0
H A Hz A 11 (4.0 0 0 20 (7.2) 0 0 1 (04 0 0
G 31 (112) 1 (0.4) 0 28 (10.1) 0 0 22 86) 1 (04 0
A 5 (1.8 0 0 10 36) 1 (04) 0 14 (5.5) 0 0
—i% - RHEER OGO REE

HEIRE 31 (11.2) 0 0 32 (115 1 (04) 0 16 (63) 2 (08) 0
I 57 53 (19.1) 1 (0.4) 0 58 (20.9) 0 0 39 (152) 3 (1.2) 0
HCYZ N

AST #4710 6 (22) 1 (0.4) 0 14 (5.0) 0 0 6 (23) 2 (08 0
Rtk L Ok E

BAEIE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R SRS & OV Rk 55

RA A 32 (11.6) 1 (0.4) 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
7 P9 6 (2.2) 0 0 19 (6.8 1 (04 0 5 (2.0) 1 (0.4) 0
R ¥ KOV TRk R

O PEIE 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (0.4) 0
3B 37 (13.4) 0 0 41 (14.7) 0 0 37 (145) 2 (08) 0
I FEE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6 0 0

728, 10 mg/kg Q3W FEM OV 10 mg/kg Q2W BEIZBWTEN L, B MEREE 4 6
(1.4%) KON 61 (0.4%) . KIFZ « BEO FH 10 61 (3.6%) KON13 6] (4.7%) . f#
TRREE (X7 2« NU—EBEREE) 261 (0.7%) KOV0 B, AFEEREREE 14 41 (5.1%)
MR 23 f51] (8.3%) | EHERelEE (RAIE BB RE) 261 (0.7%) KOV 6 (0.4%) |
TFHAFEREREE 161 (0.4%) KOV B (0.4%) . FRIRIRFEREREZE 28 61 (10.1%) K& TN 33

11



Bl (11.9%) . BIRFEZE 146 (0.4%) KO2 4] (0.7%) . infusion reaction 7 i (2.5%)
KOS B (1.8%) | 1 BUHEIRIE 1 61 (0.4%) KOO0 B, BEEDKERE (FERREARE
BERE, ZIALEE, BURIEIESE) 0 Il K O 1451 (0.4%) . ES 1 1 (0.4%) M1 1 (0.4%) .
e - BERCTRMAEEE 1 61 (0.4%) KO0 B, Bk - Bl 0 IOV 1 B (0.4%) . IO
2S5 E SR 3 (1.1%) KOV (0.4%) 3D Bz, iz, EEMBEIE, LFff
9. SaE MR N MEEREESR . AL L K ORZEER IR B LR s> 7o, ARFIE
RZBURDUIBIHE RS BRAMAERE 2 5T) 2B 0EHHERE T,

@FEBILFEFH A (KEYNOTE-054 #A5R)

BEFGUIARAIRE T 475/509 1 (93.3%) 12, 77 BHREETIX 453/502 5] (90.2%)
ICRBL LT, RS ORREBEENEE TERWAERGIL, AFIFETIX 396/509 i
(77.8%) 12, 77 BAREETIL 332/502 il (66.1%) ([ZHBLLTZ, WT I ORECHRILE
M 5%LL EORWERIZTTFRO LB THoTo,

£7 WDPTNAOBETRERN 5%U EOBWER (KEYNOTE-054 3Er)  (REMMirxt5EM)

WoE ook 4y E (o soc: B (%)
SystemOrganClass) A KR Placeboff
HAFE (PT: PreferredTerm) 50944] 50244
(MedDRAver.20.1) 4 Grade Grade 3-4  Grade 5 “4Grade Grade 3-4  Grade 5
EIEM 396 (77.8) 74 (145) 1 (02) 332 (66.1) 17 (3.4) 0
Rl s
FOIR IR RE TUESE 49  (96) 1 (0.2) 0 4 (0.8) 0 0
FPR IR RE A T 73 (14.3) 0 0 13 (2.6
B RS
T 94 (185) 4 (0.8) 0 82 (163) 3  (0.6) 0
L 58  (11.4) 0 0 43 (8.6) 0
—i% - R EER LU G OREE
) 9E 48  (9.4) 0 0 34 (6.8) 0 0
957 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
e R A
ALT #4710 26 (5.1) 3 (0.6) 0 16 (32) 1 (02 0
B i R B L OV SRRk &
RE A 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0
k) 26 (5.1) 0 0 15 (3.0
PR TR P
GIEEE 37 (1.3) 0 0 33 (6.6) 1 (0.2 0
MR ER. MOERES KON R P =
) ] 5 27 (53) 1 (02) 0 14 (2.8) 0 0
FERE R KOV PR ARRE
Z 9 I 85 (16.7) 0 0 49  (9.8) 0 0
B 49 (9.6 0 0 32 (6.4)

7ok ARFIREZ BV CTRVE MR 15 61 (2.9%) . KIGK - EHEE O T 23 51 (4.5%) |
JFHSRERESE 46 61 (9.0%) . BFHRErEE (RMIAERIEMBR%E) 2 6] (0.4%) . A
HEFEZE 11 61 (2.2%) . AVIRARFEREREZE 105 61 (20.6%) . RIFEHEREREE 5 1] (1.0%) .

12



1 RUBEPRIG 5 61 (1.0%) « 5 &5 5% 2 B (0.4%) | fh4k - BRRUH@IE 1 61 (0.2%) .
PEge 2 B (0.4%) . BEREAESGE 1 ] (0.2%) . D 1 6] (0.2%) W ONZ infusion
reaction2 5 (0.4%) MO LTz, Fo, MREREE (#7/ NU—IEERESE) | EE
DR REEE (B RERERARIEWERE, ZIRLEE, *Ef@)%‘%g) o AR - RS SEME I
MRV PESREES A . W IR 2 DR IFERS 13508 B v o 710 AR ZEBLR DR
HESR (BARMRAEMEE L 35T) %a@ﬁéﬁrﬁ%%ﬂ?ﬁ‘o

13



Uik - HE]

RIGUIBRARRE 2 M BB 2 x5 & U 72 MBs M RS (KEYNOTE-002 75k &
O'KEYNOTE-006 i) O#EF. 2 mg/kg Q3W. 10 mg/kg Q2W K O 10 mg/kg Q3W
DT LD L - HEIZBWTHARANOF R LRI ZRITRD b o
77
KN O RHE S EhREfRMT DO 5, FEMERAEREE 2T 5 200 mg Q3W # H-Kf 0
AUCenc GEFRIRBBICISIT 2 6 MM O e b #R T HEAg) O [10% 4, 90%
] mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL T&H V. 2 mgkg Q3W FHKED
AUCss 6wk (1.32[0.722,2.06] mg-day/mL) & FafEL L. 10 mg/kg Q3W F 5D AUCss 6wk
(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,
M RAMEEE 2R & U ARHI DR ER ROSNT OFER et S ik &
mg/kg Q3W 5., 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
A INE R OV & ORI R BIEIIEER O b o 7z,
AHNORHEMARYEEET LV EZFA LY I 2 b—2 3 280 AH 200 mg %
Q3W, 400mg % 6 MMM (LLT TQeW) L 9,) XL 10mgkg (KHEH) % 2
Mk (CLF TQ2W] W9 ,) TEE LIZBEOARAIOD Mg HIRE P HE S iz,
ZDFER, KA 400 mg &2 Q6W TH G- L 7=BOARK| O EH IRREIZ R 5 FH M iE
FIREE (LT [Cavgss) &VM90) 1. A 200 mg &2 Q3W TH L L7ZFRD Cavgss &
T 5L TFEnTe (FR), £/, AAI400 mg 2 Q6W THh L 72RO AHA|D
EHIRRBIZ BT D e m g FIREE (LLT TCmaxss) &V 96) 13, AFAl 200 mg 2 Q3W
TEG LTEBED Coaxss E L CEEZ T LTRSS OO, BARAANBEIZE
WTHARMENHER SN TWD L - HETH HAH) 10 mgkg (REH) % QW TH#
B UTZBED Craxss & I L TIRfEZ R & Tl Sz (FR), S 6, BEEANHE
B 2 RITAHK 400 mg % Q6W T 5 L 7=/ B 1AHFR (KEYNOTE-555 #l5%)
L 0EONT-FERMEIZE S S EYBEE ST A —FF, VI 2 b—T 3 Tk D Tl
L7cEWEhe 7 A —2 LFRIL7. (TR), M T, HEEOEEIZH T 2 KRR
BREGRE D & | RFIOMREE & &AM X322 & OB A2 REH 2B S T
TIVIMEZ XL, AA| 200 mg 2 Q3W X% 400 mg & Q6W T 5 L =R OIRFE &
AT M & OB OW TR S Lo ]y EREOE - HEORTH
SR R OV BRI 7 22 BT 7 & PRl S Tz,

14



£8 FAOEMBIR T A —F

[ Conax Cave Conin Crnaxss Cavess Coninss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 me Q3W! (58-55?'519.7) (27.27?58.1) (17;;,;’11 8.3) (91.97?'984.1) (49.?3(,)’;l 1.0) (30.35(,)'39 1.4)
400 mg QOW' (12;,%2_4) (32.?)??2.7) (10.2(,).160.8) (14221;49) (50.51(,)'57 1.3) (19%?50.9)
40(()%1’1;%19&6)\)\] (1351.2,6.10;6.4) NA (14.1:'?;4) NA NA NA
10 mg/kg Q2W' (21%,2(2)23) (14;“1‘45) (né,1 ?21) (4212233) (272,7282) (19;9;00)

t:n=2,993, 100 [HlDY' I = L— 3 2LV HH SN EED P RAE (2.5%4, 97.5%45)  Comax : F[H]
By 1% OB Mg I . Cave : MEHE G4 OFEIMIEFIREE . Coin = WG (Y1 702 Febaill) DRk
TP Cmaxss © EFIRIBIZIT DB MIEHIREE . Cavgss :
RBIZ 51T D Bt 17 i
T 56 BIOKMEEIE (95%(FHEX )
§ 41 BIOBEEIE  (95%(FHIXH)

NA : #4722 L

15
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4. FEFIZOWVWT

VB EIBR AR RE 22 M E R B 153 2 KGR & U CRE A G IIE (A1) 2355
BNTWNDZ END, YEHELHEUICERTX HMHTHILERNH D, TD LT,
I Y 2 7 EHGEHE (RMP) (M-S & AHI OB G 22 VRIS B~ {7 ) (R 238
B HMEE T > T, KRN OGP EO) e BFEEZD2W - FE L, AFOFREGIZ XD HER
RIERZ B LTRSS T 2 2 & REE el LT OO~@ DT~ T & il 72 T ik
IZBWTHERTHRETH D,

@D #EHRIZHOWT

®-1 T%@(Uﬁvs)@w?Mﬁ_&éﬁém Y CTHDHZ L,

(1) JEAEFEBKENEET 203 A FEEEILRBTS BB RS A2 E L SR B
HIIB S A2 IS HL R P i&iﬂzﬁw;ﬁﬁif BeZa &)

(2) FEEHRERPE

(3) HBEAFERFNFENFEET D0 AR (DS AUREEHETEEWRPL, 23 Al
Wh IIEBE, S AR HERE R R &)

(4) FRALFEIEE 28 L, SR L FHREINER 1 OISR 2B 2 Ok KL UE
AR DR AT > TV D fifiex

(5) PUEMES AL ENE O f % S HEIZAR D a2 1T - T 5 fitiak

@®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ﬁ%?ﬁ&(ﬁ%’”’ﬁﬂ%%\éfﬁﬁ%@iﬂi oy i RNk & B A RO EE T
(FROWFTNNITEEY T DER) 23, YEZEROARFICE T 2IGROBMEE L LT
BlESNTNDZ &,

B

o [ERIRFFISER 2 FOPWHEZE T L72RIC 5 FLLEO D ATBIROERIRIHE &2
ToTWDHZ &, 926, 2FUHIX, DAFMIRELY T & LIZBRERG - ONHE %
ToTWHZ &,

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

Q@ PBENOEEBBEREEDOMEHNICONT

R HRE BRI 2 BT N E S, BB END OFRED, A0 - &2
e ﬁ%ﬁ’ﬂﬁﬁi@”@fi&@\[:ﬁﬂiﬁ X AR, AEFERDBE LGS oWE
RS, EDRHESODIITON D IEHRFESTWNWD Z L,
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@ EBIERA~DOXRRIZOWT
@-1 BIERARBRE ORI B3 2 B

R PEMR R D B A BITEA N A LT-BRIC, 24 BRRISIRIRHIO T, Mk X
VEEE R (23U T, FEEL L 2 BIERNCS U CABRE L O CT O FIVER O BRI 2
B EDORERN Y HHRIZE G, EHICKHGS TR AEHINE > TWnWD Z &,

@2 EERFEHICLH>AEFFSNICET HEH

DN AR 2 B 2 sk B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOITTROA T ) —= T EITOERE LR EZ LA TE 5 F— AEFRRH] 235
s TWbZ L, k. BHEKEIZCHOWT, DABRE L ZFOFBRICHSICEmENT
WhHZ L,

@-3 BHERADZEr xRN LT

BIVER (RVEMERMREECIN X . KBS « /DEZE - EEO TH, IFHREREE - fE M:E
B, BHgREREE (RMEMEEERE) | NOoWES (TEEMEERES, FIRIREE
bR, EIEERRERETEE) | 1 AUBEIRIE. SE DR, ik - BRRUTHEARE, K, EED
R REbE (WheptEae Rz AU mRIE . Fe FE KRR (ERE . Z2TEALEE, JERKIEIESE) | infusion
reaction, MK - BRI, EAEMGHEIE, MRREEE (77 - NU—JEBREESE) | Dk,
S e MR (et IMRIR D SR BER . VIR, ARIFERS . BERERIERIESE) |
MEREAFEWERE, AEESE) 1Sk UL MR ST MR g R o0 B 2 3 2 = Hil
EEfE L (BERHORZE-CXISICE L CRER VIR ZZ T ONLIEZMHICH DL L) |
BB U 72 /L& 78 T & DARHINE S T D Z &,
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5. BEXG LD RE
[B2h B3 % S 1E]
O TROBEIZBOTAROHENEN RIS TN D,
o ALERBRIERE D 72\ R OMESRRIERE O & 2 HRIG UIBR A RE 20 v B if AR
o ERYIBRBEOAT VI FY OoEMEARERE BT Dk MBhERE
728, BRAF Bl +ERZHTHHEEICEB VL TIL, BRAF EANC L2168 L EE
THZ L,

@  FREIZCEEY T D ARBIOPEE K OMEFH 5 IEIZ DN TE, ARAN OB ZIMER S SN TR
59, AFlOEER LB,
o fhOPUEMREEAIEOPH L TR S EE

(‘e EIC B4 2% FH]

O FRACEY T HEFICOVTIEAFIORGENETE SN TWDH Z Enh, F5 51T
brpnz &,
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ THRERTOFHIHIZIB W T FRRICEZYS T 2 BF IOV TL, AFORGIFHELE I 7w

D, AOIREERPUR A 2 NGEITIRY | HEICAHZEHT 2L 2BETE D,

o [HEMEMEEOEIUIBED & 5 B

o B AR A CRHVE S 2 AR 6O D A K ONE B 0D FH It 2 <2 R G 1 it 2%
LD RIEMEA LN B D BE

o HORERBOAOF SUTEMR A L IEFEHMEO B CaE R E OB RED
RN ey

o JEEREE GEMSHIRBHEE L B T) Ob D EBE

o MDY IIBEE AT HEE

e ECOG Performance Status 3-4 2 D EE

(2 ECOG @ Performance Status (PS)

Score EFH

0 |E&SMELIETE 5, BWATE R LA EAERSHIRZ AT D,

PIRENZIE LWEENIHIR S 1525, BTHIRE T, B > TOERIITO 2N TE D,
RS N 2

BITRRETCH Y OHOEY O Z L3N THREZSMEEITI TE 20, BH O 50%LL x> FAACilE 29,

ROENTZESOEDEY DZ L LTEXRY, BHRO 50%L EE2 Xy R+ TimId,

F G VS I O]

ELET RV, BOOHFOEIY O Z L34 TERY, BRIy Rk THIT,
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6. MEITBRL THETNEFH

® ® ©

I SRR ITIN 2, &R B IER D3RI 2 BRI T 5D & ARH| O Fei I O

HOTOIZ B EHRE B L T oERAT 2 &,

TRIRBIARICIENL S | B UTE OFIRIA MER ERMEZ + 2 L, [FEZ2 15

TmbEGT5HZ L,

FEREWEH DO~ A MTHOWT

o [WEMMEERNHLONDZ ENH DD T, KEOEEIZHT->TiX, YIHE
W CEEIAL, PR RIEE, mkaE) ORERR &L O X #RfRds o FEhass, Biggs +
AT H Tk, Flo, BEISUTHE CT, MG~ —F —FEOMRA % Ehi 7
HT L,

* infusionreaction 73d% H DI D Z L 3H 5, infusionreaction 23788 HALVIZIG AT
I, WY RALE 21T O L &I, ERNEIE T 5 F TREOREEZ 5128l
T5HI &,

o HURIRBERERETE . TERMAMEEREL OFEIBHKERENHODbNDLZ ENHDHD
T, ARHOFH-BAGET L O G-I I E SN wrsgie R4 (TSH, 078
T3, ifEHf T4, ACTH, M =T —VEORE) #EMET D5 &,

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

o FEIERK (MEREOMLEEHRERELET) EOHERIREERH 5D
ZENHHOT, EFICIROEF OFBEMRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2T2 L )BEFELRET L L,

o ARHFNOEHIZIY | EWEORIERIGICERT D &EB 2 LDk A I EBWE
DHOLLNDZ ERDHDH, BEPBROONTLEICIE, BB LEFRIIS U
LR 70 ik & BB 2 e o [l & U ClE vl e iR Wi 2 1T\, R EE Ok
FOSZ & B BWER R B 25561213 AFIORIESO I IR, K ORIE RE R
NECRIOBRGELZBETHZ L, 2B, BIBRERLVE L OREIZXYEIE
A OYEERFRD IR WIGE TR, BB RE ARV o LIS O Sz i #l oisin
LERET DL,

o BHKTH. BUHARMN Oy ARRE L THOEWERN BT L2 DB H D720,
AFNOFGHETRIZHEWEHOFRBU A 2ITEET D 2 &,

o I AUMERRIRE (BIE | BUBEIRIF A 5 Te) b bbiv, PERFEMES R T v R—v X
IZELHZENRHDHOT, Alg, Fl, EHFEDEROFEELCMBEEO R+
SEETHZ &, 1 AERBEN SO ZGE &G ERIEL, AR il
A O bEDORMY R LEZITH Z &,

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

BALEDN G 3 I AL, ELARRIR, #5866 1 4RI 6 B Z & ica bk DR

i 24T > TV Z & A2BBIT, AREGTITEMAICRROMRZITO 2 L,

SEARYIERE O M BANEERE ~OM S MBIEE L U CTEHT 2 BRICIX, AR OERK

RERICBWT, B OREFRE T 12 B I L ICHIMEDOFHL 21T > TV
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122 & EBBEBI, AROBRGTITEBNROMRE 21T O Z &, ok, ki)
ke LTHEAT 25E810F, ARIOFEGHIZ 12 VAETET DL L,
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xBEERHEET A FT AV

Ra7vl) Xv7 (B FHEEX)
(BR5e4 : ¥4 b—& SifEE 100 mg)
~EHBAR I F Y VoE~

YR 2 94111 (FF124 8 AKET)
JBA I B




ER/N

A o

XL HIC
AHNOFFE, (FRET
[ PR A

FaER 122D T
WXt G L 70 D A

BOICER L TRHET & HIHA

P2
P3
P4
P7
P9
P10



1. IXC®IC

=S5 DF I « B RMEOREROT-OIZIL, I SCGEFEIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frll/F A%
FRIESEMDPEB I NDHF T, 2D OEEMLZ BICHLERBEIRMET 5 2 L BEO
R & o TR Y RFMBGER & SO IR T #2016 (Fhk 28 A% 6 A 2 HEERE)
ICBWThH, EHERLEOHHORBEHEEZXS Z L LS TWn5,

FORERE ST, B ERCLZ 2T 0 7 7 A VBB FOESK L &7 5 5
B ENRDHDH, ZOD, HIMEROLEMEICET S ERN ST 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPMIRE SN BFICK L THERT 2 & &b, BIfE
FDFEEBL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < F
THZLENEETHD,

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

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

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

R LR BDREIHR « B SUTEREME O AR % ) il

MNEERDAEROHE - WBH, 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,

B3 IR 5C ¥ & - MSD RSt




2. AFOKK. 1ERBERF

FA ML—F RiEEHE 100mg (—fi%4 - XA T7r ) XA~ 7 B HE#z), LU IR
Fl EvvH,) X, PD-1 (programmed cell death-1) &% dD Y %> K Té 5 PD-L1 & T PD-
L2 L OfEAEZEHEREST S, b MbIgGd £/ 7 v —FAHEKTH 5,

PD-1 #2313 T Al o0 2 B S 2> © kAL 2 72 O IZ 03 AVKBRE 23R 3 % 32 7 50 22 ol )
AA »F T, PD-1 (F, fEFEREBIZEWDCEER T MildoMia£micgE L, 3%
P& SO % B e A X TRl 72 o5 UG 2 HlH 95, 372 BH . PD-1 13U o K&
AT D LICEYHURZERICL DV 7T vimEe AlchHliEaT 22 /K TH 5, PD-LI
DIEFEMIKICIB T 2HBUTDOT N TH L0, Z< ONAHMTIE T Moz 2
HIFEWMENCFHB L TV D, DAKIICEIT D PD-L1 OEFEEIL, B, e,
JHAREE . IR0, FE/NHIRaTE 72 & Ofix RN TTHRARRK T TH Y | RWAEFE
& DM HE STV D,

B OB A DGR T#% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
DEEREREIC W T EEREEI 2 5 Z L AVRIBR ST L F 77203 ATEIE D, &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X OPD-L2 Oj U > ROFERELEST D2 Llck v, 5
WUNBREE T ORISR AR EEYE T U S ERATEM L S8, PUEE e 2 s AL
T 52 L CHUEEN R A RET D,

AFN ORI 2 5 B DS RISIC £ 5 BHEA S S b, EESUIIEEIC
B DR B D, AAOBGHROBGHIIE, BEOBIEE HHITIT0, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Afl & L Col
E) 7R BRI 21T\, BEE DS RIS & 2 BINEF 2 EED 88T IE, RIS R AL
LI OB G S O R ILE & 1T 5 LER D D,



3. BB
I TEEE MO IR % o U oSO K ERI I3 21T o 7 B R B o
R A R,

[Azht]
EIBRIL[F S TARRER (KEYNOTE-087 7R)

R SUTHEAMED A AR % U LRI (210 i, BAN 10 filZ2ET) OLLTF
D 3OO aKR— FERRIZ, AH 200 mg 3 BEREIME (CLT TQ3W] w9, ) HHD
BN R Oz e DS et S iz,

- HEGE MBI THRIC, 7Ly F o ~T REF UK BiRREZ T -8
& (=2FR— M)

- HFEEMEBHEBHEIERIS THY . hoT LYo <7 XRFUIC L DIEEE

2T BE (2A—12)

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

ITRARILFERIEDO—BRE LTOT LY Fr~T RRF AL HAHEHRITE £ 72
V) BT TCOARWEE (adk— R3)

2B, EG I TR BT RO SN AIT . REREITA R IIER SR by
ORI ZTE LTV 5 BHE T, /k@wnm G CRBETRRDONDHE T
KRENOP G- 2kt T 5 Z ENFHREE Shvizc, FEFMEH Th 25 R8%%E (5T IWG
criteria (2007) (ZH:D < U EIC L 55848285 (CR) X :Hs y25%) (PR) OFIE) |
z1DEBY Tholz, 2B, FHNIHRE SINTREERDRIT, WTFnOak— M)
20% Cd o7,

#1 BoMHERE (KEYNOTE-087 3BR)

aR— k1 IR — 2 aR— 3
(69131) (81451) (60751)
768740 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #2375 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
BiEK -
(%) “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%(EFE X [#]) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze 2]
[EFRIC[EZE M AERER (KEYNOTE-087 #fiR)
AEFRITHBRAM T 202/210 1] (96.2%) 127 v, BIVEMIX 144/210 1 (68.6%)
IZRD BTz, FEBEN 5% EORWERITZER 20 L EBY THH- 7=,

#2 BN 5% EOBIER (KEYNOTE-087 3R8) (e RE)

ZEBIKS¥E (SOC: System Organ Class) @féﬁ/(f/;’i(

JEAFE (PT: Preferred Term) ! 21 03{;”

(MedDRA/J ver.20.1) % Grade Grado 32 Grade 5
RIEH 144 (68.6) 23 (11.0) 0
Mgk KOV >R fmsE

I ER A I 11 (5.2) 5 2.4) 0
PR A=

B B A REAK T i 26 (12.4) 1 (0.5) 0
B GRS

T 15 (7.1) 2 (1.0) 0
L 12 (5.7) 0 0
—i% - BEFEER X OB SEN OREE

I 57 19 (9.0) 1 (0.5) 0
FEER 22 (10.5) 1 (0.5) 0
PRI E

GHYE 13 (6.2) 0 0
M SR, MOERES K ONERmPEE

DA 12 (5.7) 1 (0.5) 0
FeIE 8 X OV TRk =

95 16 (7.6) 0 0

ek, RVEMERR BT 6 B (2.9%). KIGK - EEO FHIT 3 H] (1.4%), #PRbEsE
(7 v - NU—EBEREE) 1 X161 (0.5%) . FEEREREE I 8 il (3.8%). HIKIMEEERE
E13 29 B (13.8%) | fh ¢ « RS ALEIE 13 2 41 (1.0%) | infusion reaction 1% 17 f51] (8.1%) .
SEIBERIZ2H] (1.0%) KODHRIT 1A (0.5%) TR bz, /-, EEDOKE
bR (R RERGIRIRAEMERE, ZIALEE, FARRIESE) . FIRMAFEREREE, RIBHREEREE, 1
RUPEIRIE ., BAkRerEE (RAEMEMBRSE) . K, HEMEIIE, MK - Bk, &
P M I/ IR P SR BN . VA IMAE R I & ORZEEREE IR O B AL 0o 1o, AREIVEF B
R ERS (RAMEMRETEET) 230EBRETT,



(At - HE]

ARNOREFEYEHRETT L EZFIH LIV I 2L — 3 12k AH 200 mg %
Q3W, 400 mg % 6 Bk (LLF TQeW) & 95, ) XiF 10 mgkg ((KH) % 2 M
ik (LT TQ2W1 &9, ) TG LZBOARF O MG HIRESHRGF S, O
Fe. AAI 400 mg & Q6W TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 Mg iR (LA
T TCagss] EVVI, ) X, AAI200mg % Q3W TG LT2BRD Caygss & FEELT 5 & T
Ehi- (F#) . 7. KH400mg & Q6W TG L =B DO ARA| O E HIREEIC BT 5
EEFIREE (LLF TCmaxss) &V 96 ) 1F. AAI200mg 2 Q3W THH L72BRD Craxss
g L CEEZ R T E TSNS OO, BARNEFIZE W TR FHER ST
HRE - HETH 544 10 mgkg (RHE) %2 Q2W TG LTZERD Chaxss & G LU TIK
EERT TSN (TR) . S0, EERAHEEBE Z XITAHK] 400mg 2 Q6W
TG L2/ TR (KEYNOTE-555 iBR) K 0 15 5= FRMEIC S < EiyHhhe
WIA=2T VI ab—ra AR FHILTCEYEIRE T A—2 LU (TR,
INZ T, BEOFEEIZIT 5 EERABREGE IS D& | ARFIORER & & A XL et
& OB Z T DRSS E T VS S v, AK| 200 mg 2 Q3W XiE 400 mg %
Q6W THL L7ZBROMgEE & & Ao TR et & OB Y W ORGSR, E
SEORE - HEOM THNE R OZ 2RI e 22 BT v &Pl Sz,

K3 AAOEYBE T A —F

[— Conr Cove Coin Conass Caves Coninss
(ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)
200 mg Q3W! (582?;97) (27i?§8i) (17;?;83) (91%3521) (49;??L0) (302??L4)
400 mg QOW' (12;??24) (32if§27) (IOL?fQB) (14é?§49) (SOi?glj) (19%?509)
4%22%%§N (w;é?ga4) NA uﬁiﬁ?m NA NA NA
10 mg/kg QW' <21§?223> (14§??45) (11;}?21) (423?333) (2727382> (19;?200>

+:1n=2993, 100 [BID Y I = L—3 3 N & D EH ST EHMO P RAE (2.5%45,97.5%40) | Cmax @ FIEIF
% OREMEFRIRE, Cayg : HIEIEGHOFEHMIEFIRE, Cunin : HIEFEG%Z (FA 702 F5A) ORI
HIREE . Craxss : EFCIRIBIZR T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 FIIIMTE IR, Crminss : EHIRAEIC
B D AR % i fE

T 56 BlOKMELME (95%FHXH)

§ 41 BlOKMELME (95%FFHXH)

NA : %72 L




4. FREERIZDOUVWT

KRR U CHERBENE (2FFRE) T TnDd Z énb, Uikl 26
UNZERTEZ DA THINERDH D, €D LT, KEIOERG-N#EY) 2 BE 220 - §F
E L, AFOEGIZI Y BERBWEHZIBL LIRSS T 5 2 &R 7D, LIF
DO~@DT X T & THRICBWNTHEHT & Th 5,

O HERRIZOWT

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

(1) JEAEGERENFEET 205 A2 FB LIRS (B IE IS A2 E L SR B
HUIE )N AR B EEHL R, HUIE DS ARSI RE e &)

(2) HrEMEERLT

(3) HBEM RN FENFEET 20N ABIFEEERRE (DS AR EWRbL. 23 A2
W IEBE, 23 AR HERE B e &)

(4) IRALFEIEE 28 L, S RALFREMNEA 1 SUTSSRAL 2B 2 Ofiak KL 1E
AR DR AT > TV D filiex

(5) PUEMES AL BEINE O f % SR D a2 1T - T 5 fitiak

DO-2 HEAKR DU o EOL SRR R ORIVE R B O 5SS+ 7o ik & R
Bra R oERT (FEOWTIIIIEYS T DIER) 2, YUEZ2FEROARRNZE T 5 1BED
EEHELE L RESINLTND Z L,

#*

o [EEMFFESE 2 FOUIMIMHEZE T L7212 5 FELL LD D ATBE DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BAZEMEEZ £ & LUEERIES S OIHE 2
ToTWBHZ &,

o [ERMEFFEUSE 2 FOUMMHEZE T L72&IC 4 FFLL ELORZEREZ A L T D
ZE, 9B, 3FEL T, EMmAREMENELE O S A SEY IR E A B TR IR R S OAHE
EIToTWnWbH T &,

© BENOERBFEREHEOKHITONT

PR3 A I B BRICAEF 9 2 L DS S, BUEARZED b DA O, ﬁ?ﬂJ M- 22
Bt S ol i&@ﬁ'gii&@[:ﬁﬂi%? X D IR medt, AEFRNEE LIS OE
FH . FRESDITT DN LRGN > TN D Z L,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk IR 5 B

VPR RS D B A BIVE SR AR LT-BRIC, 24 BRRIZZIRIEHIO T, iR X
VEEE R (23BN CL B L 2 BIENCS U CABREHE L O CT £ O FIER O BRI 2
B EDORERN Y HHRIE G, EHICRHGC TR AEHINE > TWnWD Z &,

@-2 EERNEEEICL 2AFELNHICHET 2 EH,

IS ARSI H#E D D B 22 Gk e O RE 2 A T A IR EAE DEIER T =42 ) v 7
EEOIERDOA T V== TEITOERE & HHEZ LA TE 5 F— AERIKH 2V
ESNTVWADZ L, B, BiEHEICHOWT, RAERE EZDOFEICHSITAmENT
WhHZ L,

@-3 BEHEADZWrox B LT

BIVER (MEMEMZERIZINZ . KBE - /NMEK - BEO TH, SRR - i bk a
K. BHRERETE URMEREMBRSE) . NowkESs (FTEREERERES, RIS
. ORIBREREREE) . 1 AR, S E IR, Ak - BRI RMIE ., R, BHE DR
JEREE (PR AR, R E R ARE BERE, ZIALBE, FARRIESE) . infusion
reaction, 7% - B, BIEM ME)E, MRESE (F7 2« N U—JERRESE) | DR,
e MRS (o P MR PESR B . WM L, JRIFERES | MERRIERE %) |
MERBERIEMERE, FEAZE) 1Tk LT, Mk X ITr B it B O BP9 2 9~ 5 Rl
EEfE L (BERHOBZE-CXISICE L CTRER VIR ZZ T oNDIRMHICH DL L) |
B HIZHEE 7R LE N TE DIRHI NS TNDH Tk,



5. BEXB LR HRE
[HZhEIZ B3 % FIH]
O B FE MR RGIE SUIR A O T3 AT EHR O iR o % U v
/WQ%%_kwT$ﬂ®%xwﬂm3éMTwéo

@ TREICEEY T 2 BB AT D2AF OFE KL OERITIEIZ SV TR, AAI DA R
ESLSNTELY, AAOHREGHR LRG0,
o AEFRIERIGRO B,
o MOPUENERELA & O,

(At B4 % 9]

O TRICEYTHEEICOVTUIARAOELENERE SN TND Z b, #5%21T
DNz L,
o ARAIORSIZ R LI BEUE DBEEIED & 2 B3

© IRPEETOFHmIZ I T TR uEféﬂ‘%)'%% ZOWTIL, AFIOEGITHEE S N2

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

 [HHE ﬁ%f$@AﬁXi%E@%é$%

o JaESE AR A CRE R 258 2 B K ONE B o F B i it 2% <0l e M fiti 2%
FEOMMIZRIEMEZE N A BN D BHE

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

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

o WEORGESUIEE AT 2 EE

*  ECOG Performance Status 3-4 "V

GED  ECOG @ Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 525, BTAIRE T, BRI > TOMERIITH 2 &N TED
Bl - BEOFE, FHEE

BTRIEECHSDOH DRI O Z L 13T N THEEEDERILTE W, HHD 50%LL EiZ~<y FACiE I,

BHNTZEHSOHEDEY DZE LATERY, HFD 50%LL EE2Xy RO T Z1,

AW

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




6. BEZELTHEEITREFIH

O  USHHSCEEIN %, MEIRGEER DRI 5 B RS S & ARH O ReM: K OVl E
DT OIZ B HZ T L TS5 2 &

@ RIRBAMBICHENI G BE T T OFBRIAIER a2 H58iH L, RE 215
ThoEETHZ L,

@ FERBEWEHO~RT AL MIOWNT

MEMEBR S 5D D Z ENH DD T, RAOEGIZHT=-> Tk, FIHE
W (BG0v, PR IREE, WmkaE) OfER & O X fRirds o i, BlEx+
IATH Z &, Filo, KBTS CTHES CT, M~ —h —HFOMA %2 FEhi
5k,

infusion reaction 3% 5O 5 Z & R 5, infusionreaction 237D HITZHEIC
X, WURREZIT S & & bIT, IERDEIE T 2 £ CHRE DR L +/0I8l5
T5HI L,

FURISEERE . P RAHERE K ORIBRERENHODONDLZ ENH DD
T, ARANOFH-BRAART K O G- IR R I30E WIS N weg e &2 (TSH., 1ERE
T3, #8f T4, ACTH, M =L F > —VEORIE) 2FEid 252 &,
JFESRERRE . B LMEAE RN S HOILD Z DD DT, AF O 5T
OGP E IS REME (AST. ALT. y-GTP, Al-P, BV /LB %
ORPE) ZFEHTDHZ &,

SEIEE (MR LT BHRAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFICIROEF OFBEMRT 52 L, £, IROEF N
RO OLNTHEEITIE, HONCERENZZ2T 2L )BEFELRET L L,
AHNOBEGIZ LY | WEORIERINIERT 5 &5 2 bILAHEk A 7B E
DHLOLNDZERND D, BENRDOOLNLHGAEITIE, B LIEFRIIS LT
BEPHEY 70 itk & ARk & B O E Al & s U ClE bl 22 i nR W 247\ o e
FOSZ & D BWER B 25551213 AFIORIESU I IR, K OREIE RE R
WEVAIOBRGEZEZRTDHI L, ok, BIERERLVE L OEREIZEDEIE
HOUEERFRD IR WIGEITIE, BB RE ARV o LISt O Sz i Fl oisin
LEETDHZ L,

BeHHET %, BOAMNOET HBSE L T LEIERBRET 22 Enb 5720,
AHNOEGHETRIZHEWEHOFRBU A 2ITEET D 2 &,

1 BUBEPRIS  (BE 1 BUBEIR S &2 & de) Db bbiu, BERPES 7V F—T &
IZELHZEDRHLOT, Aig, Fl, EHFOIEROFEELCMBEEO R+
SEETDHZ &, 1 EMEREA OGS REERIEL, AR 8l
A O bEDORMY R LEZITH Z &,

@ AA|OERRERICIBNT, BEHAND 12 1 Z & ITHMMEORHE 217> Tz Z
EEBHBIT, ARG TIIEHRICEIGRE THROMEREZ1T I Z &,
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XEFEHHEET A R4V
RAT7Tv Y XA<v7 (BETHBEZ)
(BR7E4 : A M —F KiE#E 100 mg)
~ R BRI~

YR 2 941 21 (FF124 8 AKET)
JBA I B




ER/N

A o

XL HIC
AHNOFFE, (FRET
[ PR A

FaER 122D T
WXt G L 70 D A

BOICER L TRHET & HIHA

P2
P3
P4
P8
P10



1. IXC®IC

=S5 DF I « B RMEOREROT-OIZIL, I SCGEFEIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frll/F A%
FRIESEMDPEB I NDHF T, 2D OEEMLZ BICHLERBEIRMET 5 2 L BEO
R & o TR Y RFMBGER & SO IR T #2016 (Fhk 28 A% 6 A 2 HEERE)
ICBWThH, EHERLEOHHORBEHEEZXS Z L LS TWn5,

FORERE ST, B ERCLZ 2T 0 7 7 A VBB FOESK L &7 5 5
B ENRDHDH, O, MR OLZEMEICET D ERD BT 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPMIRE SN BFICK L THERT 2 & &b, BIfE
FDFEEBL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < F
THZLENEETHD,

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

I, ARITA RT A %, MSIATBOE NE L RS O, BN AR
BRI s . — BN B ARERIR NBFE 2 R O N B ARIBIRE B 72 O W
HoH EAERR LT,

KGr L I HIEIEN XA M —F SEERE 100mg (— k% XA T e U X~vT (Eis
THREHL %))

KR ERDMEUIIE: © DS AL\ CHE I U 7= ARV YIBR A RE 72 IR I b R

MEERDREROHE  @%., AT, a7 nl) X~7 (Ealfz) LT 1
[8] 200 mg % 3 W [A]HIME 13 1 [5] 400 mg Z 6 I fHfE kR T 30 57 fH
DT T RIEFET 5,

& R 58 ¥ & - MSD BRRatE




2. AFOKK. 1ERBERF

FA ML—F RiEEHE 100mg (—fi%4 - XA T7r ) XA~ 7 B HE#z), LU IR
Fl EvvH,) X, PD-1 (programmed cell death-1) &% dD Y %> K Té 5 PD-L1 & T PD-
L2 L OfEAEZEHEREST S, b MbIgGd £/ 7 v —FAHEKTH 5,

PD-1 #2313 T Al o0 2 B S 2> © kAL 2 72 O IZ 03 AVKBRE 23R 3 % 32 7 50 22 ol )
AA »F T, PD-1 (F, fEFEREBIZEWDCEER T MildoMia£micgE L, 3%
P& SO % B e A X TRl 72 o5 UG 2 HlH 95, 372 BH . PD-1 13U o K&
AT DHILICEYHURZERICL D V7T vimiEe AlchHEaT 225K CTH 5, PD-LI
DIEFEMIKICIB T 2HBUTDOT N TH L0, Z< ONAHMTIE T Moz 2
HIFEWMENCFHB L TV D, DAKIICEIT D PD-L1 OEFEEIL, B, e,
JHAREE . IR0, FE/NHIRaTE 72 & Ofix RN TTHRARRK T TH Y | RWAEFE
& DM HE STV D,

B OB A DGR T#% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
DERRHC B W CEBERKREIZH Y Z EDNRBINTEBY | F7272 N ATEPROEN) &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X OPD-L2 Oj U > ROFERELEST D2 Llck v, 5
WUNBREE T ORISR AR EEYE T U S ERATEM L S8, PUEE e 2 s AL
T 52 L CHUEEN R A RET D,

AFN ORI 2 5 B DS RISIC £ 5 BHEA S S b, EESUIIEEIC
B DR B D, AAOBGHROBGHIIE, BEOBIEE HHITIT0, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Afl & L Col
Y72 BRI 21T\, BB DS RIS K 2 BIEF 2 BEb 88T IE, RIS R AL
LI OB G S O R ILE & 1T 5 LER D D,



3. BB
M AACERFRER (TR U T2 ARIBUIBR AN RE 72 IR b R O KGRI IZ Gt 247 - 72 £ 72
Bk A B IR OD il 2 T,

[H2hE]
[ BR AL [F) 25 AR SR (KEYNOTE-045 35R)
7T T BE & E AL FEIERET AT 2 RPTET OB O IR I bR B E
542 5] (HARN 52 il &5 de) ARSI, AHK| 200 mg 3 @F MR (LT TQ3W] &9, )
B 5 OFMME R RN, ALFHEE N7 U X X8 K& F $8/0 X vinflunine)
2EXE LTRE SN, Al BEiREHl CHREBET RO DA D, REET
ZR IR DR H IR WV EDERIRAIIZ L E LT 5 BE T, RIBICARE O mifg N ¢
PRIBHET RO G D ETARR O G Akt 5 2 LA AR & S, FEFHmE A (X
AALFHIRE (0S) M OMEHEALFHIN (PFS) & S, AANIbF0EE L el LT, OS
EEBICEE L (F1EOX) |
. 7T FF A GRS (—KIEE) RIORBETEROTRE, K0T T FHHE T
LRI X BAFAT - BB AREER 12 0 A LINICTES LI BE A AN STz,
*2 0 ARF T vinflunine 1IREKFE TH D72, RTZ VUV EZ XA I FEZFELOWNTRNZEIRL
7o



71 KEYNOTE-045 B DB IMERAR

51 200 mg oe=2-30
Q3W
(270 1) (272 1)
oSt i [A] 10.3 7.4
(95%(ZHE X [H) (8.0, 11.8) (6.1,8.3)
N Rt 0.73
(95%{5 #A X [H) (0.59,0.91) -
P {5t 0.002
PFSTl thfil [H] 2.1 3.3
(95%/15 FE X [#]) (2.0,2.2) (2.3,3.5)
N — R 0.98
(95%{5 #A X [H) (0.81, 1.19) —
P fiifb 0.416
T TR DT — 2 12016 E9 A T H A AT
o @Rl Cox eI ANY— RET M K A 529 & Ol
S @hla 7T U E
I': RECIST HA T A > 1.1 fIZ IS < Pz A e e
100 7
90 7
80
70
& 607
& 50
§ 40° \\
30 5 MM—H
20 ] —— smoomg W
10 7 PRE
O a6 10 12 14 16 18 20 23 24
at risk® e R)
Z51200mg Q3W 270226194169147 131 87 54 27 13 4 0 O
= P 272232171138109 89 55 27 14 3 0 0 O

1 OS ® Kaplan-Meier fi#f (KEYNOTE-045 35%)




[Ze 2]
[ BR AL [F) 25 AR SR (KEYNOTE-045 35R)
HERFGIIARKIRE 248/266 B (93.2%) K OMLFHIERE 250/255 1 (98.0%) 12788 5
L. RIPERIEZZENZ T 162/266 5] (60.9%) KT 230/255 6l (90.2%) (2788 Hivlz, A&
FIHETHBLEN 5% EORIERIZTRO LB THhoTe,

£ 2 RBEEN 5% EORIEM (KEYNOTE-045 3RER)  (REMATIRER)

#EBIRHE (SOC: System Organ Class) %jfﬁﬂ(ﬁ/‘;)
HEAFE (PT: Preferred Term) 266(3]
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2EIEH 162 (60.9) 38 (14.3) 4 (1.5)
PG AR &
PR BB REA T 15 (5.6) 0 0
B iR E
T 24 9.0 3 (1.1 0
BINN 29 (10.9) 1 0.4) 0
—i% - RHEER O GEALOREE
I 7 9E 15 (5.6) 1 (0.4) 0
e 37 (13.9) 3 1.1 0
FeH, 17 (6.4) 0 0
R L OvesEhnE
RAEOR 23 (8.6) 0 0
FERE 3 OV TRk R
7 5 PEIE 52 (19.5) 0 0
b3 22 (8.3) 1 0.4) 0

Ik AR BV TRIEMEM R 10 61 (3.8%) . KA - EED TR 7 61 (2.6%) |
PRREE (57 2 « NU—IEEREE) 161 (0.4%) . ITREREREE 14 6] (5.3%) . HIRIR
FEREREE 23 5] (8.6%) . FIBEERERET 1 ] (0.4%) . EHRERETE (JRMIAE VB M &
Z2) 141 (0.4%) KO infusionreaction 1 1 (0.4%) N biiz, Fi-. BEEDOKERE
(RIS, 2TALEE, BURRIAESE) | T EEMRERE S, 1 IR E, k.,
il o% « BESCTHRRIE, BEM SR, (DR, MK - Bk, S &9 MEK, Stk
B PSRBT . YR P i S QR ZEERS 1358 B o T2, ARRIWEFHZEBLRILIL RS
HHESR (BAMAEMEET L) 230EHERERT,



(At - HE]

ARNOREFEYEHRETT L EZFIH LIV I 2L — 3 12k AH 200 mg %
Q3W, 400 mg % 6 Bk (LLF TQeW) & 95, ) XiF 10 mgkg ((KH) % 2 M
ik (LT TQ2W1 &9, ) TG LZBOARF O MG HIRESHRGF S, O
Fe. AAI 400 mg & Q6W TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 Mg iR (LA
T TCagss] EVVI, ) X, AAI200mg % Q3W TG LT2BRD Caygss & FEELT 5 & T
Ehi- (F#) . 7. KH1400mg % Q6W TG L =B DOARK| O E HIREEIC BT 5
EEFIREE (LLF TCmaxss) &V 96 ) 1F. AAI200mg 2 Q3W THH L72BRD Craxss
g L CEEZ T E TSN OO, BARNBEFIZE W TR R ST
HRE - HETH 544 10 mgkg (RHE) %2 Q2W TG LTZERD Chaxss & G LU TIK
EERTETFRHENT (FFR) . SOI2, EERAERE 2 F5RICAA] 400mg % Q6W
TG L2/ TR (KEYNOTE-555 iBR) K 0 15 5= FRMEIC S < EiyHhhe
WIA=2T VI ab—ra AR FHILTCEYEIRE T A—2 LHEILTZ (TR,
INZ T, BEOFEEIZIT 5 EERABREGE IS D& | ARFIORER & & A XL et
& OB Z R DRSS E T VS S v, AK| 200 mg 2 Q3W XiE 400 mg %
Q6W THL L7ZBROMgEE & & Ao TR et & OB Y W ORGSR, E
SEORE - HEOM THNE R OZ 2RI e 22 BT v &Pl Sz,

K3 AAOEYBE T A —F

[— Conr Cove Coin Conass Caves Coninss
(ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)
200 mg Q3W! (582?;97) (27i?§8i) (17;?;83) (91%3521) (49;??L0) (302??L4)
400 mg QOW' (12;??24) (32if§27) (IOL?fQB) (14é?§49) (SOi?glj) (19%?509)
4%22%%§N (w;é?ga4) NA uﬁiﬁ?m NA NA NA
10 mg/kg Q2W' <21§?223> (14§??45) (11;}?21) (423?333) (2727382> (19;?200>

+:1n=2993, 100 [BID Y I = L—3 3 N & D EH ST EHMO P RAE (2.5%45,97.5%40) | Cmax @ FIEIF
% OREMEFRIRE, Cayg : HIEIEGHOFEHMIEFIRE, Cunin : HIEFEG%Z (FA 702 F5A) ORI
HIREE . Craxss : EFCIRIBIZR T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 FIIIMTE IR, Crminss : EHIRAEIC
B D AR % i fE

T 56 BlOKMELME (95%FHXH)

§ 41 BlOKMELME (95%FFHXH)

NA : %72 L




4. FERIZDOWT

KRS & Ul AR (2FRE) AT ONTWEZ EnD, Yila 4
UNZHETE Digk CHOIMERH H, T D LT, AKF OGN w7 85 220 - §F
E L, AKANOBRGIZL Y EELRRIERZRB LIRSS T 5 Z EBRMERTZD, LIF
DO~BDFT R T &G - THXIZBWTHEAT 2 XEXTH 5,

O HERRIZOWT

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

(1) JEAGBKRENEE T 225 AR HEEEEIL AR PEE CRREI IR A3 A2 i L R T
HUIE )N AR B EEHL R, HUIE DS ARSI RE e &)

(2) HrEMEERLT

(3) HBEM RN FENFEET 20N ABIFEEERRE (DS AR EWRbL. 23 A2
W IEBE, 23 AR HERE B e &)

(4) IRALFEIEE 28 L, S RALFREMNEA 1 SUTSSRAL 2B 2 Ofiak KL 1E
AR DR AT > TV D fiex

(5) PUEMES AL BEINE O f % SR D a2 1T - T 5 fitiak

O-2  JR¥E EEE DAL E K ORIVE I FEBLRE O IS IZ 447 22 Jnalk & #R8R 2 R D Al
(FROWT NN A T DIER) 23, BEZZFERORANCET 28R OEMTE & L
THEINTWVWDZ &,

#

o [EEMFFESE 2 FOUIMIMHEZE T L7212 5 FELL LD D ATBE DB IRIHE 2
ITHoTWBHZ L, 96, 2L EIX, BASEWEEZ & LUEEREREFOIHE 2
ToTWBHZ &,

o [ERIRFFIGER 2 FOPMHEZE T LIRS 4 FLL EOWIREGFZ DR RIHE
ZIToTEY. 95, 2 T R LR DM A TR 25 Lo D3 AR TR DS
RWHEZAT>TWH Z L

Q@ PBENOEEBBEREEDOMEHNICOWT

IR HRE BEICE T T 2 LA DR E S v, REEENSOFRE D, Ao - %2
AVEEIRFRE R OB B L NERNE IR D iRt AEFRBBE LGS oS
HEH. FERHSHIATONDIEHINE S TNDH T &,




@ BUEAA~DIISIZHWNT
@-1 fEskiAHNICBE 2 B

VMNP B O B R BIEM 34 UT2BRIS, 24 FFRER2IRIAHIO T, 2i%htiag X
IEEE S W T, FEEL L7 RITERNSIE CCABRE B O CT S D REIEH O8N 44
LRREOFRE RN L AP L, EHISHISTRERAEHNE->TnD 2 &y

@-2 EERNEEEICL 2AFELNHICHET 2 EH,

DAZRICED 2R L R e BT 2 ERIEEEPEIERE=42V 7
EEOIZEROAY Y —=2 7 HITWEIRE L @A H T 55— LERES
fiESNTNWAZ L, 2B, BIHEHIZHOWT, BABE L ZOFECHIICEmMmENT
WhHZ L,

@-3 BEHEADZWrox B LT

BIVER (REMMZERIZINZ . KBE - /NMEK - BEO TH, SRR - i bR
TR, BHEERETE (RMEREMERRE), NWowkEE (TREMEREE, FRIRMRE
HE . BIEMEREREE) . 1 ABEIRIE, S O IER. Sk - BRBUIRMRIE . ER . EEE DR
JEREE (PR B RMRAE R BRI ARE BERE, ZIRLBE, FARRIESE) . infusion
reaction, 7% - BEESE ., BIEM ME)E, MRRETE (X7 2 - NU—IEGERES) | Ok,
e MRS (o P MR PESREESR WML L, JRIFERES | MERRIERE %) |
MERBERIEMRE, FEAZE) 1Tk LT, Mk X3 MR B o BEF M 4 B 9~ 5 R Al
EEEEL (BHEHOZWroXISICE L THRER OB ZZ T N R MHTH DL L) |
B HITHEE 7R LE N TE DIRHINE S TNDH Tk,

=5



5. ZRERBRLLRLBE

(G20 BI 54 H]

O 77 FTRA GO FRIERE 2 A 2 RATET I SUTEB O R E R
BHIZBOTAFOEDENRIES TN D,

I

D B

E

@ TRICEZYS T 2 BE T 2 ARKANOBE K O FIEIZ DWW TR, RFI O M
ML SNTELT, KFIORGR LB,
o TITFFRIHE G TALTIIEIC X DR O I W B,
o FF OB,
o fhOHUEMERELA] & OOFH,

[Z iz B4 5 F1E]

O TRICEYTHIRFICOVWTUIAKOREN LD L INTWD Z Enb, &5 %217
r YA A RPN
o AHNOEST IR LIRHUE DO BEAERE D & 5 BH

@ IREATOFHIIZ IV T FRLUCEE Y T 2 BE T OV TR, AR OG- IFHERE I e 0n

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

o [HEMEMEEOEIUIBED & 5 B

o B E{E R A CRE R 258 5 B K ONE B M 0 F B i st 2% <0 R g M fiti 2%
FEOMMIZRIEMEZE LN BN D B

o HOMEBEROADE XIXEMERZE L IIHFHEMEO B O REEDOBHERE D
b5 BRE

o EERBHE GEMEMHaBHEL 5T) Ob b EE

o MO IIBEEE AT LR

*  ECOG Performance Status 3-4 VD

GED  ECOG @ Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

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

10

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25




6. BEZELTHEEITREFIH

O  USHHSCEZEION %, WEIRGEEE DR 5 GRS 1T -5 & ARHF O Frit M OV 1Efil
DT OIZ B HE + I L TS5 2 &,

TRIEBRAAICSENE D | B XX Z DOFEICHINE L OERR %2+ L, RE 215
ThoEETHZ L,

FEREWERH O~ R T A MZDWNT

@

®

MEMEMEER D S5 D Z ENHHDT, AAIOBRGIZHT- > Tk, PIHE
W (BG0v, PRURIREE, WmkeE) O & O X fRiRds o i, BlEix+
AT D T &, Flo. BELTS U THES CT. MiF~—F —F O 4 Fhi+
5k,

infusion reaction 23 & 0I5 Z L 3% %, infusionreaction 23728 H AL HGA T
X, WUREZIT S & &b, SRR EIE T 2 £ CTHRE DR L /0T 8l5
T5HI &,

FURISEERE . P RAHERE K ORIBRERENHODONDLZ ENH DD
T, ARANOFH-BRAART K O G- IR R I30E WIS N weg e &2 (TSH., 1ERE
T3, if#8f T4, ACTH, I =LvF > —VEORIE) ZEMET D5 &,
JFESRERRE . B LMEAE RN S HOILD Z DD DT, AF O 5T
OGP E IS REME (AST. ALT. y-GTP, Al-P, BV /LB %
ORPE) ZFEHTDHZ &,

SEIEE (MR L ITEBHEAERZET) FOEERIREERS bbb
ZENHLHOT, EFICIROEFE OFBEMRT 52 L, £, IROEFE N
RO OLNTHEITIR, HONIEREEL =2 T2 KO BEBLIEET HZ &,
AR OBEGIZLY | WEOGERINIERT 5 £ B 2 bk A IR EORTE
DHLOLNDZEND D, BENRDOOLNLLEAEITIE, B LIEFRIIS U
BEFHE 70 ik & AR A B O Rl & s U ClE bl 22 8 R W 247\ ot
FOSZ & B BWER B 25581213, AFIORIESUI I, K ORIE RE R
IWEVAIOBRGELZEZRTDHI L, ok, BIERERLVE L OERGIZEDETE
HOUGERFRD IR WIGEIZIE, BB RE AV o LISt o Sz il Fl o8
LERET DL,

B TR, BORRI 5 AfRE L T LEERDP BT 22 13 HH720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 BUBEPRIS  (BE 1 BUBEIR S &2 & de) Db bbiu, BERPES 7V F—T &
IZELHZEDRHLOT, Aig, Fl, EHFOIEROFEELCMBEEO R+
SEETDHZ &, 1 EMEREA OGS REERIEL, AR 8l
A O bEDORMY R LEZITH Z &,

AENDOEERRERIC I T, BB D 9 MR, TALIRITR GGG 1 F/MIE
6 WRIHINE, #GLEG 1 AFLIEIE 12 HFMRE CHMEOFMI 21T > T\ Z
EEBHBIT, ARG TIIEHRNCEIGRE THROMEREZ1T I Z &,

11



XEFEHHEET A R4V
NhT7u ) A=T (BicFHEER)
(BR5e4 : ¥4 b—& SifEE 100 mg)
~EHEE~A A 7 a7 T4 NRZEMS

(MSI-High) 2589 2 BEEE~

YR 3 041 2H (FF124 8 AKET)
JBA I B



ER/N

AR

XU ®IC

ARFN DR, TERBET

IR AR

JEER 2D T
BhxtGe L 70 5 B
BHIZEE L THEE T & HIH

P2
P3
P4
P10
P12
P13



1. IXC®IC

=S5 DH I « B RMEOREROT-OIZIL, IR SCEFIZE S W2 Ee AR D
B, 6T, IEORFEHINOMEAIZ LY | FUREIKS 22 & OFHH 72 Frli/F A%
FFEIEMPERBINHH T, 2O OEEGLZFEICLER BT IR 25 2 L BRED
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LHEEZXNL Z L &S Tn5,

HORE R ST, SRR 2T 0 7 7 A VDB EDEIK L LB S TR
RHZERDD, ZOD, HMELROLZRMICET 2 EHMN +0ERT 5 £ TOR,
WMELEIL DO BE LR ZIT D2 EPMIR SN BFICK L THERT 2 & &bz, BIfE
FDFEEBL U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 R B < fd A
THZENEETHD,

L7eRoT, KHFA T A TiE, BIFERES ZNE TITE LN TV A EFLIH -
BHEm R S & | DUTF ORI O e H 2 HEEST 28800 6 MR 2R 35 2
FROEEFRRERT,

B ARITA BT A %, MNATEBHE NEE S EREE R S, A tHEAR AR
BRI s . — M AN B ARERIRN B E & L Ot AN B A IR R 7= O W)
Db EER LT,

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

WREBRDMEIDNE « DAALFIRIERICHE LT - BROEHEE~A 7 uYT T4
M ARZEENME (MSI-High) %63 2 EEHE (BEHER 72 1R 03 K #E e
BAIZIRD)

MNEERDREROHE - @F ., AT, Xa7n ) X~7 (GEfaHfaz) LT 1
[0 200 mg % 3 MM IE 1 [18] 400 mg % 6 #H M T 30 75
T T RIEFET D,

il 3& k58 3¢ & 0 MSD RSt




2. AFOKK. 1ERBERF

XA M —F BIEHE 100mg (—i4 : XA 7 r ) X7 GBIEFHz) BUF TR
w5 ,) 1%, PD-1 (programmed cell death-1) &% dD Y %> K Td 5 PD-L1 & T PD-
L2 L DOfEEZEHZMET S, B MEilgG4 £/ 7 v —TFT LHURTH 5,

PD-1 #2 8% 13 T HifE S s (RS 2> DL 5 72 DI 2 AR A3 I 5 5 3 7 S 2 il 4
AA w F T, PD-1 I, EFEZRREBIC WD TEER T MifuoMinLmIc BBl L, B %
P I s % B o AR LB ST Rl 70 50 RS & 35, 7B, PD-1 (XU H o REfE
ATHZ IRV PURZRRICL D v 7P Vs AICHIET 5% B/ KTH 5, PD-L1
DIEFFFEIZ BT 2B DTN TH LN, Z<ONRAMIETIE T Mo 2z
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 O EFEEIL, B, e,
MR . IRBLRE . FE/ BT & Oix N TTPRARRKR - TH Y | RV
& OB HRE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S, PD-1 & PD-L1 OFEMIINEE
DHPERRREIC BV CHEERKZEZE S Z LRI TR Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U > ROFERELEST D2 Llck v, 5
W NBRBE TR O RS OO SN T U S ERATEMAL &8, HUlEE S 2 FEE L
T 52 & THIEG IR Z T D,

ARFNOVERBE 2D < O RN X 2RIEER & b oh, BESUIFELTIC
EDOAREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TIATV, BE R
D BTG AT, FEH LT F RIS U RPN 22 ik & BBk 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 GFEDWY) IR ALE 24T 9 MER D D,



3. BRERBUE

D IACFEIRER T E U721 T - 3R OSHEE~A 7 a7 T4 MARZEE (LT
IMSI-High] &\ 9,) 26T 5@ (GEERIBESREERGEITIRD) ORKRKE
(ZRFAM 24T = 72 E R 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 {EIZLD
MSI-High X3 2yet (LR, TTHC) &V 9 ,) JEIC LY 2 2~ v FIEEHERE
DRI (LLF T[dMMR] & 9,) SHEShZEE ] BT 258121 [MSI-High
EHETHEE] LERIL L, HCEIZL D MMR Bif & PCR VEIZ L D MSI Bt o —%
HUL 96.6~98.7% "V Th D Z LENHE SN TN D,

[H2hE]

DEBE L[ 26 T AHRER (KEYNOTE-164 #5#)

T oAb ) 2 DU RPUEMIEEA] AV T T F UK OA U T R KR
(2 X DAL O & 2 16 YIBR A GE 72 AT + B9 dMMR X3 MSI-High (PCR %)
W AT DRGNS - IR EE 61 6 (AN 7 HIEET) 28I, AHI200mg3
kR (LT TQ3WJ &nv9,) HEEOHMER O LZRMENHF Sz, 7ok, EigEF
i TR EBHEFT 3580 DN BT KRBT 2 R IR IR 3580 S N7 W E D FFR I 22
TE LTV 2% B TIE, IRIEILE O EHGREG TR EEIT RO B D FTARF O 5%k
BT HZ EAREE STz, FEEFHMIEE CTh HE82h% [RECIST 74 R4 > 1.1 hi
ICED S HIHEIZ L 5584882 (CR) XiXim 232 (PR)] I2OW T, ABRIZEREk
SNz el BIORREFEIR1IDOEBY THo Tz,

(1) 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 A C BT, THCHEIC £ 0 R A~ v FEE # 2 /%7 Tdh % MLHI, MSH2, MSH6 /% PMS2
DWTNNDFBINRD LR WA IMMR, PCRIEIZED 2 2L LD~ A /0T 5 (4 h~——T
KINLIAB T JE DT A ZDEAL R SN 7255412 MSI-High (PCR %) & HIE &hiz,
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1 HBHRAEDIRKVZEHE (KEYNOTE-164 HE)
(RECIST ver.1.1, BT RIRERZE, PIHEE, 20072107 —F v b4 7)

B s A % (%)

SRR 61 " 39 51
R (CR) 0 0
53255 (PR) 17 (27.9) 9 (23.1)

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

1#47 (PD) 28 (45.9) 18 (46.2)
HEEARE (NE) 2 (3.3) 2 (5.1)

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

*1 0 G RNVERRNT R GAE, %2« A NERRAT RIS 4EHI D 5 © MSI-High (PCR %) #H 3 %%,
*3 ¢ IERE
@IEBEILF 1 AHRER (KEYNOTE-158 ##)

—IRIGHE & L CTHEHER 2L IRTEE O & 2 1R YR AN RE 2 61T « FERE D IMMR &
MSI-High (PCR %) ®? 244 2 FEMFEEE ™ 255102, AHI 200 mg Q3W 5D f
B OV RVED G ST, 7k, B EEN CHREEITER O LN HEIT, B
T2 R IIER DGO DR WEDERIRINIZZEE L T2 B3 Tk, REILLRE O EHG AR
THREMEITORO D ETAFOE G 2k 5 Z LA AHE L v, TEFHEEE
To 5285053 [RECIST A R7 A 2 1.1 UZHES < FIEIC K 5584872850 (CR) X
L5853 28%h (PR) ] 122U T, MSl-high &M S V72 % ICARRER IS S vz 83 fil%E

(ZNV—7"K) OFEFRITE 2, RBRIZBRER S 72 94 I 30T 2 IER Ofs 5133k 3
DEEHTHoT,

#2 BEBEREPRERROVOEZHR (KEYNOTE-158 KB, /L —7K)
(RECIST ver.1.1, AXMEMENTXISERS, FRHEE, 20174 H 28 AT —F v b4 7)

ELE] G0 A % (%)

RERREIR 83 f5" 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 A RDMERRENT XSGR, %2« AR RIS 4EHI D 5 MSI-High (PCR %) #8325 BH,
*3 : IEHElE

(BE3) il = & 42 A~ U240 1F 7= 7 b — 7 O MSI-High AT EHE B 250 AT 7 b—7 K 7B H

E, 20— A TERILME (RYELEER) . Z0—7 B TikiRER (BEEOEZEORRE) . 72720
77— Z—WREEE AR, ZA—7 C TN, B, MME. fEE. B ORI e ORI S s iE
B (BRSO A L RAR R N A W) . 7V —7 D TIEFE IER (AR R ORIEEMIEE 25 <) .
IN—T7E CHTESE (RELEE) . ZVv—7F Cl3ter (RFLigs) . 70— G CidvNibuht
Ji, JV—7 H CIIHERE, Zu—7 1 TIRRE, 70— ) CIaMER i (PR ST SE M s 1
<), ZV—7 K Tit MSI-High 263 2 @ERHE (K5E - EEER<) BEMEAAAN LN, 71—
7 A~ TGRS T2 B O MSI-High IZOW TR, b e AT T ¢ TR L 0 HIE S vz,
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# 3 MSI-High 2 F 7 5 EREOBER DZEL#E (KEYNOTE-158 A%
(RECIST ver.1.1, BZEMHTRIRERE, FR¥E, 20174FE4 A 287 —F v b4 7)

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

i 94 " EBE (%) 39 EE (%)
T 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)
N 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FAEE 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
AN iRl 3 (3.2) 2 (66.7) 0 0
5 S 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PRRE N 2 WA 5% 2 (2.1) 0 0 0
FPR s 2 (2.1) 0 1 (2.6) 0
PR 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 TR NS 1 (1.1) 0 1 (2.6) 0
kR 1 (1.1) 1 (100) 1 (2.6) 1 (100)

*1 o ARWERRHT R RIEM . *2 © AMEREAT T REEH D 5 5 MSI-High (PCR %) ZH7 % B4



[Z241]
OEBILFE S B (KEYNOTE-164 #RER)
HEFELIT60/61 ] (98.4%) (2. EIWERIE 35/61 ] (57.4%) IZR8® Lz, FBLE
D 5%LL EORIWERIZ TRO LB ThoTo,
F 4 RELEN 5% EOBIEA (KEYNOTE-164 3RER) (222 MR REH)

SRERIKRS¥E (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 61 1l
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade 5
2EIEH 35 (57.4) 9 (14.8) 0
B IhEE
TR 8 (13.1) 0 0
L 9 (14.8) 0 0
s - 5 (82) 0 0
—i% - REEER L O 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 ¥ X OV TRk b
O FEIE 7 (11.5) 0 0

7ok, MEMEMZER 1B (1.6%) ., EEOLERES (FEMEIREGRE, S,
FRBIES) 161 (1.6%) . NTHEREREE 3 il (4.9%). FUIRIREREREE 2 61 (3.3%). W
K31 (4.9%) . Aok - BEBUTRVRE 161 (1.6%) . MKk - $EER 161 (1.6%) 23580 5
N, £lo. KIBK - BEO TR, MfREE (7 0« NU—IEGERES) . T ERAEERE
. ORIBHRREREE ., 1 AR, EERelRE R MEMER RE) . BIEMEE, O
fhoe, SafE el MR MHESEBER . TR I, JRIFEKE . infusionreaction X N5 E 9
TERITERD B o T-, RRIERFRBURGUIEEESR (BIKREERE 25T 25
R R A T,

@[E RS [R% T B (KEYNOTE-158 %)
BHEFELIL, 91/94 B (96.8%) (2. BIVERIX. 58/94 il (61.7%) TR Lz, T
T 5%LL FORWERIZTRDO LB THoT,



#£5 REZEN 5% LOBWEA (KEYNOTE-158 3RER) (R2MfE ot 5EM)

#EBIKHE (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 94 {31
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade 5
2RIEA 58 (61.7) 12 (12.8) 0
B IhEE
THI 9 (9.6) 1 (1.1) 0
GITIN 8 (8.5) 0 0
M - 5 (5.3) 0 0
— %« RHEER LS OREE
) RE 8 (8.5) 1 (1.1) 0
it 11 (11.7) 0 0
B8 KOV TR
7 5 FENE 11 (11.7) 0 0

. FEMEMRE 4651 (4.3%) . KBk - BEOTHI3F (3.2%) ., #tfEE (£7
Ve N RS 2 1] (2.1%) | ITHERERE S 8 5] (8.5%) . AR IREERERRE 8 5] (8.5%) .
1 BUBEPRIP 1 ] (1.1%) . infusionreactionl 5 (1.1%) MNFEDHHNT=, F7o. BEEDLE
fE (R EREIRIRIEERE, ZIALEE, FEEIESE) . T ERAHEERES . RIEHRERE,
EgnelE RMEMEMEBRE) . R, Mk - BIEUHBIARE, BREMEE, O
Ko M2 - BRSSP i/ IR SR BTN . PRI L, SRIFEREE K OV &)
IR bR o 7o, REWERRBLIRILUIEEES: (RRMEERY 28T &+ 5%
FHERE R,



(At - HE]

ARNOREREYEHETT L EZFIH LIV I 2L — 3 12k, AFH 200 mg %
Q3W, 400 mg % 6 Bk (LUK TQeW) & 95, ) XiF 10 mgkg ((KH) % 2 JHH
kE (LLF TQ2WJ &), ) THE LIZBEOARAI O MG FRENRG SNz, £ Ofk
Fe. AAI 400 mg & Q6W TH G- L7ZBEOARHF O EFIRREIZ IS 1T 2 P Mg g (LA
T [Cavgss) EWVD, ) 1E, AAI200mg % Q3W THeH L7ZFED Cavgss & LT 5 & T
Ehiz (F&) . £72. AF400mg %2 Q6W THG L =B AR O EHFIRBIZB T 5 i
AEMIEFIREE (PAT [Cmaxss) &9 ) 1F. AH200mg & Q3W THEG L7ZEED Crnaxss
g L CEEZ T E TSNS OO, BARNBEFIZE WO TR R ST
HRE - HETH 544 10 mgkg (RHE) %2 Q2W THEEH LTZERD Chaxss & G LU TIK
EERTETHEINT (FTFR) . SOIC, EERAERE 2 F5RICAKA] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 iBR) K 0 155 = FRMEIC S < EipHhhg
RIA=BFT v Ialb—ra Al PRI LICEMERE ST XA —4 LHEEILT (F&R),
Mz T, BEOREEIZBIT 5 BRRBRSGE IS X | AR ORE R & FMEUIZ ek
& OB Z G A RS SE T VDS S L, AH| 200 mg 2 Q3W XX 400 mg &
Q6W THL L7z & & Ao X TRt E OEIZ O W ORGSR, E
LD - HEOM THEINE L OVREMEICAME R 2RI 0w & PRl Sz,

K6 FAOEMBRL T A —F

P - Crnax Cavg Chin Crnax,ss Cavgss Chnin,ss
(ng/mL) (ng/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL)
200 mg Q3W" <58§?g97) (27?3521) (17;?§83) (9123521) (49;??L0) (30§?§L4)
400 mg QOW (12;??24) (32i5;§7) (IOL?fOB) (142??49) (soi?gla) (192?509)
4%22%%§N <u§§?§6@ NA UJ:??@ NA NA NA
10 mg/kg Q2W! (21%?223) (14;??45) (11;}?21) (421?§33) (2727282) (19;?200)

+:1n=2,993, 100[HDY I = L—r 3 LY EHINKAEIEO T IAE (2.5%4,97.5%4) . Cmax : FIEIE
HHOREMIEFIRE. Cog @ PIBHEGH O MIEFIRE . Con : FIEHEKGE (A 702 F5E) ORKME
B, Cmaxss 1 EFIRIEIZE T D BT FIEEE, Cavgss 1 EFIRIEIZI T D FHIMIE IR, Cmines : EHAIRREIC
BT D Bl i R

1156 BT EEIHE (95%(EHE X H)

§ : 41 Bl OTEIIE (95% 5 HEIX )

NA : %472 L




4. FERIZDOWT

RS & LTI TSR 2568 - B 2R < MSI-High 267 % EEEIC
X3 HEHAMGEREN T SN TS, AEZE D, EHRNLY 27 E8EE (RMP)
(233 < ARFN D R 3R S &2 EMEREAIE B~ D W AR 23 8 2 sk Td - T, ARFI O 5703
B B AW - B L, ARG L v BERBIWER 233 LIZBICkhid 5 2
EMRERTZD, LTOO~@DT X TEI- T B W THEHAT I RETH S,

O mEFITHOWNT

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

(1) JEAEFEBKENEET 03 A FEEERLRBTS (B E RS A2 OE L SR B
HUIE DS AR B EEHL R, HUR DS A SIRIR BT e &)

(2) FEEHRERPE

(3) HBEMEENFENFEET D20 ABIFEEERRE (DS AR EWRbL. 23 A2
W IEBE, 3 ARSI EEHEME B e &)

(4) IRALFEEIESE 258 L, S RAbFHREMNER 1 USSR BN 2 O sk S e
AR DR AT > TV D fiiex

(5) PUEMREE AL E BN O Mk S HEITAR D i H 21T > T 5 fitiak

D2 x5 & 72 2 R T OALSRE S O BINE 8 B O RIS 50 70 A0k & Rk 2 7
DER (FROWTNNNIEYS T DERM) 23, YE2HEROAFNICE 5RO EE
HELTRESN TS Z L,

*

o [EEMFFESE 2 FOUIMIMHEZE T L7211 5 FELL LD D AUTBE DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BAZEMEEZ £ & LUEERIES S OHE 2
IToTCWVWBHZ L,

o [EEMEFFEUSE 2 FOUMIMHEZE T L72#&IC 4 FFLL EDORERZ AL T\ D
ZL, 9B 3ELRIE, B E 7R D EIETE TO N ASRYIRIE G T AVTRIRD
BRAHEZ 1T > TWAH Z &

@ BENOEXRLFREBEOMEHICOWNT

PR S A PRI 2 BYEE N E S, RS L OFmAE D, A - %
EMEEIEOE R OB B ERSE SR 2 1E R, AEFS0NBE LG 0oRE
EH, ENHESCHIITONDIKHIRNESTWDE Z L,

10




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

VMNP B O B RRIEM A UT2BRIS, 24 BFEIR2IRIAHIO T, 2i%htiag X
IEEE S W T, FEEL LRSS U CABRE L O CT S5 D EIEH D@5 44
LRRAEOFRRNE HPICREL, EHICHISTRER ARSI E->TnD 2 &y

@-2 EERNEHICLI2FEFSMSICET 28

DAZRICED 2NN OB E A T A EEEFEEDPEERE=2V 7
EEOIEROAY Y —=0 T HITOWEIRE L ERE I TE 25— LEFEES]
EENTWAZ L, 2B, BIAEHIZHOWT, BABRE L ZDOFEICHSIEmMmENT
WhHZ L,

®-3 BIfERADOZW LRI LT

BIVER (REMMZERIZINZ . KBE - /NMEK - BEO TH, SRR - i bR
TR, BHEERETE (RMEREMER RS, NowkEE (FTREKREREE, FRIREE

= EIEMREREE) . 1 ABEIRIE . S8 O IER. A - BRBUIRMRIE . ER . EEE DR
JEREE (PR B RMRAE . R BRI ARE BERE, S IRLBE, FARHRIESE) . infusion
reaction, 7% - B, BIEM M )E, MRRETE (X7 2 - NU—IEGERES) . DAk,
e MRS (o P MR PESREE R VMR M, JRIFERES | MERRIERAE ) |
MERBERIEMERE, FEAZE) 1Tk LT, Ml X3 MR B o B 4 B 9~ 5 R Al
EfE L (BHWERHOBZE X SICE L THRER SR ZZ T ON LK MHICH D 2 L),
B HIZHEE 7R LE N TE DIRHI NS TNDH Tk,

=5

=
|

11



5. BEXB LR HRE
[HZIEIZ B3 % FIH]
O TFTROBFEIZBWTAROFEENRIN TS
o DMAMBTFERIERICHE LT - BRosBEE~ A 7 a YT 74 MRLEN
(MSI-High) #H ¥ 2 EfHE Y (AR RIR O R EE 225612 R D)
728, MSI-High 2895 Z L 3Xa7n ) X~7 (Eaf#liz) oar =4
ZWigE (K74 - MSIF#&ESx » ~ (FALCO)) ZHWCTHIET 5 Z &,

@ TREICEEN T 2 BB T 2 AR O G K OEAITIEIC OV TE, AFIOAZPED
LS TELY, AROEEGRR LRG0,
o FioMBIRIE
o fOPUEMELA L O L TRESNDEBE

(e aEIC B4 2% FH]

O FRACEL T HEFICOVTIEIARIORGE N EEZ L SN TWDH Z &b, &5 51T
brpnz &,
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ VEFERTOFEICB VT FRRICEE T 2 BF ITOW T, AR OB GIIHERE S 0

D, OIRFERPIE A 2 NG EICIRY | MEICAAIZHEHT 22 L 2BETE 5,

o [WEMMEEOEIUIBED & 5 B

o JuEBm A CHIE R 230 D B M ONE B O U BRI e < e il 2
F O IIEMEZALD B DI D B

o HORERBOGOF TEMERRE L IXFFEMED B @Rk E OB O
RN ey

o EEFBMEE (EerMaBiE L 5T) Ob 5 EHE

o EEOBYSUIIBEE AT D BE

e ECOG Performance Status 3-4 /5 D HH

(4 MSI-High %44 % MR EE O—it U o FIEGERECH D 2 L VR ST 5 (Latham Alicia et
al.: J Clin Oncol. 20185 JCO1800283),
() ECOG @ Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PIREICI LUWEENIHIR S 40528, SITARE T, BAEEH > TOEREIFTH Z LN TE D,

Dol g oz, imsiee

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

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

12

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25




6. BHEICERL THEEBE T REEFIH

O  USHHSCEEIN %, MEIRGEER DRI 5 B RS S & ARH O ReM: K OVl E
MO DI B EFRE +IC B L TR T 2 &,

@ IHREBIAICENL D BE T F OFRICE MR EREZ oA L., FEE25
ThoEETHZ L,

@ FEREWERAO~RT AL MZDOWNT

MEMEMEEDR D b D Z ENHHDT, KFORGIZHT-->TiE, PIHE
W (BGIv, PR REE, k) ORERE M O X S o FE %, Blgx 1+
AT 2k, Flo, REIDS U TRES CT, Mg~ — 7 —%OMmA %2 7
5k,

infusion reaction 23 & © 015 Z & 3% %, infusionreaction 23788 H AL GAE T
(%, WEIRALE ZAT O & &b, SRR EIE T 5 £ TREOREBE 018l
THI L,

FOR IR RERRE T . T R T L ORIBEHEREERN S b2 BB 5D
T, RHIOFG-BAIGRT R O G I E I N s re s (TSH, 078
T3, 58 T4, ACTH, M aLF Y —VEORE) 2EEd 52 &,
JHFHRERE S | B LMEIRE RN S HbiLd Z L35 5 O T, AFIO&5-FMGET &
OB G M e I I RERE (AST. ALT, y-GTP, Al-P, B U LB %
DORPE) ZFEMT D L,

SE IR (MR ML BREREEZT) FOEERIREENS bbb D
ZEnHHOT, EMMICIROREOFEZMET 52 &, 72, IROEF N
RO BT HEITIE, HONCERKBEL X2 T 0 L) BEFZIEETHZ &,
AFNOEGIZ XY BEORERISICERT 5 &5 2 bl dikx IR B
DHLONDLZ ENDD, BEPRDO NG, BELEFZRITS LT
BEPHEY 7o etk & AR A FE O PRl & U CE bl 2 i R W 21 TV I O 5 E
FOSZ £ 2 RIWER DB 2551213 AANIORFES T F 1, K ORI BB 7R
IWERIOBRGEZZETDHZ L, B, BIEREFRLVE L ORGIZEENE
FHOUENFRD DAL WA, B EE A DA OEmiilA o8 in
LEETD L,

B G THR BRI B8 ARl L T HREITERR BT 2213 H 5720,
KB OBEHE TR HRWER OB 2ITHEET 52 &,

1 BUBEPRI  (BIE 1 BUBER G 2 &) 23 bbb, HERPMES 7V R—T &
WZELZENRHLOT, Al Fl, TRH-FOER OB M ED F5- 2+
SEETDHZ &, 1 BBEREN DN IS AICITEGEF L, AR 8
HlOF5EDEY) R EEZITO Z &,

@ ARFNOEERRBRIZIV T, KEYNOTE-164 35 TiZ 9 #fH] =& . KEYNOTE-158 &
BRCITERGBAA D 1 AERNE 9 WM T & . 1 ARLIREIT 12 8 2 & A 2 O R
AT TV Z & 2 BB, ARFRG PITESANICEERE TR OMERZITH Z

(1:0
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BORERHEET A KT A
Roa7Tul) XAv7 (BisHHE#EZ)
(R4 : ¥4 hV—F STEETE 100 mg)
~ Rl e ~

SFTEEL 28 (FFfn 248 A%ET)
JEA S




SR/

NN

XL HIZ
AHNOFFE, (FRET
i IR AR

FaER 122D T
BhHxtG L 70 D A

BOICER L TRET & HIHA

P2
P3
P4
P9
P11
P12



1. IXT®iT

RIS DB  ZRMEOMERO T2 DITIE, WS SCEEITIES W2 E 7 AR D
BND, 6T, IEOREHRFTOEARIC LV | FUREIR 72 & O 72 3R AR
FFREEGENARINDLH T, 2D DOEKTZ BN E B ICIRAET 2 2 L SO
PRE L 72 o TR Y RFMBGE R & SCE O AT #2016 (L 28 4F 6 A 2 H MIFEDE)
ICBWTH, HEHNERNLEOMHORE(LHEERZX S Z & L ShTna,

AR AR E SR S, KRR 27 0 7 7 A VBBEFEOES L & B S MR
RHZENRDD, TS, HIWEROLZEMICET 2 ERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D ENIREEINDBHICH L THEAT D & & Bz, BIfE
FMNREE LTI LB 2t & D 2 & AN A hE7e — 1 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA RT4 0 TlE, BIBERESSINE TITHE LTV A EFIRTFR -
BHER R EED & | LU O E IR O feii 708 FH 2 HEHE 3 2 8LA0 b B2 B B %
F RO EFREERT,

RE. RHA RTA 0%, MNIATBOE NEHR G ERE R O, 2B ARAR
BRARNEE oy —MAERTE N B ARERIR N ERLE 2 K O AR A A ARG IRERFHF 2 O 1
ToH EAERKR LT,

WG L IR DEIS, XA bL—F pEEE 100mg (— %4 Xa T n Y X~ GBI
THAHLZ))

RGERDMBEING - ARTBUIBRASRE SRR 0 Bl g

HREBHDHEROCRE : 7R F =7 L OHICBWT, @85, AKX, a7 el X<
7 (B z) & LT, 1181200 mg % 3 @RI 1 [H
400 mg % 6 A MEIE T 30 22T CAEMEET 5,

Bl IR 98 #E H - MSD RSt

(%)

A TAXEE 1 mg, FEESmg (R4 : 7L F=7) OREUILE., HiELOH

=R

I=EN

R SUFAN R+ ARIBEIBRANRE S TERREME oD B il i e

FREROHE G, RAIZIZTF v F=7L LTl 5Smg% 1 H2EEROKS5T 5,
B, BEORBICK D EEEET 525, 10 10mgl A 2[BE TH&ET
x5,




2. AFRIOFK, 1ERKERF

XA M—F REEHE 100mg (— 4 RAaT7n ) Xv7 (B z), LT TR
Al EvvH,) 1, PD-1 (programmed cell death-1) & %DV 4> R T&H 5 PD-L1 KON PD-
L2 L DOfEEEEERET S, & MbigG4E/ 7 n—FAHEKTH D,

PD-1 FRE&IE T A0 B AR REAE s KL D 72 D12 28 AR A3 4~ 5 272 e i il 40
AA »F T, PD-1 1%, EFE/IRREICEWCTEER T Mo MiaEmic BB L, 3%
P2 SO % B Ee AN B X Rl e 0% SO & HlEH 95, 9725, PD-1 (XY Hv REfE
AT D LICE Y PURZERICL DV 7T vimiEa AL+ 228K CTH 5, PD-LI
DIEFMMZIB T HRBUTDOT N TH L0, Z< OB MM TIX THROBE 282 5
IECBRENCHBL L TV D, BAFIIICE T S PD-L1 OE I, B, B, iF
HIfEgE, JREE . FE/ NI 2 & O 2 IS ATTHRARIK 7 TH Y | RWAEFRE
OHEBEMENRE S TWD,

B OB DGR T 1% & PD-L1 ZBLOMBINEN S PD-1 & PD-L1 ORREIZIEE O
TP AR C BV CEEARBE 2 ) Z EAURB SN TEY | i RN ARROEN L L
THIfFF SN TV 5,

AANL, PD-1 & PD-L1 X OXPD-L2 Dl U H> ROFEEZET S Z &gk, EE
W NBR B T D B A S M T U o SR 2 1E ML S8, HUE S )% & FHEME L
52 & CHERG R A IS 5,

AN DIEFIREFIC 555 < MBI DSl RS & B BINERISE 3 & b, B R T I
BB RN D B, ARIORE PR O EHICIT, BEOBREE HITITO, REAR
W BRI, FEH L BRI U 72 I 72 R & R A R O I T & S LT
OIRERIRBIG & 1TV I DRIEREIC & % B B EbN 5 51T, IR E AL
EUHIOL G DM B AT ) BEN D B,



3. BRPRARE
RIBEIBRASHE T HR M 0D B g O A GRIFIC R 2 1T o 72 1 72 iR IR BR 0D i &
ZNE IR

[ A7)

[E] BR AL [ 55 AHRAER  (KEYNOTE-426 75R)

{EZEFRIEIE D 72\ O MRIG BIBRANHE S HEARE ™ oD 18 B B A stk g A8 861 51 (A AN
N 94l aEie) ZxtRIc, A=F=7 Y agfl (LT IR=F=7] \)H, ) 2%
KHE LT ARANET X TF=T7 LD HEE LT IRB/ T F=7 L5, ) 3
DA INE R M RET Sivle, FEFHMIE BT (BLF ToS) vwo, )
KOS AR (LT TPFS) &9, ) L&, RHI/THRF=T71%, A=F=
T L LT, OS KUNPFS # HEICHER L7z,

*1 : American Joint Committee on Cancer & #4381 560 < R HATV

*2 0 50mg 1 H 1[F] 4 B 5% 2 HFEREE

*3 0 ARHI 200 mg 3R (LLF TQ3WJ w9, ) THARNIEG- L, 77X F=7%5
mgl H2[E (BLF BID) &\WH, ) AKE LIz, 7FF=70%KEEIL, Smgl
H2[ECHEfET 5 2a—2 (6#H]) LEARERHY, Grade 2 2B HT FvF =
T ORWER MRS LT, 22MfiE A 150/90 mm Hg UL FICEHE SN 7854, 7mg BID
~OWEEZAEEE L, E2REOEREZ HV, 10mgBID ~O &L AfEL Lz, 7
X F =L, BEROER., BEEESIIS U TREIEE (3 mgBID, KIZ2mg
BID) HAlHE& L7z,

#1 FiRE (KEYNOTE-426 35k)

KEN) T X F=TRE A=F=TRE
(43241)) (42951)
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: E4EIX[#. NE: iRl *1 : PR OT — & (Q0184E8H24B W » "4 7)) | *2: )=
B Cox LI NP — RET WL D A=F = TRELE DR, *3: @RIn 7 o 7 KiE. *4 : RECIST
HA RFA L LIRICHES < S PSP oei &



AF200 mgQBWR UV 7 XL F=7
/

N S———-

12

at risk# EFRIRA]

AHFI200mg Q3W KU
PFIFZD
A=ZF=J

432
429

417
401

378
341

256

211 11

16

136

20 24
18

0 20

X1 OSDHREfFENTEDKaplan-Meiergh#} (KEYNOTE-426328%)

100
90 1
80 1
& 70
B 60
50 1

0 MR LR LR R
8 12

EIRELE AR (A]
251 140 42

at risk#
ZAE1200mg Q3W
RU7FVF=T
AZF=T

432 357

429 302 193 89 29

X2 PFS®F[E#EHTH DKaplan-Meierfiff (KEYNO

16

TE-4263R5%)



[Zz421E]
[E BRI RS M AHGER (KEYNOTE-426 #5#k)

HEEQIIARF/ T X F =T # 422/429 il (98.4%) K ONA=F =7 423/425 {3

(99.5%) (2788 B AL, BRI L O RN EE TERWAERERIT, TN 413/429
B (96.3%) MU 415/425 5] (97.6%) (@B HILTc, WD ORETHRELEN 5%LL
DOEWERIZTTFTRO LBV TH- T,

£2 DTN OBETREE 5% FOBIEA (KEYNOTE-426 388 (&MLt S4E M)

HEBNRSFE B (%)
(SOC: System Organ Class) KEN/ T X F =T A=F =T RE
JLARFE (PT: Preferred Term) 429 il 425 il
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
ARIEH 413 (963) 269 (62.7) 4 (0.9) 415 (97.6) 244  (574) 7 (1.6)
KR LY v SREEE
2 1fn. 12 (2.8) 1 (02 0 69 (162) 13 (3.1) 0
i BRI 5 (1.2) 0 0 37 (87 6 (1.4) 0
I R ERIBE 6 (1.4) 1 (02 0 79  (18.6) 28 (6.6) 0
1IN 8 (1.9) 0 0 94  (22.1) 22 (5.2) 0
PN 43 AR
R BB RETTHESRE 52 (12.1) 4 (0.9 0 14 (33) 0
FOPR IRFSREAR T E 135 (31.5) 1 (02 0 119  (28.0) 0
WP
-0 23 (5.4) 3 (0.7) 0 16  (3.8) 0 0
{550 31 (7.2) 0 0 29 (6.8) 0 0
T 210 (49.00) 31 (7.2) 0 175 (412) 19 4.5) 0
A R 17 (4.0) 0 0 2 (52 0 0
HIE R R 12 (2.8) 0 0 48 (11.3) 1 0.2) 0
H A E MR 6 (1.4) 0 0 34 (8.0) 3 0.7) 0
HITIN 91  (21.2) 2 (0.5) 0 111 (26.1) 4 0.9) 0
A% 61  (14.2) 3 (0.7) 0 86  (20.2) 9 .1 0
M - 34 (7.9) 1 (02 0 56 (13.2) 3 0.7) 0
—% - EEEER L OGN O EE
1 J5E 50  (11.7) 6 (1.4) 0 54 (127) 12 2.8) 0
957 130 (303) 10 (23) 0 142 (334) 21 4.9) 0
FERE D JAE 55 (12.8) 4 (0.9) 0 92 (212) 7 (1.6) 0
P 16 (3.7) 0 0 24 (5.6) 0 0
(YR g
ALT 4 102 (23.8) 52 (12.1) 0 54 (1277) 11 (2.6) 0
AST #41 97  (22.6) 29  (6.8) 0 59 (13.9) 7 (1.6) 0
Mz L7 F =8 24 (5.6) 0 0 30 (7.1) 1 0.2) 0
o H R AR AR L8 M 22 (5.1 0 0 22 (5.2) 0 0
I v ER AR 3 0.7) 1 (0.2) 0 48  (11.3) 29 (6.8) 0
i/ MR 14 (3.3) 1 0.2) 0 76 (17.9) 31 (7.3) 0
RERA 41 9.6) 6 (1.4) 0 36 (8.5) 0 0
F i BREGR D 1 0.2) 0 0 37 (87 11 (2.6) 0
B L OsaEREE
BAREGR 9  (21.9) 9 (2.1 0 106  (24.9) 2 (0.5)
&) o me il 6 (1.4) 2 (0.5) 0 26 (6.1) 11 (2.6) 0
A% R &L OV A kLR e
RAHR 52 (12.) 3 (0.7) 0 15 (3.5) 2 (0.5) 0
5 IR 23 (5.4) 0 0 16 (3.8) 0 0
PhRE R R
VST 40 9.3) 1 0.2) 0 129  (30.4) 0 0
SEIR 35 (8.2) 3 (0.7) 0 33 (7.8) 1 0.2) 0
B L ORI
EAR 66 (154) 11 (2.6) 0 39 (92) 6 (1.4) 0



SN B (%)

(SOC: System Organ Class) KHN/ T ¥ F =T RA=F =T
FLAGEE  (PT: Preferred Term) 429 il 425 Bl

(MedDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
e g, MEREs & OWERkEE

MK 32 (7.5) 1 (02 0 12 (238 0 0

e R 98  (22.8) 1 (0.2 0 12 (2.8 0 0

- K] 5 28 (6.5) 2 (0.5) 0 16 (3.8) 2 (0.5) 0

S 19 (4.4) 0 0 32 (15) 0 0
FERg 3 KO TGk E

R i g 27 (6.3) 1 (0.2) 0 35 (82) 0 0

FE - BERFMTASERERE 119 (27.7) 22 (5.0) 0 168 (39.5) 15 (3.5) 0

% O FEIE 53 (12.4) 1 (0.2 0 18 (42) 0 0

% 46 (10.7) 1 (02 0 38 (8.9) 1 0.2) 0
k=4 &

T I 179 @41.7) 91  (212) 0 184 (433) 78  (184) 0

k. KA/ T X OTF=THICBWCRIEMEMESR 126 (2.8%) . KK - /MEk -

EE O TR 40 (9.3%) . FEEIEE (T2 « SN U—IERERES) 241 (0.5%) . fTHhE
[ (ALT KON AST #0072 & O fFrem i s 2 5 e) 150 6 (35.0%) . HER AR
REFESE 165 5] (38.5%) . TIEMRFEREREE 56 (1.2%) . BIBHERERE 1061 (2.3%) .
L AOBESRIE 161 (0.2%) . BHgRERE S (RAMEEMERZE) 9B 2.1%) . ik - B
KUHRMEIE 4 1 (0.9%) . FIEF IS 4 651 (0.9%) . LFHR 261 (0.5%) . SE I
K 141 (0.2%) KON infusionreaction2 il (0.5%) MR HiLT-, £7-. HE DK ERFEE
(B REREIEARE R RE . STALEE, BREIE ) |« BER. R - BEEEA . TS iRk s
(et MRS PESR BT . PRI E = I, FRIFEREE . MEFERIERSE %) | MERE RIEME
BEN OSEZITRRD BV hy o T, REE A BLIRDLIX B S F 5 (R A 2 & 5 i)

ZE DRI R 2T,



[k - H&E]

AFNOREMEpERRET AL ZRA LI I 2L — a2k v, KA 200 mg %
Q3W, 400 mg % 6 HMMIE (LT TQeW) & 95, ) XiX 10 mgkg (FHE) % 2 HMH
k@ (LT TQ2W1 &9, ) TG LZBBOARF O MG HIRESHRE S, O
R, KA 400 mg 2 QoW TH G L 72 FROAFN O E FE KRBT 2 F G RE (LT

[Cavgss] EWVVD, ) 1E. AAI200mg %2 Q3W THEH LTZBED Cavess EFERIT 2 & FHIIE
e (FF) . F7z. KA 400 mg % Q6W TH G- L 7=BRDOARA| O EHIREIZ BT D i
MIEFIRE (BLF TCmaxss) &V¥9. ) 1E. Al 200 mg & Q3W TH L LTZBRD Crnaxss &
gL CEEZ R T E TRISNEL OO0, BAANBFEIZBW TARERHRE I TN D
Rk - HETHDIAA] 10 mgkg ((KHE) % QW THG L72BED Cuaxss & HLlE L TIEAE
o ETHENTE (FHR) . ST, EERAOEES 25 RICKA 400mg 2 Q6W T
B 5 LT s S5 IAEER (KEYNOTE-555 5R) L 0 15 b v 72 SZRIMEIZ £E-5 < S EhRE X
TA=HF V2 b= a L0 FRIL Y EhRE T A —& HRL LT (TH),
Iz T, BEOFEEIZIT 5 EERABREGE IS D& | AFIORER & & A UXL et
& OB Z R DR GE T VDS S v, AK| 200 mg 2 Q3W XX 400 mg &
Q6W THeh L7-BROMRER i & A2 T L et & OB #EIZ OV TRET Sk R, k
SEORE - HEOM THME R OZ 2RI e 22 B3 v &Pl &Sz,

K3 AAOEYBE T A —F

[ Conr Cove Coin Conass Caves Crnins
(ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)
200 mg Q3W! (582?;97) (27i?§8i) (17;?;83) (91%3521) (49;??L0) (302??L4)
400 mg QOW! (12;,2.:)24) (32.?)?';2.7) (10.18169.8) (142?49) (50.51(,)‘57 13) (19.33(,)'230.9)
4%22%%§N (w;é?ga4) NA uﬁiﬁ?m NA NA NA
10 mg/kg Q2W' (21§?323> (14§?T45) (11;}?21) (421?233) (2727282) (19;?200)

+:1n=2993, 100[EDY I = L— 3 X0 EH I BB P YRAE (2.5%4,97.5%40) . Cmax @ PIEIE
5% OE R MG R, Cag - FIEHEG5OFEENMIEFEE, Cun : PIEERGH% (VA 702 85T OEARMTE
PR | Crmaxss : EFIRBEIZE T DI M5 TIRE, Cavgss : EFIREEIZIS T B FEIMIE P IREE | Crminss : EHRREID
BT D IR 775 2 B

T 1 56 FIOMATELEIE (95%(EHEIX )

§ : 41 I DBATEIME (95%IEHE X 1)

NA : #4722 L




4. HERRIZOWT

I Y 2 7 EEGEHE (RMP) (M0 & A O B3 G 22 R TS B~ oD 1 ) (Al
Do Hltiak T o T, AANOEGN#EY) 72 EBE 22 - FFE L, AR GIZ X0 EHE
7REWER 2B LT BRITIS T 5 2 & BB R 7o D LU DO~@DF T A&l 72 i
HICBW AT o2& TH D,

O mEFITHOWVT

D1 FiEo (1) ~ (5) OWVWTIMNITEY T HIMHTHDHZ &,

(1) EAETHERENRET 205 AR EEEEIL AR GERENT IR DS A2 B L U BT
HiJak A3 A2 HEEEERL SR T, HUEDS ARSI IRRE AR &)

(2) FrErEREIRbE

(3) HBEAFERFNFNFEET D0 AR (S ARSI EWRPL. 23 sl
W IEBE, S s HERE R R )

4) IFALFREIERZFHE L, AR RIEINE 1 XIS 2 Ofitisk FE7E
AR DR AT > TV D fiiex

(5) BUEMERES AL & BINRE O R sk FEHE AR D i H 21T > T D ik

D-2 B Db RE Kk OEIWE RSB O RS 447 7o ik & B & FEo =R (F
ROWTIDNTEE YT HER) 2, Y2 R OARFNCET HIEOEMTE & L CRE
Y A QA

#*

o [ERSCTFEUSE 2FOWMHE 21T L721212 5L EDO D ATEER D EERIHE 217
STWHIZ L, 96, 24D B, BDAEYREE £ L& LZRRESFONHE 21T
STWNWHZ &,

o [ERIRFFEARE 2 FEOWHINHE ZE T L7212 4 UL EOWIRZBF OB RIHE 217
STEY., 55, 2L Bid, BSHIIREE O A SR E 28 Te S ATRIRD IR IHE 217
STWAHZ &,

Q@ PBENOERLEREEDEHNIONWT

PSR BB BT 2 B A DR E S, BRSO OFRE D, Aotk - &%
YRS PRE RO G E L OERZE ST 2 @i, AEFEFGRRBAE LG EoWE
EW. BEREHODIITONDIEHINESTWAH Z &,




@ BHEA~DXIRITOWT
@-1 HEER AR 9 % B

[PV MM B E O BHE ZRBIER 2N J8 A4 L7 BRI, 24 RFRER2IRIRHI O T | %tz i3
HHEERIER TN T, FEBL L 72 RIMERMNIZIE U CABEE B O CT D EIEH @I /2
IRRRAEDORE RN Y AP DAV, EHISH S ATRERIEHI 2 > T o Z &,

@2 EERFEHEICLI>AFEFSAMNISICET HEH

ARSI 2 B 2 sk R OB RE 2 A T D IR RIEFE DNEER =4V v 7
EHEOITIROA T ) —= T EITOERE &R EZ G TE 5 F— AEFRH] 235
ESNTWDZ L, B, BIFEHIZHOWT, NABRE EZDOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIEADOZW LRI LT

RIWER (FEMEMZEEISINZ . KIBK - /NGK - EEO TR, TFEEREREE - mE b iE
TR, BHEERETE (RMEHREMEBRE) . NowkEEs (TEREEERES, FUIRIRELE
[, RIBEERERETE) . 1 AHEIRIN, 5 & DMK, sk - MU RARE, R, HEDRK
JEBEE (PR AR, R BRI ARE BERE, ZIALBE, FARHRIESE) . infusion
reaction, 7% - BRI, BEMHEIE, MRS (F7 2« NU—IERIES) . DR,
HRE 70 MR P (G M MR M SR . PR MR i, JRIFERSS IR ERIE ) |
MERE BIEMERE, FEEZSE) 1Tk LT, Yakhiak )UFr BB O PP 4 A3 25 [ Al
EEFEL (BUEHOZWroXISICE L THRER OEEZZ TN KT HDH &) |
EDIZE YR LE D T E DEHIAE - TWD Z &,

10



5. ‘#EXRLDHBE
[ %hihi B4 % FH]
D ALFIRERE O 7R IEUIRR A HE

TR ME O B s BB 2RV T ARATE T v

F =T L OAREGEOFEENRRIEN TV D,

© TRLICEEY T D EE KT D AKN O PG K OE LDV TE, AFI OB ZhER
ESL SN TE LT, AAIOBRGRF L7220,

o IR
o KHOBMPEE

o OTAADHZNEN R S TWIRW M OFUEMEIEEEF & O FF 5

7S et A pRAR ) |

O FRICHEYT B BFE IOV TIIARIOR GAERE SR TS 2 Enb, 5517

DNz &

o ARSI LIsBUE O RBEERE D & % BH

@

TBIRATORHTC W T RRLIZEZ S T 2 BE T OV TE AR OFEGITHER S e

P, MOTEFERIRE D R NGEEICIRY | HEICAFZERN T L 2BETE 5,
o HEMEMREDEIFSUIBED & 5 BE

i A
Hr

o JEr G R A TR

B0 % R M ONE B O O Ak ¢ R0 Jek e i ¢

FOICIRIEMEEAL N B % B
o HOREREDOEDR, IR RF L IXFFEMEO A SRk RO BEER D

% A

o EEFBMEE (EErMaBiE L ZT) Ob 5 EHE
o MBEORBYUIB LA AT D EE
e Karnofsky Performance Status 70%Aji (0 o B3

(1) Karnofsky Performance Status (PS)

Score | E 3%

100 |1EH, AT HBREOHF LNV, BHRERZ L,
EH OTEE A ATRE, HPIe B EN LB\, 90 |BRERIRIESR TS D28, IERTEB) A fE

80 |/ 72 0 EERIER H 208, ) L CIEE OIEB) Al HE
TG D2 LIIARARE, BETHEETE T, &| 70 |[HoBHOWFEITE 528, EWOIEE) - FET 25 2 L IX AR A
HEITF LA EBAHRBRIZE DD TH D, | 60 |HNTKHERZ LT TEXAHR, & EXNBASLE
Bea REREONMZLE LT 5, 50 PRIRE BB LR #ER X OENNRERITADLE

40 (BT, WU EIRE LOFE#S LT
HOEIYDZEEASTTERN, fiZdHH0| 30 |[2<ETT . ABNSLEEDEITII LEE > TR
WO E# L FSOE#ELMLELT5, FKEA| 20 FEFICEE, ABSKLE CREANRIREN LI
MNEGHIZHEIT L WA ATREEN S 5, 10 |FE#A B> T D

0 |4t

11




6. BEIZBEL CTHEETREFIH

O IR SCEZEIN Z, SIS IR7E 3£ DR T 5 ERHE 1T 25D & ARF O R KON 1IEfE
OO B ERZ+ 3B L T ofHT5Z &,

@ BEBRIBICSESL D . BE XIF OFEBRIAIMER a2 43 L, FE %215
EG/NCE A R R

@ FEREWERHO~RT AL MMZDOWNT

MEMEMERR D 50D Z EDRHHDT, KO GIZHT=-> Tk, WIHE
W CEYIAL, PRURIREE, RZ0kEE) ORERE R O X it O FEhEss, Biggs +
AT H T ke Flo, BEISUTHE CT, MG~ —F —FEOMRA 4 Ehi 7
HT L,

infusion reaction 23 & H 45 Z & 3% 5., infusion reaction 2358 H AL AT
I, WEYRALE 21T O L LI, ERNEIE T 5 F TREDOREEZ o128l
T5HI &,

FR I RE RS . N EAEERE R CRIBEEEREERH bDLND LR H LD
T, AAF| OB G-BAERT K O G-I P IE NN W EERR A (TSH., 78
T3. 8 T4, ACTH, I =T —VEDORIE) & FEhid 52 &,

[P RERR S . M LIEIRERD H b bid Z N 5O T, AEIOFRG-FMERT &
O G- S I E I IR EER A& (AST, ALT. y-GTP, Al-P, BV LB %
DOWPE) ZFhT 5 &,

SEIER (IR L IR BHRAERZGT) FOEERIRESE NS bbb
ZENHHOT, EFICIROEFE OFBEMHHRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2T 2L )BEFELRETLHZ L,
AHNOBEGIZ LY | WEDORERINIER T 5 &5 2 bILDEk A IR B E
DHOLOLNDZ ERDHDH, BEDPBOONTLEICIE, BB LEFRIIS U
B 20 ik & R BR 2 e o [l & U ClE vl e BRI Wi 2 1T\ R EE O sk
BT & 2 BWER BN 2561215, AR ORESUIH L, K ORIE B R
WEVRIOBRGEEZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OYEERFRD IR WIGEITIL, BB RE ARV o LISt O Sz i Fl oisin
bLEET DL,

B TR, BORR 5 AfRE L T LEERD BT 22 B3 H 5729,
AFNOEGHETRIZGEWEHOFRBU A 2ITEET D 2 &,

1 BUBEpRIE (BIE 1 BUBEIRS 2 & de) Db bbiu, BERPES h 7V =2 &
IZELHZENRHLHOT, Ag, Fl, EHFEDER ORI EO LA+
SEETHZ &, 1 HEERFEN OGS &G ERIEL, AR Ul
RO 5EOWE2LEZ1TH Z L,

@ AHFNOEFRRBRICIBWN T, BEBGHS 2R, UBITIM4BEEETCORITE, 0
#% 12 W EICHEDMEOFI AT > TV 2 L 2BE 10, AFIHG R EHICHE
B CHHEROMEREITH Z &,

12



XEFEHHEET A R4V
NhT7u ) A=T (BicFHEER)
(BR5e4 : ¥4 b—& SifEE 100 mg)
~ BRI ~

SRTE1 28 (G248 AWET)
JEAH B




ER/N

AR

XU ®IC

ARFN DR, TERBET

IR AR

JEER 2D T
BhxtGe L 70 5 B
BHIZEE L THEE T & HIH

P2
P3
P4
P12
P14
P16



1. IXC®IC

=S5 DH I « B RMEOREROT-OIZIL, IR SCEFIZE S W2 Ee AR D
B, 6T, IEORFEHINOMEAIZ LY | FUREIKS 22 & OFHH 72 Frli/F A%
FFEIEMPERBINHH T, 2O OEEGLZFEICLER BT IR 25 2 L BRED
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LHEEZXNL Z L &S Tn5,

HORE R ST, SRR 2T 0 7 7 A VDB EDEIK L LB S TR
RHZERDD, ZOD, HMELROLZRMICET 2 EHMN +0ERT 5 £ TOR,
WMELEIL DO BE LR ZIT D2 EPMIR SN BFICK L THERT 2 & &bz, BIfE
FDFEEBL U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 R B < fd A
THZENEETHD,

L7eRoT, KHFA T A TiE, BIFERES ZNE TITE LN TV A EFLIH -
BHEm R S & | DUTF ORI O e H 2 HEEST 28800 6 MR 2R 35 2
FROEEFRRERT,

B ARITA BT A %, MNATEBHE NEE S EREE R S, A tHEAR AR
BRIRIE s . — M RE N B ARERIRNFES . — A HEAN AR F SR 7 kO
NasfEHEN AR AR 2O 06 EERR LTz,

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

R ERDMEXIAE « FR XL =R 2 A 9 5 S

NEERHMEROCAE - @, A, Xa7n) X~7 (B rdfz) LT 1
[a] 200 mg % 3 WA HIFE XX 1 18] 400 mg 2 6 J HI[F R T 30 47 [H
T TRIEFRET 5,

il 3 B 58 ¥ #F  MSD Rt




2. AFOKK. 1ERBERF

XA M —F BIEEHE 100mg (—fi4 - RXaT7nr ) X~v7 (@ z) . LT TR
w5 ,) 1%, PD-1 (programmed cell death-1) &% dD Y %> K Td 5 PD-L1 & T PD-
L2 L DOfEEZEHZMET S, B MEilgG4 £/ 7 v —TFT LHURTH 5,

PD-1 1T T MAR S0 G GLRERE D & A 5 72 OIS DY AR DS FIFH 9° 5 T2 70 S0 2 il 4
AA w F T, PD-1 I, EFEZRREBIC WD TEER T MifuoMinLmIc BBl L, B %
P SO % B e A Tl 72 S0 OS5, 7ebBH, PD-1 (XU T2 R EfH
ATHZ IRV PURZEBRICL D v VT VnEZAICHIET 2% B&KTH 5, PD-LI
DIEFFMEIC B T 2 HBUTDOT N TH LI, Z< OBRAMITIE T M@ 2z
HIFCEENCIH L TWD, DAMBIZIIT S PD-L1 O &3, BN . TENEE
MR IRELRE . FE/NMBATE R & O A e RV TTHRARRE - TH Y | RVVEER
& OB HRE STV D,

BEL DD DGR T & PD-L1 FBEOFEEEMED S PD-1 & PD-L1 OB IZNEE O
TR R B W CEEREE 2 ) Z LAURBR SN TE Y BN ARIROER L L
THIfF STV 5,

AFNZ, PD-1 & PD-L1 X ONPD-L2 Offj ) > ROfEGEET L Z Lk, 5
W NBREE T OISR B ENE T U v SERATEM L &, HUEE S 4 FE (b
T 52 L CHUEENRARET D,

ARFNOVE RS2 3D < E O RN X 2RISR & b oh, BESUIELTIC
EDOAREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TIATV, BE R
D BT EEITIE, FEH LT F RIS 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 GFEDWY) IR ALE 24T 9 MER D D,



3. Eﬁﬂiﬁiﬁ‘*
P8 Tz R R RS & T 5 BHSAGRIE O KGR I R 2 17 - 72 £ 722 B R R BR D plois %
N B

[G2hE]

EFRAL RS MAERER  (KEYNOTE-048 #5%)

{EFFRERE D72 JRFEEAL S A, o - FUREH MK QMRS O F 38 TR 2 A7
5 BHS R - B Rz R 882 Bl (HAN 67 flagle) AXIRTIC, BYXv~7 (B
mrf#az) (LUF Teydo~7) &no,), 7rtrvsior (BUF I5FU) &
9.) RO 7 FFRANOHHEE (LFRIER) 223t LT, 5-FU & 7T 58
FIOPEH T TAAN G (RANOF A G-HE) = K OAH] 200 mg % 3 B IR (LT TQ3W
LW ,) BE (RAIEMBEGR) OB IMER LSRG Sz, FEFHMEEE O
—O L SN AAEEER (LT TOS) Evv9,) 1220V T, ITT £ W T, AKHAIGF
ﬁﬁfé% HMEFRE L i L CTHEICIER Lo, £70, AFIBIMEE I L FIRTE & i L

T, ITTHE£HICEBWT, OS 1ZFEHMEE R L, combined positive score™ (ELF [CPS) &
W) N1 EOBFEEMIZEBNT, 0S DFERRIEENED Liv,

*1: JRPTRZICH T DR & LT FRRIE A B I N F4li S LTV B3 Tk, M45%IA
OBMIGHE R H6H HLL R L T2 5A1F, AARREE Shi (2720
WMELIRIRSE T %6 H LINICER BT L2 35813kR <),

Y F~T (FEI400 mg/m?, 2[ETH LAFE250 mg/m?) . ¥ A 7T F 100 mg/m? XX
VAT ZF 2 AUC 5 (mg = min/mL) K OV5-FU 1000 mg/m?¥/day (4 H $&#ee S0 3% 5-)

DIEIZ Q3W (BY o ~T7 DA LR THRK6=—AEEH, Y F 1 ~7250
mg/m*% LR FIR TG LTz,

*3 . AKAFI200mg, AT T F 100 mgm? XX VR T T F 2 AUCS (mg = min/mL) K O5-
FU 1,000 mg/m?%day (4 H fFFHEATRG) DIEIC Q3W T K67 — A 5% AF1200
mg % Q3W THH L7z,

*4 0 PD-L1%& R 8 L7- Mg (ESAIIE, ~27 a7 7 — YOV Vo%ER) 2 RIER M T
FRL. 100% 3 U 7= 3K 0E,

£1 KAHPEABREOFDERAE (KEYNOTE-048 3ER)

AKIOF e 51 (bR ikt
(2814) (278%1)
ol (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 : PREMITEREOT —% (Q0184F6H 138 U » b4 7). *2: BRI Cox Ll N —
RETF N L DA FRIERE L DL, *3 : @Wlla 7' o 7 e



AFI200mg Q3W, 7 T FF HKI K& '5-FU

HAEE (%)
5

Sy I

30 |
0+ vvxv~7, 75T WHEKTSFU d I“7|||‘1|"'——||—H1,‘
10 Whppte |
0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
AELFEAR] [H ]
at riskZ%
A:71200me Q3W. 281 227 169 122 75 40 10 1 0
i ! .
i;ii%@%oim} 278 227 147 100 51 20 5 1 0

7T F A KOS FU T - o 'W o - ” ' "

X1 AABEHEEED 0S O EETED Kaplan-Meier Bi#f (KEYNOTE-048 3RER)

2 AFEMBEDOHEMEE (KEYNOTE-048 35R)

AR Hh e - (bR
%5 30141 30041
hoefiE (H) 11.6 10.7
\ o | [95% CIl [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]
AR NP — R 0.78
[95% CI] [0.64, 0.96] —
P fiE™ 0.0086

CL: RHXT, *1 : MR O T — 5 (20184F6 H13A U v b A7) *2 2 J&@hil Cox Hfl 4 —
RET M L DALFIRIERE L O, *3: J@hln 7T v 7 /g GEREP ), *4: @hiln 77
YU RUE (R P )



100
% —
w —
70
;@ 60 AHI200mg Q3W
o 50
-
#H 4 / N
HmlH|m
D9 wvxv~7 7IFFEAROSFU IH"‘WHrH‘fhlm'""tj
10| f HHH§ 777777 I
0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
IR LA
at risk3
AFI200mg Q3W 301 225 172 125 81 37 18 2 0
vYXLwT, 300 245 158 107 57 26 10 1 0

7' Z FF K| & O5-FU

A FI200mg Q3W

AT (%)
5

0 / ;wﬂ““‘i‘rv|‘||

. iy
2 YR vv T T IFSRARUSFU h H"*Hﬂ..i -
104 i L |
0—— \ \ \ T ‘ ‘ | |
0 5 10 15 20 % 0 35 20
IR [ ]
at risk#%
AF#1200mg Q3W 257 196 152 110 74 4 17 2 0
YR T, 255 207 131 89 47 21 9 1 0

7'Z FF 8K L O5-FU

M2 AH|BMEE S0 OS D HREEHTERD Kaplan-Meier i} (KEYNOTE-0483%5%)
(BB : ITT £, TR : CPS= 10 BEER)



(PD-L1 FEBLRBLA D A 1)

] PR IE R 25 MAHRASR (KEYNOTE-048 3UR) ([CHAAN DI BEOT —ZIZHED x|
CPS BT 24T o T2 A 20 (BRI T 2 5 de) M OVZEMEORERIZU T O LB Y
ThoT-,

AANCZEBIEGEH OAZIMEIZES LT, CPS 28 1 Riii DAL BIERE S IRIEFEED
RTH-oT- (F3, K3,

AR EMBE E OGRS LT, CPS 2MEW T SRR IEREIC 69 5 AFKI B 50
DAY — RN K E L 2 DEANFRD B, CPS 23 1 K DFAITII AN — RN 1 %
kFEl>72 (R4 KUK 4),

723, PD-LIOFIBRBUZ L 6T, RFORZEMNET 17 7 A VIFFEKRTH -T2,

# 3 KEYNOTE-048 3BRERIZ 1T B K E0F AFED 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 L0 o

CI: EHEXM. *1 : REEITEEOT —4% (201846 H 13 A~ vA7) *2 : JEEHI Cox LN — K&
Fv (PRREIMEAT) . *3 : ECOGPS (0. 1) X OVHPV J&Z: (B4, [atk) ZBRIKF & L7- Cox Hfiil

— RET L
ann | e
100 100
%0 20
80| 80|
70 70+

A HA1200mg Q3W, 77 FHEAI LOSFU Y Xu~T | TTFHUAIKROSFU

>

Overall Survival

A (%
&

LR (%)
&

30 / \Ht )
20 tILH'Iﬂ'im

of
- F1iky 27
o] EYFYRT TTFHARVSFU Tt 10 AF200mg Q3W, 77 T FRGHRUSFU
T
0-—— T T T T T T T T 0 T T T T T T T
0 5 10 5 2 2% N 3B M0 0 5 10 5 2 % N B
. AR ] - A (A
AA 300;"%?‘“3);(”@ 7 7 200mg Q3 W,
75 F R RO FU 7 5 FFRH LS
Oy 242 197 44 109 67 % 9 1 éj:ﬂ/ﬁmw U 59 30 2 13 8 4 1 0
25 SR OsFU 85 191 12 8 &2 16 5 1 0 S sy 43 ) 2% 17 9 4 0 0

X3 KEYNOTE-048 3B 351F 3 &K B E#ED CPS B TD OS D H T D Kaplan-Meier Hif
(£ : cpsz1 FEFER. A : CPS< 1 DEFEF)



# 4 KEYNOTE-048 FABRIZ I3 1T 5 AF| B 5.0 CPS BT 0S*

PD-LI %5 T I T B o s
crs<t Mlvmrn s s lorise 1370862200

1=CPS<20 ngigi:;ﬁ 1;;‘. ig? %2(7): i;?% 0.90 [0.68, 1.18] 2 0.028
T A T

CI: {ZHEXE], *1 : PRIMITREDT — 4% (Q018F6H 1384 v b4 7) *2: JE@RICoxtL BN — KTV (I3
SRIWIMEAT) . *3 : ECOGPS (0, 1) M OHPVEY: (B, FBatk) ZERIN T & LizCoxbbfii ¥ — RET L

100
m .
m .
O —
<) S
S e K 71 200mg Q3 W S
B 7 3
& 40 Rind
@ e «
i g
2 i ‘ -4,
0 BYFTIT L TIFIRAROSFU LUy Ry .
—
0 T T T T T T T T T 0 T T T T T T T
0 5 10 15 2 % 0 B @ 0 5 10 15 2 % 0 %
o AR (A o ATFHIM LA ]
at risk $% at risk 4%
A #1200mg Q3W A #1200mg Q3W
VX~ T, — -~ - o~ i - - - R e AN 44 29 20 15 7 3 1 0
75 FF B R USFU 2 207 131 89 a7 2 9 1 0 75 FFMHIKRUSFU 45 38 2 18 10 5 1 0

M 4 KEYNOTE-048 3B IZI51T 3 AF BB 5D CPS B TD 0OS D H T D Kaplan-Meier Hif
(£ : cps=21 DEFELEF., £ : CPS< 1 DEEFHEM)



[Ze21E]
OEBILFEFH AR (KEYNOTE-048 #5R)

BEFGIIAFIG A GHE 271/276 51 (98.2%) . AFKI B L SR 290/300 1] (96.7%)
J OS2 RIERE 286/287 il (99.7%) IZFRD B, TRBREE & ORERGEATE TE 2
HERGIT, TNE263/276 1] (95.3%) . 175/300 1] (58.3%) K TX278/287 il (96.9%)
IR BTz, WTNDORETREEIES D 5% L EORIERIZTERDO LB THHoT-,

£5 WIhLOBTRIAFISH 5% EORIEM (KEYNOTE-048 3BR) (R2MET X RER)

FEERIKRSHE (SOC: System B (%)
Organ Class) AHIGE & 51 AHI BB 51 bR
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
EIEH 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
2 133 (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 fE 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
Hi L ORKBEEE
Hig 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P IR
FOPR IS 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 (178) 3 (11 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
REAES 67 (24.3) 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 (1.7) 0
—f% - BHEER L OB GENLORE
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 (26.5) 14 (4.9) 0
FEHL 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
JRYIE RS L O A BUE
JIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, hER L OWEAIHE
HEALLE D Kt 2 (0.7) 0 0 1 (03) 0 0 16 (5.6) 3 (1.0 0
g 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 (03) 0 0 54 (18.8) 35 (12.2) 0
/N 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 BRI 36 (13.0) 15  (5.4) 0 2 (0.7 0 0 43 (15.0) 22 (1.7) 0
R L OB EE
BARIGEE 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 20 (105) 4 (1.4) 0 3 (1.0) 0 0 95 (33.1) 11  (3.8) 0
KT R U T AfE 23 (83) 10 (3.6) 0 9 (3.0) 6 (20 0 20 (7.0) 9 (3.1 0
1KY i 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
KR =a—aF— 15 (54) 3 (L) 0 1 (03) 0 0 6 (2.1) 2 (0.7) 0



FRERIRSEH (SOC: System

Bi%x (%)

Organ Class) AFIOF B 51 AFH BB G (LR IERE
JEARFE (PT: Preferred Term) 276 51 300 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
T R 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 1 (0.4) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
Fe g 5 (1.8) 0 0 6 (2.0 0 0 27 (9.4) 2 (0.7) 0
;ﬁ FREREFFEASIE )y 0 0 1 (0.3) 0 0 20 (70 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, ARG GREICRB WO CHREMEMZER 13 61 (4.7%) . KIBX - /NG - EED
THT9 B (3.3%) ., kRS (57 2 « NL—JEBERES) 9 (3.3%). AFHEREREE 27 3]
(9.8%) . FLIRMREERERSE 40 1] (14.5%) . FIEMAHEREREE 1 6] (0.4%) . BHEREREE (R

HAE REVE MR REE) 21 #1 (7.6%) . D4 141 (0.4%) KON infusion reaction3 1] (1.1%)
DROONT-, T, BEORERE (REBEIRERTE, SAEE, BEREIES) .
BB R RERR . 1 BRUBE PRI, R, AR - BRBUTIRAEE, BEAEA M0, M - SIS,

SE DS, EERMERRES (S i MRS VESR RN, IR L, ARIFERRE, B
FERIERAESE) | MERE RAEBRE S O EZ TR S rino T,

ARFN B SR B W TRV E MR 16 61 (5.3%) . KB -
B (1.3%) . BEEO LGRS (FERMBEIEGERE, 2R, FEREIES) 161 (0.3%) .
RS 15 1] (5.0%) . ALK IBRSRERE S 42 f51] (14.0%) . T HE(ARERERESE 1 451 (0.3%) .

/NS - BEED T 4

RIBHERERE S 1 61 (0.3%) . EiRelmE (RAEHEMEBRE) 56 (1.7%) . MKk - §E
B2 161 (0.3%) . 5&E DR 1] (0.3%). BEK 26 (0.7%) K TN infusion reactionl 4l
(0.3%) DO LNT, T, MREE (X7 « NU—ERERS) . 1 BBERKB.
K- BT RARIE, BIEM R, Ok, EER MRS (M MO MR 5T
. WIMLMER ML, REFERES . MERERIEKIESE) | MERE BIEEEE K O ZITER O Hivie s

D72,

AREWERZEHR I EF S (AREERE 2 E) 250EIHRETT,

10



(At - HE]

ARNOREFFEYEHETT L EZFIH LIV I 2L — 3 12k, AFH 200 mg %
Q3W, 400 mg % 6 Bk (LUK TQeW) & 95, ) XiF 10 mgkg ((KH) % 2 JHH
kE (LLF TQ2WJ &), ) THE LIZBEOARAI O MG FRENRG SNz, £ Ofk
Fe. AAI 400 mg & Q6W TH G- L7ZBEOARHF O EFIRREIZ IS 1T 2 P Mg g (LA
T [Cavgss) EWVD, ) 1E, AAI200mg % Q3W THeH L7ZFED Cavgss & LT 5 & T
Ehiz (F&) . £72. AF400mg %2 Q6W THG L =B AR O EHFIRBIZB T 5 i
AEMIEFIREE (PAT [Cmaxss) &V ) 1F. AH200mg & Q3W THEH L7ZEED Crnaxss
g L CEEZ T E TSNS OO, BARNBEFIZE WO TR R ST
HRE - HETH 544 10 mgkg (RHE) %2 Q2W THEEH LTZERD Chaxss & G LU TIK
EERTETHEINT (FTFR) . SOIC, EERAERE 2 F5RICAKA] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 iBR) K 0 155 7= ERMEIC S < EiyHhhe
RIA=BFT v Ialb—ra Al PRI LICEMERE ST XA —4 LHEEILT (F&R),
Mz T, BEOREIEIZBIT 2 R I D & | AR ORE R & A UIL M
& OB Z G A RS SE T VDS S L, AH| 200 mg 2 Q3W XX 400 mg &
Q6W THL L7z & & Ao X TRt E OEIZ O W ORGSR, E
LD - HEOM THEINE L OVREMEICAME R 2RI 0w & PRl Sz,

K6 FAOEMBRL T A —F

P - Crnax Cavg Chin Crnax,ss Cavgss Chnin,ss
(ng/mL) (ng/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL)
200 mg Q3W" <58§?g97) (27?3521) (17;?§83) (9123521) (49;??L0) (30§?§L4)
400 mg QOW (12;??24) (32i5;§7) (IOL?fOB) (142??49) (soi?gla) (192?509)
4%22%%§N <n§§?§6@ NA UJ:?;M NA NA NA
10 mg/kg Q2W! (21%?223) (14;??45) (11;}?21) (421?§33) (2727282) (19;?200)

+:1n=2,993, 100[HDY I = L—r 3 LY EHINKAEIEO T IAE (2.5%4,97.5%4) . Cmax : FIEIE
HHOREMIEFIRE. Cog @ PIBHEGH O MIEFIRE . Con : FIEHEKGE (A 702 F5E) ORKME
B, Cmaxss 1 EFIRIEIZE T D BT FIEEE, Cavgss 1 EFIRIEIZI T D FHIMIE IR, Cmines : EHAIRREIC
BT D Bl i R

1156 BT EEIHE (95%(EHE X H)

§ : 41 Bl OTEIIE (95% 5 HEIX )

NA : %472 L

11




4. FEFRIZOWVWT

AR OG- 72 BE 22 W - FrE L, AR OB EICL Y BEELRBIERZRH LT
BRIZKHEST D Z ENMERTED, LFOO~QD T X T &z sl W THEHT 5
RETH D,

@D #EHRIZHOWT

D1 Fieo (1) ~ (5) OWTNNTENT I THDHZ L,

() EEFBREDNEET D08 A FEEILSREBTS (BRIE RS A S HEEE LS5
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁﬂmﬁﬁr&@&>

(2) FrEREHEHT

(3) ABENFRINENIEET B0 A FEEERET (DS AUIGEER ERbt. 23 AiEE
W 1IEBE. 2 AR e &)

@) ARALFIRIEEZRE L, S RIERIEINE 1| USRI HRIEINE 2 O it a% KL
R D 21T - TV B fitiak

(5) HUEMEREESA LT B BN O s FAE AR D @ H 21T - T D itk

O-2  SHSHERE DAL FIRIE S ORIE I FESLINE OIS +53 70 Fiak & BEBR 2 B D BE Al 3
TEBHEM (FROWTINIIEZ Y T D EMUIEBER) 25, Y% OAFNIZE
TOWFEOEME L LTRHESINTND Z &,

eSS

o [ERNRFFEUGE 2 FOYMIFHEZE T L72ZIC 5 LA EO D AT O EEIRIHE %
ToTVDHI &, Hb, 24N T, BSASMIREE L L U BRI OMHE 4
ToTHBZ &,

o [ERRFFIGER 2 FOMWIHEAZE T L7cRIZ 4 L1 Lo B SRR EE O IR
WHEZIT-> TR, 95, 242 R, 2N AFEMIREZ & OIESE RS2 R O
FRRIHE 21T > T D Z &,

o [ERNARFF SUTHEFHEANRFFIUGZ OMEMHE 2 T L7212 5 4ELL o O ESE
DEFRMHEZT> TV, 9B, 2FLL I, DASEWIRIEEZ ST OEARI O A
BIEDOHBAIHEZIT>TWNH Z L,

&% AFN L DERICBWTCIREIERS OGN E A2 BT 5720, BE ORI
(ZY 72 2 HRHEMIZ EOROWT IR TR 273 =T (BESE I 0L 5%
1R ORIWE R B DO REIG +53 72 ik & 1B & FF AT & OBRE/EHED ) &
WZRETH &,
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@ BENDOERK. fﬁ%’ﬁimﬁwﬁiﬂ%ﬂ ZDWNWT
=28 5': THAE BT 2 EE D ELE S v, BURESEDN L OFHRE D, A2t - &
Eoii 8oL %?&@@E%&U\Eﬁﬂiﬁ X D IRt A EFRPRAE LGOS
. FEDHLDIATON D EHIAE->TWD 2 &,

@ BUEAA~DIISIZHWNT
@-1  HEERAHZ B4 % Bl

VMNP B O B R RIEM S A LI2BRIS, 24 BFEIR2IRIAHIO T, 2i%htiax X
FEEE S BT JEEL L2 RITERNSIE U CABRE B O CT S ORIEMH O
LIRABDORERDY BHPICHE S, EDICHISATREREHI A E -~ TnD Z &,

@-2 EFEREHRICLH>AFFSNCET I EH

AR DM 2 i K OB 2 B T 2 ERIEEE DRIERE=2 1Y v 7
EHEOIFRDOAT ) —= T EITOERE &R Z A TE 5 F— AEFRIRH 23V
S Tns Z L, ok, BEAHIZOWT, BDABE LZOFBEITHHIZEmE T
Wb Z &,

@-3 BIEROBETCAITITE LT

BIER (RYEMEMR BRI A, RIBZK - /MEJ - BEEEO TR, HJ?%A':B%%'@M@HE
CE NIV © [‘a:. (R RV EVER RS . NS (T EmAPREERE T, HUIRIRREE
PR, BIEAERERETE) . 1 RUBEIRA, S & D IRR, Mk *ﬁn’*)ﬁﬂmﬁﬁ#f HX . HEDR
ek (s ii‘%&%ﬁﬁrﬂﬁﬁ“ B FERERRARIE A . ZIALBE, FRIE S ) infusion
reaction, AM# - BESE, BEAEFGMESIE, MRERETE (%7 >« NU—EGIESE) | DR,
BB MEPES (R rE i MR PESEDER . IR L, PRIFERES . MERRRIERAESE) |
MERE BAEGRE, RiZSE) (X LT, HRkhs ST BB O REFIM: 2 A9~ 5 =Rl
SHE L (RITEH ORZBH-ORISICE L TRERUEZ T ONOR/MFICH D T &),

(YR ALE D T E DIRHI - TVWD Z L,
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5. BEXB LR HRE

[B2h B3 % 1]

O AL D 72\ VR U TR RS 2 3 2 S R EROE B 2B\ T ARH
B 53l ONZARA] 5-FU KO T FFRFIO PR GOFMEN R TV 5,

@ AFNIEFESILFESIFEZE (KEYNOTE-0483E) 23\ T, &FERICBWTE
YR ~T | 5-FU KOV T FFRFI O E L i LT, AKHL 5-FU KO F
FFHIKN O OF G OARF MG OG IR RENTWAS, 7277 L. PD-L1%
B (CPS) 12X W HIWENE 2 BN RS NSERENE LN TNDZ L (p7
~8Z M) 16 CPS" LR L7c L CAAIR G- ORI G OHW 2325 Z L NHEE LUy,
CPS MR TH D Z & PHER SN BF T W T, AFILSOIERERIK S5
B35,

* o KFIOZWE L LT, PD-L1 IHC 22C3 pharmDx [ =] (JR5E4) 2VER STV
%,

@ TREICEZYU T 2 BB T AR OFR G K OERITIEZ SN TR, AFIOAZPED
MESLSNTELT, AFIDEREGXIR LR LR,
o fiTERAHIIRIE
o OTHIMENR SN TWRW i OHFEEMEREE 7 & O OF A5
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[ZzVEICBE 4 2 FIA]

O TRICEYTLIEEICOVWTIAFORENEZRE SN TNWDHZ b, BEEIT
DN by
o KAIDOBS IR LIRBEUE DBEEED & 2% B3

@ 1BFEATOFEIZ BV T RREICEE S T 5 BFIC OV TE, AFOFEITHERE S e

D, AOIRFRPUR A 2 NGEITIRY | HEICAHIZEH T2 2L 2BETE D,

o MEMMZEEROEI IIMTEOH 5 BHE

o iR CRVE R A 3R D R M ONE B D U BT e <0 R e fifi 2¢
FEOMIZRIEMEZE N A BN D BE

o HOMAERBOED, UTEMERZRE L < ITFERMED B R E OO
b5 B

o BB (Em@MaBEELST) Ob b EE

o BB IIBEEE T HRE

*  ECOG Performance Status 3-4 "V o 4

GED BCOG 0 Performance Status (PS)

Score EFR

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,
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6.
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@

BECBRLTEREIREHE

IS SCEZRITIN 2, BUEIRGEER DM T 2 BRME 2 3D & ARHF 0 et Je O 1E i

DT OIZ B HZ T L TS5 2 &

TRIEBRAAICSENE D | B XX Z DOFEICHINE L OERR %2+ L, RE 215

ThoEETHZ L,

CPS H gl L7z BT, AFNOE G AR ZHW§ 5 2 LN FE LAY, CPS D3RR T

XRWEEICIE, AR OO Z @O HE L ETERETH L,

FERBIERO~RT A MZONT

o HEMREENRDLOND Z ENH DD T, AFOEEIZHT-->TiL, PIHIE
e (BGIv, PR IR, k) O OO X S o %, Blggs 1+
SICATH 2 b, F7o, REIZS UTHIE CT, Mg~ — 7 —%OMA 4 FhE 3
5L,

e infusionreaction 3% H I D Z & 23 5, infusion reaction R D H AL AT
(X, WEIRAE 21T O & &b, JERDEIE T D F TREOREBE 0Bl
THZ L,

o FLIRHRFEREREE. T EMAHSREREE L ORIBHERENH O ENH DD
T, ARAIOEG-BIHART R O G- M P I X ESIIC N sre A (TSH, b2
T3. #EHE T4, ACTH, ML =/F Y —/VEOHIE) 2FEhid 52 &,

o JIFHEREREDE ., WLMEIEE RN D HbILD Z 3B DD T, AFIOE5-HMbRT &
O 5P I EfmicFsefm 4 (AST. ALT, y-GTP, Al-P, BV LB %
DORE) % FEhad 5 Z &,

o HEIER (MERKMMLEERAERREEGT) FORERERIREENH DD
ZENHLOT, EHHNCIROEF OFEAMRT D52 L, £z, ROEF R
O LNTHEITIE, HONICEREBEEZ 2T 0 L) BEZIEETHZ &,

o AHKIOEEIZLY BEORIERISITEINT D EE 2 BN DA R IRBSCTE
NHOLDLNDZENH D, BENPFDONTHEITIE, BEALE-FLRIILLT
BRI 70 5k & SR A FE O [ AT & U CEUIZRERRR W A1 T ) R E ok
BOGZ X B EIWER D St 2 5-511%. AFIOKRIES T Ik, K ORIE R R
NEVHOBRGE2ZBET LS, B, BIREEFRLVE L ORGIZEYEIE
R OUBGERFRD B WIGEIZIL, B RE R VE LSO il &l o
LBEETDHZ L,

o B THEEMNLED AR L CHrLRWERNRERT L2 ER"H 5720,
AFNOEEHETHRICHRIWER OB 2ITHEET 52 &,

o 1 EUMEIRIE (BUME 1 BUBEIRG A2 S i) Nd bbb, BERFEMES TV R—T X
IZEDLZENHLOT, Al Fl, TRHFEOER OB M ED FH- 12+
SERETHZ L, 1 BRE RSN GaIIR G 2L, A2 ) il
RO HEOWEYIRNEEITH Z &,

AFNOEGRRBICB N T, HG5GNL 9B, UBIZ1FEREToHITE, 0D

#% 9T L ITHEIMEDFM AT > T\ 2 & 2 BE|T KRG 30E B g
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