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YA (FHREsERD) 5= A (B yHBRERHIBR)
2= XSG L IR HEIE, © A b L—F SEEE 100 mg | 23— RfGE L 7p DRI s s
(—fs : a7l X<vT (BiaHRz)) XA F— & S 100 mg (—i%4% - XA T
(%) U AX~7 (EnfHHz))
WG L I D FER O @, AT, XA (%)
Tl Xv7 (B g z) & LT, 18 200 mg KL D AELOHE @, AT, A
% 3 WA IR 3 1 5] 400 mg % 6 B REIFE T 30 7r ) AXv7 (@R z) £ LT, 1H200mg
DT TR T D, % 3T 30 02T CAREET D,
(%) (%)
3= 2. RAIORE, EHET 3= 2. RAEIOF#, 1EHT
FA M—H ST 100 mg (k& - RaT R FoA M—H SR EHE 20-me— R OYRbRERH-E-100
U AX~7 (BiaFf#z), LK TRAL &vno,) mg (—#%4  NAaTn ) XvT (& FEBZ) .
I%. PD-1 (programmed cell death-1) & FDU & IR TAHKI Euvvd,) 1. PD-1 (programmed cell
~ RT&H5H PD-L1 LR PD-L2 & OfES & HHEMHE death-1) &Zd VU H> KT 5 PD-L1 LT PD-L2
T5, b MbIgG4 £/ 7 a—F PR TH D, EDOREGHEREAET S, & MEIg64 £/ 7 m—
THAHERTH S,
4= [AxhE] 4= [ 2hE]
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{LESpRERE D 72 . EGER 5 72 Bt . ALK Fh
BB RaEt KO PD-L1 Bt (PD-L1 # 3B L 7=

OE R E S MFEE  (KEYNOTE-024 3X5R)
(L FEIERE D 72\ EGFR A nZ8 Bfak: . ALK fh
&G TRt L O PD-L1 BitE (PD-L1 &2%EH L7




TGRS oD HEIE (LR TTPS) & 9H,) =
50%) DEIFRAEEZRAETT - FEFE D IE/ Nl e B
305 % (A AN 40 &2 & Te) 2 %512, A5 200 mg
MM (LLF TQ3W) Ewvo,) &EOFRME
Je OV Ve 7T FF A % 5 TR e R b
% (BLF IS0C) &wvv9,) ZxffE L THREISH
7o 723, WERFHLTEBET VRO DL GE
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THRABHEITNE O DN D F TREN OG- % ki
% EMNAREE Iz, EEAHGIE HIX A
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JEEAIR DS E o 5HFE (LLF TTPS) EnwoH,) =
50%) *OYIBRAEEZRHELT « FI3E O I/ N fa fiti s 28
#0305 Bl (HARN 40 flZzETe) Zxtgi, AA|
200 mg 3JMAMIMME (LLF 1Q3W) v ,) HFEHED
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DEFIRINCZTE LT 5 BFH T, KB LA
Gl TR BTN O b b £ TAKFI O 5 %
Mewe 35 Z X AIEE & S, EEFHEE H T
HEEALFHIR (BLF TPFS) &9 ,) . BIRGHIIE
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BotE (TPS=1%) DOYIBRABEZRHELT « FRRE D IE/INHE
fuffides 8 1, 033 65l (AARAN 91 il &de) Zxt5:
2. AAKI2 mg/kg Q3W B H- KT 10 mg/kg Q3W #%
BB MR 2R, e & 2Ky (B
T Iboc) Evvo,) ZExflRE L THRE Sz, 72
B, WG TR BEITHRBO DG AIT, &
BT 2 R IER SR BN AR W EDRRAIC
ELTWD B TIL, IRIEILIE OB 5 FEAl C PR A
EITHFRO b D E TAFDOE Gk Z Alig & S
T2, FEEMIIE B 1% 0S L ONPFS & &, AH
1L DOC & ElE LT, 0S A EICHER Lz,
*1 : EGFR 5 122 S5 3T ALK @& 85 1Btk
DBFTIL, 7T FF A G ERIEIC LD
TBREERIZIN 2. = EGFR BHE/E R X% ALK FH
EVEHZ2A T D PUEMEEEANC L D 1EEE AT
5 EBEDPAEAN BT,
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BatE (TPS=1%) * DO UIBRARE R EST - FEFE DI/
AR TR AR 1, 033 51 (A AN 91 Bl & & de) %t
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% B DA AN BT,
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WCEREBEBTEs L,
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OEFEILF ZF MAERER  (KEYNOTE-042 5U5R)
{bERFRIERE D 72\, EGFR xR A, ALK f@h
A FEME L OVPD-LL B (TPS=1%) DOBIFRAR
REZ0HEAT - I O IR/ IR B 1, 274 B (A
AN 93 filzaEde) ZXIBIT, AAFI 200 mg Q3W £
H-OF MR O Zetn, 77 FF8AF 2 5tk
THEA SR E L CRBT SN, Ads. iR
THRABHEITHED LNTHAIC, KRBT 2R
FEIRDNZRD B2 WVEDEFRRANC L E LTV 5 R
FCIE, RIBICARE O B G FHI CHREET RO 5
D ETCARAOEREG Z/kT 5 Z LA ATREE S
72, FEIFMEEA X 0S L &h, AANTT T F )
F 2 EZ b FRE L B LT, 0S 2 A BICIER
L7,
%124 W HE TR INTHAIIAR OB &
1L, 2%, EERETHRO bNHAITE
HFHEBTEZ L ENT,
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OEFE LR MAEER (KEYNOTE-042 3U5R)

{LEFRIERE D 72\, EGFR s AR faM:, ALK f@h
AT BEME L OV PD-L1 BtE (TPS=1%) >8Ik
ABETRHELT - FRFE O FE/ NI T BB 1, 274 5] (H
AN 93 iz ETe) ZXtGT, AK| 200 mg Q3W
HGOENEKR et 77 FF8A 25k
FIE AR E LCHRE ST, s, BEGHHN
THRABMEITHRD bNTHEAIC, KRBT 2R
FEIRDNZRD B2 WED RN LE LT D A
FCIX, WIEICAKE O B FHT CHREET AR O b
D ETARROERE ZMkgid 52 & FHEE S
7%, FEFMEEA X 0S & &, AFNXT T FF
E G b FRIE L LT, 0S 2 A RICIER
L7,
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AHNORHEFEYEREET VARHA L I 2L

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

TR (CLF TQeW) Ev9 ) XiE 10 mg/kg (fR
#) # 2 AEME (L TQaw) w5 .) THERE
L 72 BROARHFN O i IR E G S vle, £ DO
F. AKHN 400 mg & Q6W TG L - BEOARKN D E i
REBIC BT 2 MR (PLF [Coped &V
9.) X, AHAI200mg % Q3W THEE LIERD Cup oo
CHPIT S LTS (FR), Fioo AH) 400
mg % Q6W THH LI BEDOARA| O EFIRFEIZIB T D
e IMiEFREE CAT [Cuel EWVH) F. A
#1200 mg % Q3W TEH LIZEED Cpy o & LB L T
EEEZTRT E TSN DD, HRANEBFIZE
W CHEREDHERINTCOLHE - HETHIA
7l 10 mg/kg (KHE) % QoW THEE L7ZEED Chy o
CHER L CIRfEZ RS & THlEN (PR, &5
(2, MR ANERE A RRICAHA] 400 mg & Q6W
TEG U725 1 AHEER  (KEYNOTE-555 #ER)
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AN A P2 BE L IR e . Mk s A
Wbi7e &)

(2) FrEHRERPL
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B U RACTFRREIEINGE 2 D% F e
D JEHEIT > TV D fiak

(5) MRS AL & BRI O gk FE 1B 1 247

(2)

(3)

(4)

HE A3 A RSB HE L AR T, HidEk S AR
bt 7e &) SRt 7 A1 BHke e+ 436 4
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©®-3 RIEHOZEr-CRHNIZRE LT

BIWER (REMERZREICI A, KB - G -
HEEO TR, ITREREREE - LM &, B ikne
P RANE EVEMER RS . WowkEs (TR
PeREbEE . HURIRMERERR S . AR MRERESE) . 18
PEIRIA, 5 & Do, Mk - BREUTRURIE . EJ% .
HE OGRS (MR ESCRAEAE . R RS
TEARE R, ZIBALEE, FAKIEIES) . infusion
reaction, HZ - BRI, HEM M JGE, MR
(X7 - NU—EGRESE) | Dk, BEERIM
WRRESE (G i B PSRBT . R MR I
IREFERES . MEMERIERIESE) | MEKE RIEMRE, F5kZ
H2) 1Tk LT Y REE R SV MR A R 0 BT
WaBaT HEREEE L (BIEHAOZE-CXHSIC
L THRELROXEEZTONLEMHITH D Z
&)L BEHBICHEY) R ALE N TE HIRHINE S TV D
Z &,
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BIVER (REMEREEICI A, KRIBR « NG -
HEO TR, TFHERERET - LIRS &, BiEE
P RS FEMERRE) . WowkEE (TR
FERBREE . HURIS BRI S . BB RERES) . 14
PERIE. 5 & DM, Mk - BREUTHBIARIE, B,
O R JEREE (B RRARIERRE . 2 IALET,
FJERIIESF) . infusion reaction, AM# - BEEEZE,
BHIEMEEE, FRRIEE (T« N —ERRE
) DAk, BEERMEES (G Ml M Miasd
PEERBENS . AR L, FRIFERES | SRR ERIE ) |
MERE BAEGERE, FiEZSE) 1Tk LT, YikhEak X
(T B R R B O B A2 5 3 B R AT & S L
(BIEH OZWr-ox IS IZ B U CHE & OV & %
FoNAEMCHD L) BEHICHEY R LEN T
X HIRHINIESTWD Z &,




MR O HEERHEET A N T A OUGETEPT CHrIH X6 )

E<lh 5]

DR QNS EER Y= (B yHBRERHIBR)

2= KGR DEIKEL - XA bA—F SIEEE 100 mg | 2 X— R LI BRI, R <
(—ff4 - XaTva ) X~v7 (Bl rfz)) XA hL— & SEETE 100 mg (—i%4 - AT
(%) U RX<7 (B z))
WG L 72 D B R O @, A, XA (%)
7nl) X~ (B Z) & LT, 18200 mg WL AHELOHE @, A, A
Z 3 IR E 1 E 400 mg % 6 JE IR T 30 7l X< (B x) & LT, 18 200 mg
ST CTRFEFET 5, 7272 L, I mBRE % 3AMMNE T 30 22T CEREFET 5, 7272
DA, WEHEIX 12 A ETLET 5, L. INEmBRIEOEA X, S5 12 VA £
(%) TLT 5,

(%)

3= 2. ARFIOFHE, TERET 3=y 2. KFIOFHE, 1ERET
XA L —F EEEE 100 mg (—i%4 AT XA F—F ST 20-me A ONRLRRHRE-100
U X~7 (BisfH#Zx), LT TARAL Evo,) mg (—f4  XaTn ) X~vT7 (EiEEEZ).
1%, PD-1 (programmed cell death-1) &FD VU A AT TARHF Euvv9d,) 1x. PD-1 (programmed cell
~ RT&H5H PD-L1 R PD-L2 & OfES & EHEMHE death-1) &Z®D VU > KTHD PD-L1 L TNPD-L2
35, B MbIgtd® /7 ao—F APk TH S, EOREAREEHEAET S, B MEIgd £/ 7 m—

TAHERTH S,

14 _— (A - HE] 14— [ - HE]

(%) (%)

o EMBOEREZHRE LIAA ORI

o EMROMEEEZHRE LICAA ORI




AT ORGSR, METS AL - HE (2 mg/ke
Q3W ¢ 5-, 10 mg/kg Q2W % 5 K TY 10 mg/kg Q3W
BH-) OFPH T AUC g & B OV 4t &
ORI I 22 BB IRR O B o T2,

AANDORHEHEYENREET L ZFH L7722
o b—3a A28 AKHI 200 mg A Q3W, 400
mg %z 6 MERFE (LLT TQeW) EvvH ) XiF
10 mg/kg (IKE) % 2 BB (LT Q2w)
VNS ,) TEEG LIZBEOARF O g 5 5 H
et Sz, ZOREF. AH 400 mg & Q6W T
e hH- U2 BEOARK O FEIRRBIZ 815 5 ) i
BEHEE (LT [Cupel EWVI0) 1E, KA
200 mg % Q3W THH- L72BED Ce oo EFELIT D
ETrlEn (FFR), . AAl 400 mg %
QW TG L ZBROAKRAI DO EFIRAEIZE T D
e IIE IR (LLF [Chped EWVH ) 1L
AF 200 mg A Q3W TG L7ZFRD Cpu oo & L
L CEELZ T TS DD, HA
ANBFIZBWTEREL#HE I TWVWDH
1% - HETHAAA 10 mg/kg (KHE) & Q20
TG LIZBED Cpoy oo & HEEE LU CTIRMEZ R &
THlsh7 (FFR), 512, EERAHBAS
Z XU ARA] 400 mg % QW THH- L 7= ¥go1 5

AT ORGSR, BETS Ve AL - A& (2 mg/kg
Q3W 5+, 10 mg/kg Q2W #¢5- K& T8 10 mg/kg Q3W
Peh) O#FPHT AUC,, auc & ARIMWER OV 22t &
D RN IAME 72 BE XD B Lo Tz,




1 tH3A8R (KEYNOTE-555 #ABR) L0 bhic=®

HMEICE S S EYBRE NN T A —Z T, I =2

L—3a A28 PRIL Y EHE N T A —

ZEFPLE (FR), MAT, EEOREEIC

B % BRIR BRI FE D & | AR DO IRFE &

&AM S F 2 e & oD B 2 a3 % R R

FISET VI S v, AF 200 mg & Q3W X

1% 400 mg % Q6W THEG L-BOBREE - A%

M XTLERIEE OBEIC YW TR SNk

R, LELOME - HEOR THMEKR NZ4

FICPAMEZRER TRV E TRl S T,
(F W)

16 X—

@D HEFRIZDOWT
D-1 FRo (1) ~ (5) OV FhniciEy+
iR TH D Z &,

(1) BAEFBRENEET 203 A LR
JRBEE (ERE T IR 2N A RS L AR B
Hisg 23 %Miﬁmﬁfh\ﬂﬁﬁ B
bt 7e &)

(2) FeERgRemibL

(3) #EMFRAFERIEET 203 AR L
(B AZIEHEEREEIRPL. 2 A BRI
TIIRBE. D3 AR HERE e 72 &)

15 ~=—
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@©-
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(
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T el ANE
1

TRED (1) ~ (5) OWFRNITEET

Jii s ’C&pé &
1) BAEFBRENEET S 73‘3
F‘”’M (BT RS A2

PR

PREHEIL A

HhIEg A3 w%@%mﬁf&\ﬂﬁﬂA@;
R 7R &) SRR E 7 H 1 B 436 i
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;[j/-‘iE =Ju )
) ERERFRAENRET 508 A

) R ERERESR e 3 4 H 1 H R+ 86
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(4) HRAFHIEEZBE L, SRILEN
B U A REIEINGE 2 Ok HHE
2D JEHE T > TV D fiak

(5) kIR AL 5 BN O i 3% FE YE 4R
LR AT > TV D sk

CRVAVEC 3L E: 2 =Wt [l SoNAVVE 2 S Uik A
TIlE. D3 AR EEHEE T 2 &)

(4) IRALEREE 2R E L. SR SRIEN
1 UISSRAL AR IE NG 2 OB s SIS
£ % i HH 21T - T 2 i -CEe29-57-H-
R 2B ) —

(5) HUENERRIZ AL & BN 0 sk 2 HE I 4R
% Ja 2 AT > T B il iR 2947 H 1

17 ~—y

®-3
BWER (REMERREICI A, KB - G -
HEO TR, ITRERERETE - LM &, Bk
PR RANE EVEMER RS . Wk (T
PeRBPEE . HURIRMERERE S . AR MRERESE) . 14
PEIRIE, 5 & 9o, Wik - BREUTRUERIE . EJ%
HE OGRS (MR ESCRARIE . B kL
TEARSE R, ZIBALEE, FAKIEIES) . infusion
reaction, HZ - BRI, HEM M JGE, MREAE
(X7 - NU—EGREE) Dk, BEERIM
RIS (SRR MR PESRBE . Pas M I
IREFERES . MEHEURIERIESE) | MEKE RIEMERE, F5kZ
H2) 1Tk UL YR R LT M AR RE D BT
WaaT HEREEE L (BIEHAOZE-CRHSIC

RITEH ORZIH-eRTISIZB LT

16 ~—

@-3 FHWEROZEr- xS LT

BIVER (REMEREEICI A, KRIBR « NG -
HEO TR, TFHERERET - BEYEARE &, BiEE
e RAMEFEMERRTE) . WowkEE (FEE
FeRBlEE . ORISR S . AR MRERESE) . 18
PERIE. 5 & DRI, Mk - BRSO BARIE, 2%,
HEOREES (FBGHEIREGRE, 2RI,
JARHIES) . infusion reaction, JMZE « BHRZE.
HIEMEEE, FRRIEE (T« N —ERE
) DAk, BEERMEES (G Ml M Miasd
PEERBENS . A MER L, FRIFERES | MR BRIE ) |
MERERIEGRE, MEE) 1SR LT, Mkl X
(T B R A B O B A2 5 3 B R AT & S L
(BEIEH OZWrox IS IZB L CHRE R VB %%




B L CTHREEOZEEZZ T ONDISRZHICHD
&)L EHITETI R ALE N T X DEEI DK S TN D
N

TONDIRMFICH D Z L) EHITHEYZRILEN T

X HRHINESTWNWHZ L,

WA X ) OB REERAEE T A 7 A o OKET

§ET GOl RER)

beli 5]

B AR— (FHMEERD) MY = (B yHBRERHIBR)

2= RfG L IR HEIEL ¢ XA b L—Z SiEERE 100 mg | 23— XfG L 7p DRI, ERT TR S <
(—fs a7 X~ (B HRz)) XA MV—F S EE 100 mg (—i%4 AT
(%) U RX<7 (B z))
WG L 2 D FEROHE @w, AL, A (%)
7ul) Xv7 (B Z) & LT, 118 200 mg WB LA HEROHE @ . AT, A
% 3 ARG ST 1 1] 400 mg % 6 AR T 30 7ul) Xv7 (B L) & LT, 118200 mg
ST T RIEEET S, Z 3 MR T 30 22T THRIEFHHES 5,
(%) (%)

3= 2. ARHNOFE, TERET 3= 2. RENOFE, 1EREF
XA "L —& S 100 mg (—4 - AT R XA hV— & S ERE 20me TN 100 mg (—fi%4 -
U RX~7 (BIEFHEZ), BLF TRAL &vo,) RAeT7ul) AT GEETHEZ) . LT TARA)
1%, PD-1 (programmed cell death-1) &FD VU A w9 ,) IX. PD-1 (programmed cell death-1)
v RT&H5 PD-L1 KN PD-L2 & DA % BEREHE EZXDY T RTHD PD-LL LNPD-L2 & DfEH
T5,. b Mgt £/ 7 a—F Pk Th b, wEZEAEFET S, b M 1g64 £/ 7 v —F Lk

Th Db,
42— 3. ERAREHE 4= 3. EEPRRURE




PR SUTERRMEO WA % 2 U VRO AR
RFIZ R 24T > 72 E e ERIRRBR O g 2~ 97,
(A 5hE]

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

BRI SUTERR MO i) AR 2% v U R BB
(210 5, BARAN 102 ETe) OLLTFD 320D =
R— b EXRIC, AA 200 mg 3B CLT
[Q3W] LW 95 ,) FTHEOHMER LMD FRET

PR SUTERRMEO W AR U % o U RO AR
IR 24T > 7o B ERIRRBR O fE 2~ 9,
[H2hE]

[EIR L [F 55 L AHEABR  (KEYNOTE-087 345R)

B ST ER O il AR 2 v U R ERFE
(2101, BARAN10BIZETe) OLLITD 320D =
R— M EXBRIT, Al 200 mg 3 ARG O
HhME R OVERERRE ST,

Sz, (%)
(%)
62— [ - HE] ([ - HE] B

AAOEMNEYEREET VERA LV I 2 L
—3 g 2KV KK 200 mg % Q3W, 400 mg & 6
R (LU TQeW] Ev9 ) id 10 mg/kg (IR
H) 2 2 FEHMEE (LLT TQ2aw) twH,) TEE
L 72 BROARF O i IR E ARG S v/e, £ DO
B AAL400 mg & QoW TEH L 72BR O AA| O E &
REBIC BT 2 FMIEHIRE (PLF [Coped W
Do) E. AHI200mg & QW THE- LZEED C.p o
CHERT D ETHESNTE (FFR)., £, AH 400
mg & Q6W TG L7 BEOAA| DO EFIRIEIZE T 5
EEMETEE LT [Cuel EWVWI,) 1, A
#1200 mg % Q3W TG L7ZBED Cray oo & LEEE L T




EiEZ R E TSN bOD, AARNEHIZE

W TABMEHER ST 5 Bk - RTHBA

Al 10 mg/ke (KHE) % Q2W TEH LTZBED Cou o
C R L IR Z T L Pl E e (PR, &5
(2, MR ANERE A RSICAHA] 400 mg & Q6W
THREG Lt/ E 1 A8k (KEYNOTE-555 #BR)
L0157 ERUEIZ IS  SEWYERE N T A — X
IZ, =2 b—v a2 k0 PRI LK EhEE X
TA=ZEEPLE (FR), IR T, HEOFEE
2B AR RBR A IC RS X . AKoREE L
A M S F 22 & o B A fRET T £ IR EERUGE
FIVEFE S, AHI 200 mg & Q3W X 400 mg
Z Q6W TH G L ZBROBREE & & A7 ST 7 et
DO EIC OV TGS fE R, ERROME -
JHEDOM THEM K O M W 72 A2 R 1T 220
ETRlS T,

(£ 01%)

7Ry

O MEFIZDOWNT

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

DM THDHZ &,

(1) JBAEFBRENEET 503 A2HaE LR
JRBEE  (CERIENF IR 2N A RS L A i e
HIER AN ARSI EE L SR e, Mg A e

65—

@O FEFIZDOWNT
D-1 TRD (1) ~ (5) OWVThnicegs 7
HHFRTHDH I &,
(1) JBAEFBRENEET 203 A2 HE LA
JRBESE  (ERE T IS A e EE L A i B
HUIE AN A RSB EE L R e, HilEk s AR




Hb7e &)

(2) FrERETRPL

(3) #EAFRAFERIEET 203 A2 HOE L bt
(DS ARSI EIRPT, 2 A 2R i
TIIEBE. D3 A IEEHEHERE R PE 72 &)

(4) FRACFHRIEEZFRE L, AR bEm
B SUIASRAE RN 2 O izt FHEC
2D JEHZIT> TV D ik

(5) UM AL 7 & BN oD e 5% FE Y 1 4R

WbE e &) (S FaoetE 7 H 1 Bl 4360

(2) BHERAETI TR 3145 4 F 1 PR+ 96
#L‘IE %J‘LA)

(3) #ERFRENEDFRE S D 25 A SHREEE T
(DS ARSIRIEIEFR EMBE, 23 A2 it
TIlE. DS AR EEHEE T 2 &)

(4) IRAEFEREEZRRE L, FRIERE SN
1 UISSRAL AR IE NG 2 O s SL IS

B EIT > TV D% 25 JEHZ1T > TV B sk -Cpk 2947 H
I HHRE 2531 Hase)—
(5) HUEME AL 5 BN oD fi e FE I 4%
% B 21T > T D -2 H -
R 1287 HiEi)
8 _— @-3 EWEHOZK-LxSIZEA L T 7TR—=Y @-3 EHWEHDOZEr- xS LT

BIVER (FEMERRBCIN L, RIBZ - NGk -
EEO TR, ITREREREE - BLMEREE 5. B tkne
P RANE EVEMER RS . Wk (T
PRRERESE . HUIRIRPERERE S RIBREREREE) . 1Y
PEIRIE, 5 & DS, ik - BREURUERIE ., EJ%
BEEORERES (PR EIERRE . RS
FEHRAEMERE . ZIPALEE, B RIEIESE) . infusion
reaction, MZ% - BANEESE, FJEM M) E, PhRERE

BIVER (REMEREEICI A, KIBR « MG -
HEO TR, ITHEREREE - M LMEREE &, Btk
P RAMEFEMERRE) . WowkEE (FEE
FERERE S, HURIRMRERRE S BB pRERREE) . 1Y
PERIE. 5 & DRI, Mk - BRSO RARIE, 2%,
HEOKEES (FEMBEIRIERRE, ZALHE,
FARIIESE) . infusion reaction, J¥J¢ - BEIE,
HIEM A, ARRIEE (FT7 2« N —EERE




s NV EMREESE) | D, BRI
(ﬁf“ M /NI PESE DR | s LM o
PRIFERS, MERERIERAESE) . MLERE RAEMRAEE, #HE%

) ASK LT YRk R S Bl A B oD R
PeZ A4 D EA &EHE L (BHEH ORZECx G
BELTHRELAOXEELEZTONDRJMFICHD Z
&)L EBITE TR ALE N T E RN E S TVn D
Z&,

HF (¥7
i E

E) | Dk, BEERIMEES
PESREE , TR EE i, IR fPﬁWT ﬁ%ﬁﬂ?r ff)
MERERIEGRE, M%) 1Tx LT, Mk X
(T B O MM E T 5 Eﬁﬂﬁk@%b

BIERH OZWr-Cx B L THRE R O R 25
FToNAEMITH D Z &), BEHICHYZRLEN T
X LRGN ESTWDE T &,

(S0 i/ M R D

PRI BB D i@l HEET A B Z A » OUWETE

AT CBr IR %)

XA M—& SEERTE 100 mg (—iE4 - XA T H
U X<7 (Bfaf#z), LT TARF Lwvwo,)

e [H

Y= (FHMERERD) Y= (B yHBRERHIBR)

2= KGR L 72 DRI © XA B —ZERERHE 100 mg | 23— XL 7p DRI, s <
(—f4 - a7 n ) X~ (EETFEEEZ)) XA FL—F ST 100 mg (—f%4 - AT 1
(%) JAX~7 (Bl z))
KR LD RELOHE  @E, RAIZE, (A (%)
7ul) Xv7 (@i Z) & LT 118200 mg WL A REROHE  @E. A, A
Z 3 WA MMM XX 1[5 400 mg % 6 BRI T 30 7nul)Xv7 (BiaFREZ) & LT, 118200 mg
ST TREFEEET D, Z 3 MR T 30 22T THRIEFHES 5,
(%) (%)

3= 2. AHNOFHR, TERET 3= 2. KFIOFER, 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
» RTo % PD-L1 KON PD-L2 & DfE& # B
45, b Mblgtd £/ 7 a—FLHIETH S,

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

48— 3. HEREHE 4= 3. BERARAE
D AACTFIRIERR T U 72 IRTG UIBR N RE 7R R S DS AR IERR TP U 7RG UIBR R EE 72 R B
B2 38 D AGRIRF I FHA &2 1T - 72 F 72 B R ER O pliiE B I D AR IS BN 2 1T > 72 3 70 B AR5l Bk D Bl i
&R, ERT,
[HzhiE] [ B 2hE]
[ R[] 2 AR AR (KEYNOTE-045 5A5R) | R[] 2 AR AR (KEYNOTE-045 5A5R)
7T FFWH & G AL RIERE 2T 5 R 7T F A & G AL RERE AT 5 Rt
PSSR O PRI b RO BB 542 B (AN PSR VE DO IR BRI 542 1 (AN
52 Bl mde) A RZRIZ, Al 200 mg 3 AN 52 filZEde) ZXFGT, AKI 200 mg 3 M [HFEIFE
(LLF TQ3W) Ev95 ) BHOA MR O B 5O MR ONREMEN, LFHEE (X7 )4
N, AbFIRE X7 ) 2%k, REXFEALYX Xt REXFEAXE vinflunine) *2% 3B
L vinflunine) &% E L THEI ST, E L THRF ST,
(%) (%)

6 ~R— [Zz 2] 6 ~R— [Zz24E]

[EIBR A [F] 55 AR R (KEYNOTE-045 5A8R)

B EEGIIARKIRE 248/266 il (93.2%) K b5
IERE 250/255 6 (98. 0%) 1ZRB8 HAL, BIERIXZ
ALE L 162/266 3] (60. 9%) K OF 230/255 1] (90. 2%)
IZFRD BT, ARAIBETHRELFN 5%LL EORIER

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

B EEGIIARKIRE 248/266 il (93.2%) KM b55%
IEFE 250/255 B (98. 0%) 1ZR88 HAL, BIERILE
FLE AL 162/266 1] (60. 9%) S UM FEEF-230/255
B (90.2%) IZERD BILT-, AFIBETRIEEN 5%




TTFEROEBY THoT-,

(£ W)

72¥. ARFNIFEIZ IV CRIBE MRS 10 51 (3. 8%) .
KNGS - BIEOTH 7 6] (2.6%) . MHfREE (7
Vo NU—JEBERESE) 16 (0.4%) . FFHgREREE
14 1 (5.3%) . FURIREERERETS 23 5] (8.6%) .
EREREREE 161 (0.4%) . BREREREE (RANEME
PEREAAE) 141 (0.4%) KON infusion reaction 1
Bl (0.4%) RO OINTz, Tz, BEEDLEESE
(R REREIRARIE R, ZRLBE, JERRIESS) . T
MARERERE R, 1 AUBEIRIG . WESe. fhdk - BRRU
FfRIE, EEA DR, ORR, K - BEREZ .
SE IS R Ml NGB TSR B . IR I
Al OIRIFEREE TR O i o 72, REIVEH
FELRPLIEEE SR (RRREMRTE 2 E5T) %
EOERERT,

PLEOEERIZITRDO LB ThoTo,

(# W)

E. ARAIR o FERL M 10
Bl (3.8%) . KWGZ « HED FHHE 7B (2.6%) .,
FRRIEE (57 o« N L —JEMERESE) 421 51 (0. 4%) .
FRSRER 14 1] (5. 3%) . FLIRIRFSRERE 5423
Bl (8.6%) . FIFEHsRERE SR 16 (0.4%) . BriknE
P (PRAME BB RE) 161 (0.4%) KO
Infusion reaction4x 11 (0.4%) =D BT,
F7o, BEOLEREE (RERBEIRERETE. 2/
LB, JERIEIESE) . T IEERREREREE . 1 BUREIRIA.
Wede. Mok - BB R fRIE, EIEM I E, O
K. MgE - BRI, S8 D MRS, S MR
DPESRBES . VI A M M OVRIFERES 13580 b
o T, REWERAFRBURDUIBEE RS (BRRR
HTEREZE5T) 25 0EHERETRT,

7Ry

ik - &
AFKNOREHFEYEEET VEZFIHA LI 2 b

—> a2k K200 mg A Q3W, 400 mg & 6

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

H) % 2 AMEERE (ULF Q2w &vwo,) THRE

L IZBROAF O s THE D RE Shic, €Dl

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

DBk - HE]D B




IRREIZ BT D P MyEFIRAE (CLT [C o) W
9.) IE. AAI200 mg & Q3W TEE- L7ZEED Cuug o
CHEPDT D ETHESNE (FFR), £, AH 400
mg % Q6W TG L 72 BEOAA| O EFIRFEIZI T 5
e MG IRE LT [Cuel £V ) 1F. A
#1200 mg % Q3W TE LG L7ZBED Chuy s & LI L T
Bz R s PHISREZbOD, HARABEIZE
W CHRERHR SN VWS HE - HETHILA
7l 10 mg/kg (KHE) % QoW THEE L7ZEED Chy o
C IR L R Z T L PRl (TR, &5
(2, MR ANERE A R RICAHA] 400 mg & Q6W
THG LA 1 FEFRER  (KEYNOTE-555 #fER)

LN EREIC IS < SEYENRE /N T A — X
1L, ¥ 2 b—v a2k PRI LSy EE X
FA=ZEFEILE (R, IR T, EHORE
28T 5 EERRBR AR IC FE D X . ARF DR & &
B A F 2 A & o0 B 2 f 4 2 Wk R SO B
FTIVMEF S, ARHI 200 mg & Q3W X 400 mg
Z Q6W T b L ZBROgR & & AWM 3% et
DR EICOWTHRE SR, EFRoHE -
HE O THB MR OV eI iR 22 R IT e
LTRSS T,

(F %)




8 R— O MigkIzoOWT 7= D Mz HONT

O-1 Tio (1) ~ (5) OWTINITeE4 T O-1 TFED (1) ~ (5) OWTNITEEYET

L CThHDH L, 5%%?%5 &

(1) BAEGBRENEET 20 AZHEEIL (1) BAEGBRENTEET 20 AZF LA
JRBES (BB IR DS A RS E EE L SR T W“(%ﬁf%#m&%@%%ﬁfh
Hidak A3 AL HGEESL SR B, Hids A BRI HIEk A3 AL HGEEEHL SR B, HiIES ARSI
e &) bt e &) SRt 7 A1 BHke e 436 5

(2) FrEtRERPbL hES

(3) #ENFIRFNFENFEET 20 AT (2) FrERREN P CRR 34 H 1 HHRE 86
(S AR ERBT, 25 A2 Dz
FIREBE. DS AR EEHEE R R 2 L) (3) #ENMRAMFNFRET 205 A2t

(4) ARACFRIERZRE L, Jhkib2Emn (IS BT ERPT, 25 A2 )
B U RACTFRRIEINE 2 Dk F e TRBE. D3 i HEE R 72 &)
BR5EHEIT > T D ek (4) ARALFEIERZRE L, S k(bR s

(5) PUEMENEEE AL & BN R Ol gk FEHEI2 4R B I SRAC LN 2 OfE% e
% JEHEIT - T D fitiEk 25 JEHZEIT > TV D -CEp 2947 H-

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

BIVEA (RVEMERR B2, KK - /DGR -
HED 1<f“ PR RERR T - BLIPEILE 28, B PAE

RIVERT (RYEMMER B A, KRGk - DBk -
B IR, ATHERERR T - EALPENRAE K, KRR




PR (RANE EVE MR RS . WowkEs (TR
PeRBlEE . HURIRMERERE S, IR MREREE) . 14
PERIA, 5 & Do, Mk - BRBUTRURIE . FEJ% .
HEOREES (PR ESERARE . &R,
PRREMERE . ZTEALBE, FHKIEIESE) . infusion
BENE I, EIE AL MEJAE, PhRRRE
T (FT 2 NUEBRES) . DR, EERIM
el (o ME il MR PR SR BER . At i R I
IREFERES . BRI ERIES) | MERERIEMREE, X
) TR LT YEEhE R Xl B I R R BE o B P
Pz AT HIEAEEEE L (BHWEAOZE-CxHSIC
BALTHREAVIREZZITONDISEHICH DL Z
&) EHIZHEY) R ALE N TE HIRHINE S T D
N

R5)

reaction, X% -«

PR (PRAME VMR 25%) . Wik (TER
FERElE S . HURIE RS, AR MREREE) . 18
PERIE, 5 & DM, Mk - BRBUTHBIARIE, B,
HEOKERES (BEMIEIRIERRE, ZIHLHE,
FARIEIESE) . infusion reaction, JHZ - RS,
HIE AL E, MRREEE (X7 2 - N SEBERE
), DS, BEERMKEES (G M
PEERBENS | A e i, ARIFERES | MR ERIE ) |
MERE BAEGERE, FiEZSE) 1Tk LT, YikhEak X
(X R A B D BEPAME & 3 D[RR & s L
(BIEH OZWox IS IZB U CHRE & OV g %%
TONDEMICTHDZ L), BEHIZHET R ALED T
X HIRHINIESTND Z L,

10 _—

5. BERGRL b BHE
(A2 B 3 % F ]
(@© %)
QTS T 5 BEF Tkt 2 AK DG K UM
FHFEIZOWTIL, AFIOFIERHNL SN TE
53, ARBIOEEXIGR L 72BN,
7T FFH B E T L FEEIEIC L D IREED
ARV &
FT OB,

9 N—

5. hHERRL R HBEH
[HZEIC B3 % FHE]
(@ 1)
QTS T 5 BEF KT 2 AK DG K& UM
FHFEIZOWTIL, AFIOFIMEDRHENL SN TE
5T, AFIOEGG LR B0,

7T F K B & AL EEIEIC X D IRIERED

AQAY - E
TR O Bh 4295 15,




L OHUENERELA & OOF .

L OHUEMEELA & OOF.

g~ A 7 aYT T4 PARLEE MS I-h igh) 28T 5EEED
e FHHEET A R A4 o OUGETHE T B x )

E<l) 8]
A R— (FHREERD) Y- (B THARERHIBR)
2= KfG L 7R HEMEL © XA R — ZSEERE 100 mg | 23— KGR L T2 B EHN s <
(—f4 - a7 X~v7 (B ifz)) XA ML —F S EE 100 mg (—i%4 - AT
(%) U AX~7 (EnfHHz))
XG L 7 D FE R OHE @w, AL, XA (%)
Tl XAv7 (B g x) & LT, 18 200 mg KL D AELOHE @, AT, A
Z 3 WAL 1 [E] 400 mg % 6 FHFKE T 30 7l Xv7 (BaHfz) & LT, 108200 mg
ST TR EET S, % 3 WM T 30 22T CEREFET 5,
(%) (%)
3= 2. ARFIOFHE, TERET 3=y 2. KFIOFHE, 1T
XA bL—F EEEE 100 mg (—i%4 AT XA F—F ST 20-me RO RLRRHRE-100
U X~7 (BiaFHEEZ), LT TARAL Evo,) mg (—f&4  XaTn ) X~vT7 (EiEEEZ).
X, PD-1 (programmed cell death-1) &FD VU A AT TARHF Euvv9d,) 1x. PD-1 (programmed cell
» KT D PD-L1 FONPD-L2 & D& & EEEIE death-1) &Zd VU H> K THH PD-L1 LT PD-L2
T5, & MblgGd €/ 7 u—FAHKTHD, EOREHEEAET S, B M Igt4 £/ 7 m—
TAPURTH %,
9= [ - HE] (M- HE] B

AFNORHEMEYEEETT LVEFH LI 2L




— a2k AHI200 mg & Q3W, 400 mg & 6
HFEERE (LT TQeW] w9 ) Xid 10 mg/kg (fR
#H) 2 MEME (CLF TQaW) Lwvwo,) THEE
L 72 BROARFN O g TR ARG S lz, £ Db
H. AAI 400 mg & Q6W TG L B AK| D EH
KRBT T 2 MR CLTF [Cupod W
9,) &, AAN 200 mg % Q3W THG- L7ZEED Copp o
CHEUT A TSN (FFR), F7o. AH 400
mg % Q6W THE LB AR O EFIRIEIZH T 5
e MIETIRE (AT [Cus) EVI,) 1F, K
#1200 mg % Q3W TG L7ZBED Chy s & I L T
BEEZTRTETFHESNEZLOD, HARABREIZE
WCHERMERHRIN WL HE - HETHILA
#] 10 mg/kg (KHE) % QW THEE L7ZBED Coy o
C IR L CIRfEZ T L PHIES e (PR, &6
(2, EMEREANEEE 2GS AH] 400 mg & Q6W
THREG Lz E 1 FHEER  (KEYNOTE-555 #ER)
LV ERUEI S  SEYERE /N T A — X
1L, 2 b—va kY PRI LS EhEE X
FA=ZEEPILE (FR), X T, EEOFE
281 5 EERRBR AR IC FE D X . AFIDgRE & &
A A F 2 At & o B 2 fR 4 2 Wk R SO
FTIVDMES S, AHI 200 mg & Q3W X 400 mg




Z Q6W THeh- L7 BROgEE & & A2 T e

&@@%__<W\T@uié%wg%%;_tﬁaﬁﬁﬁ

J B D[ THBME K OV VI PR 70 22 T 720

Tz,
(& )
10 R— @ fEggiz oW T g R—= O ME%IZHOWT
D1 FREO (1) ~ (5) OVFRMICHEYT O-1 TFRD (1) ~ (5) OVFRMICHEAT
LR TH D Z &, LR TH D Z L,
(1) RSB AT 5 03 A BRI (1) RS BREAHEET B 5 AL

FRBEAE (BRI IF IR DN A BE L R Bt
ﬂﬁ@h$ﬁ$%%ﬁﬁ&\%ﬁﬁA%%
bt 7e &)

R E S BRI

FRE T N E T 5 2 A R T
(S AR ERBT, 25 A2
JIRBE, DS AR HERE R 72 &)

S ALFIRIE R 2R E L, SRS e
B XU RACTFRRIEINE 2 O gk Vg
1225 JEH 21T > T Dtk

P FE B A 0 5 4 BRI R O B
B EIT > TV B ik

(2)
(3)

(4)

(5) i A UE AR

(2)

(3)

(4)

B (HBIE T RS AR B I U e
23 A RS B BE L AR e, Hidek 3 A2
bt e &) SRt 7 A1 BHke e 436 4
gy

5 E R RE IR e — O 34 4 1 HHE - 86
s

AR IR F R E T 5 23 A sl e
(N AP ERPE, 23 A 2 RE S 1)
J1pBE. 3 A s HEE R e 7 &)
AV FPRTE SR R B L, SRR
B I SRAC S EIEINE 2 OfEsx e
1% % Jg@ H &2 4T - T B it - 29-47H-
JEHEES - 2531 k)

PR A9 [ 5 4 BN O fie 5% FE T L A%




% J@ 24T - T D i -eple 2947 A1
= E[# ID_—‘ . 1987 #—! gru)

11—

©@-3 EHWEHOZWrCxSIZEE LT

BIVER (RVEMERRECIN 2, KRIB% - /INEZ% -
HEEO TR, ITHRERESE « i{LMENRE K. BHERE
bR (RAME RVEMER 25%) . Wik (TR
PRREREE . FURIRGSGERE S . RIBMRERRE) . 1 1Y
PEIRIA, 5 & DB, Wik - BREUTRURIE . EJ% .
HE OGRS (TR SRR . & RS
TEARSE R, ZIEALEE, BAKHIESF) . infusion
reaction, MZ% - BAMEESE, EJEM HE)E, FREEE
T (XT 2 NUEEEREE) DK, EER M
WP SE (S il MR PSR BESR . PA MR i
IRIFERSS . MERRIERAESE) | MER B REMERE, F5E%
M) TR UL YR R ST B A BE o BT
PeaH 3 2 R0 &L (BIEHOZKox ST
L THELROXEEZZTONLIEGMHICH D 2
&)L EBIZEY R ALE N TE DIRH N E STV D
Z &,

10 N—¥

@-3 BIEHOBE-CHISICE LT

RIER (MEMEMZEESINA, K% - NGk -
BHED TR, ITHERERETE - B LIRS 78, EHERE
b (RANE BB RS . WomkEE (T EA

PRRERRTE . HUIRIRPRRERE T . BIBpRRERTE) . 1A
BERIA, 5 E DB, iR - BIRUTMIRIE, BER

HEOKERES (B8 RMBEIRIERRE, ZIRLHE,
JARHIES) . infusionreaction, MK « BRZE.
HIEAG S E, MRREEE (X7 2 - SRR
) DS, BEERMKEEE (i M
PEERBENS . A i, ARIFERES | MERRIERIE ) |
MERE BAEGERE, FiEZSE) 1Tk LT, YikhEak X
(X R R A B D BEPAME & 3 D R & s L
(BIEH OZW-ox IS IZ B U CHE & O %%
TONLRMHEZH L Z L), BEHIZHEDRLED T
X HIRHINIESTWD Z &,

B Al e e D i A FHEE T A BT A > OWETE T Cor[H &)

Hr

IH

HE A

(FHRErIERD)

L

(HHAEBHIER)




2= WG L 72 HEIEL © XA R — ZSREERHE 100 mg | 23— KR E T2 D EHN S <
(—fs : RoaT7m ) X~ (EiEHiRz)) XA F— & S 100 mg (—i%4 - AT B
(%) U AX~7 (BinfHHz))
WL DHELOHE  7TX v F =7 L OB (%)
IZBWT, ., AR, a7 el X~7 (GE KRR DHELOHE : TXVF =7 L OO
nfHiHz) & LT, 1[8200mg % 3 MMM WZBWT, @E, AT, RA7r Y Xv7 (&
I$ 1 [7] 400 mg % 6 MFFENE T 30 22T T L z) & LT, 1[8]1200mg % 3 ¥ RIS T
ET 5, 30 Sy TR FET 5,
(%) (%)

3= 2. ARFIOFHE, 1ERET 3= 2. KFIOFHE, 1ERET
FA MV HARERE 100 mg (A - AT H FA M— T 20-meHeONRLRREEE- 100
VX~ 7 (GBI . BT TRA v d,) mg (—ffedh 0 NAT Y X7 (EEFAHRZ) .
1%, PD-1 (programmed cell death-1) &FD VU A PAF TARHF Euvv9d,) 1, PD-1 (programmed cell
~ RT&H 5D PD-L1 LR PD-L2 & DOfES & EHEMHE death-1) &F®D VU > KTHD PD-L1 LT PD-L2
95, & MbIgGd £/ 7 u—FAHKTHD, LD ERERET D, B M Igtd £/ 7 u—

THAHERTH S,
TR—= B AR/ T X T =TRSO CREEMEMRE | 7= B, AREN/ T X T = TR TRV MR

12 65 (2.8%) . KRB « /NBZR « FEEED T 40
(9.3%) . MRpEE (T - N —EGERS) 2
B (0.5%) . FFEERERES (ALT L ONAST #§h07e &
I REMR A E S 2 5 ¢e) 150 61 (35.0%) . HUIR
IEERERE 2 165 {4 (38.5%). FIEASHERERSZE 5 4
(1.2%) . EIFEHEBEREEE 10 1 (2.3%) . 1 7RUPERIA

12 61 (2.8%) . KIHZ - /IEK - FHE D T 3941
(91%) . ffRBESE (X7 2 - NU—EBERESE) 2
B (0.5%) . AFEgEERES (ALT L ONAST #8072 &
JFHSEE A E S H 2 &) 150 61 (35.0%) . HUIR
IAEERERS 2 165 {4 (38.5%). FIEMEEREREZE 5 M4
(1.2%) . BIFEHEBERESEE 10 1 (2.3%). 1 RUBERS




141 (0.2%) . BHEEERES (RS VMR K%
9 (2.1%) . sk - BREUTBARE 4 61 (0. 9%) .
HIEFFEESE 4 61 (0. 9%) . Ok 261 (0. 5%) .
S E IR 141 (0. 2%) KON infusion reaction 2
5l (0.5%) MWD LT,

(%)

141 (0.2%) . BEHEEERES (RMERIEMERRE)
9 (2.1%) . gk - BRAUTRLARE 4 61 (0. 9%) .
BHIEGHEESE 461 (0.9%) . Ok 261 (0.5%) .
S E DL 141 (0.2%) KON infusion reaction 2
5l (0.5%) WD BT,

(1)

gy

ik - HE]
AHOREFAKEYBEET NV ERHE LI 2 L

— a2k KK 200 mg A Q3W, 400 mg & 6

EEFEE (LT Q6w Evy5 ) XiF 10 mg/kg (I

H) z 2 @MEFE (LT QW) &vwo,) THRE

L 72 BROAAN O i P FE DS RET S e, £ Ol

B AAL400 mg & QoW THEH L 2B O AA| O E &
REBIC BT 2 FHMIEHIRE (PLF [Coped W
Do) E. AHI200mg & QW THE- LZEED C.p o
CHPIT S LTS (FR), Fio, AH 400
mg & Q6W THH L7 BEOAA| DO EFIRIEIZE T 2
HeEIiEFREE CAT [Cuel EWVH) F. A
#1200 mg & Q3W CTHH L72BED Chay o & HEEE L T
EEEZ T ETHESNEZbDD, BARABREIZE
WCABEERHR IR TS HE - IR TH LA
%l 10 mg/kg (KE) % Q2W THEEH LIZEED Chues
g L IR A RS & THlENE (FR), &6

(R - &L B




M R IR BRCE A P RITARAI 400 mg & QW

TE L=s s 1 AR ER  (KEYNOTE-555 #ER)

£ 015G 5 FERIEICFE D < EMBNRE N T A — X

X, a2 b—va AR PRI 723K EhRE S

7 A= P L (PR, Mz T, EEOFE

CR T D ERRFBRARRRIC D & | AR DR & &

AL S F 2 e & 0 BHIE 2 a9 5 R R PG T

TOURFEE X1, AKl 200 mg & Q3W XX 400 mg

Z Q6W T 5L 72 BROWREE & & A ME T2t

EOBEIZ O W TR SR, ERRoE -

HEDH T A OZ 2RI =R IT 20

E TRl s,

(F )

9 ~t—v

@O MEFIZDOWNT

@®-1 TFio (1) ~ (5

HMEE THHZ L,

(1) JEAFBRENEET 20 AHERERL N
TEBESE (ERIERF IR 2N A e s EEL AR e |
IR A3 A RS B BE L AR T, Mk s A
WbE7e &)

(2) FrERERibL

(3) BERFRMENIEET DN
(AR ERBT. DA

) DWTIITREYS T

B :
5 )

g <— v

(1

(2

MIEEY T

)Fi%@kﬁﬁ%ﬁﬁéﬁh@%@%%ﬁ
s (BB TR A A2 OB HEL S5 B
g A A RS GEBE LS BE . HuIEE N ARSI
e 7n &) (SRue 7 H 1 HiReel - 436 4
15&_)_

) R EREREIR POl 3 AE 4 H 1 R 86
#E =Ju )




J1IHBE. S AR EEHEE R 72 &)

(4) HRAFRIEEZHE L, ARALRIEN
B U AN 2 D% HHE
25 JEHEIT> TV 5 ik

(5) PrEMEIE AL G & HEINE O i gk FUE 24

(3) #ERFRENEDFRE S D 25 A2 HREEE T
(DS ARZIRIEEEFR WP, 23 A iRE i )
TIlE. B3 AR EEHEE T 2 &)

(4) IRAEEREEZRE L, SRR IEN
1 UISSRAL IR IE NG 2 Ofi s £ IS

AR AT TV B i 1% % J| H & AT 2 TV B it sk 2947 H
JHHERA - 2531 MEEy)
(5) PSR E EINE O g% F A 2 fR
BIEHEIT > TV Bl k-l 29-47 H1-
Bl - 1087 ey
10 R—v ©@-3 EHWEADZKr<CxIZEI LT 9= ©@-3 EIEADOZWrRIGZRE LT

RWER (MEMEMERICIZ ., KIB%K - DNME% -
HEEO TR, ATHERERETE - BLIEARE 75, BiRe
s (RAEREMEE %) . NOWEE (FEE
PeRElEE . FURIRAREMEE . AIB el E) . 10
BERRIE. 5 & D, R - BUBUTHMARIE, B,
HEOKEEE (DEtERAESERARIE . S E RS
BEARSEMERE ., ZIRALBE, B RIES) . infusion
reaction, M7k « BRI, BJEMEESGE, FhRERE
T (FT 2 NURERIESE) . DR, EEAm
HebEE (SefE e i MR SR DR . B MR I
IREFERYS, MERERIERAESF) . MEBRE RSEMERE, Kt
TE) AT LT, YR e 3ol Bl R R A B oD F P

BIVER (REMEREEICI A, KIBR « NG -
HEO TR, ITHEREREE - M LMEREE &, Bk
P RS FEMERRTE) . WowkEE (T
PERERE S, HURIRMRERRE S BB pRERREE) . 1 Y
PERIE. 5 & DRI, Mk - BRSO BARIE, 2%,
HEOKEES (FERMBEIRIERRE, ZIALHE,
JARHIES) . infusion reaction, MK « BHRZE.
FEIEAG S E, MRREEE (X7 2 - N SRR
%), DR, EERMIKES (ki Mg
PEERBETS . AR I, FREFERES | RN ERIE ) |
MERERIEGRE, M%) 1Tk LT, Mkl X
(X R RS B D BLPAVE 2 3 D [EAH & L




XA hV—F SEEE 100 mg (—H%4L - AT
U RX~7 (BIEFHELZ), BLF TRAL Evo,)
I%. PD-1 (programmed cell death-1) &FD U K
> RTd D PD-L1 LN PD-L2 & OFEA & E R E
95, b Mb1gGd £/ 7 u—F Ak TH D,

PafT DEAEHEE L (BIEHROZECRGIZ RIER OZWr-CxH S IZB L THRER SR EZ %
BAL CTHREAVPIXREZZITONDIEZHICHDL Z TONDEMITHHZ L), BHHIZHEY R LEN T
&)L EHICHE Y R ALE )N T DIRHINEE S TV D X DEHINE S TND Z by
Z&,
SHSEY R O fc il HHEE T A N7 A > OKETERT (o IH xFER)
e [H
=R 4 (FHMEERD) Y= (B yHBRERHIBR)
2= KGR DEIKEL - XA b —F HIEEE 100 mg | 2 X— XfG L 7p B ESE M dEWE R <
(—f4 - a7 n ) X~v7 (EETEEZ)) XA FL—F EEEE 100 mg (—f%4 AT 1
(%) U AX~7 (Bla1Haz))
KR LD HELOHE @, AR, XA (%)
7ul) Xv7 (B Z) & LT 118200 mg WL A HEROHE  @E. A, A
Z 3 MMM X% 1[5 400 mg % 6 FFEREIFE T 30 7nul)Xv7 (BiaFRZ) & LT, 118200 mg
ST TREEEET 5, Z 3 MR T 30 22T THRIEFHHES 5,
(%) (%)
3= 2. AANIOFE. 1FHET 3= 2. ARHIOFR, 1ERET

XA M—F SEFHE 20-me M ORRRHRFRE-100
mg (—f%4  XaTvn ) X~ (BIEFEBEZ).
PIF TARAI &v9,) 1E, PD-1 (programmed cell
death-1) L ZD VY H > K THD PD-L1 K PD-L2
LR EEAET S, B MEIgd £/ 7 m—
TAHUETH %,




4= (B 2hE] 48— [ 2]
[EI B[] 5 AR AR BR  (KEYNOTE-048 545R) | B[] 25 AR AR (KEYNOTE-048 5:A5R)
() (W)
F o ARFN MR L EREE & el LT, ITT F o RFIEME R L ERE & g LT, ITT
LBV T, 0S 1FFESLMEZER L. combined EMIZBWT, 0S 1ZIEL AR L. combined
positive score™ (LL'F TCPS) &v9,) 281 LLE positive score™ (LL'F TCPS) &Wv9,) 2 1LLE
DBEELEMIZIBNT, 0S DFRERIERPHO B DIBEEMIZBNT, 0S DFERIER DD b
776 72
*4 @ PD-L1 Z3EBl L7 fifask (EEHle, ~7 = * 4 1 JESHARCISIFS-PD-L1 &35 L 7= fEE A
77—V KON U RER) A RIS T hR B gediin (~ 7 a7 7 — Y KNNY R
L. 100 %3 U 7= KM, BK) ofa iRiEEMia Chr L, 100 ZF L
T 5UE,
11— [HiE - HaE] (U - HE]D B

AFNORHEREYEEET VERHA LV I 2 b
— a2k KA 200 mg % Q3W, 400 mg & 6
W (CLF TQ6W) &9 ) Xk 10 mg/kg (&
#H) 2 fEME (CLF QW) w9 ) TEE
L 2B OARKI O Mg PR E ARG S iz, £ DfE
B AHAI 400 mg % Q6W THE- L 7ZBRDOAF| D & H
WRBICIHB T 2 ML CLTF [Copod W
Do) IF. AHKI200mg & Q3W THEGH LZBEED Cup e
CHERIT S LTS (F#), Fio. AH] 400
mg % Q6W T L e BROARH O EFIRREIZH T 5




e iE PR (AT TGy o] &V D) 1, A

A 200 mg & Q3W TEEH LTZEED Chuyos S HEEEL T

EfEZ R PRlEShEbOD, AARNBEICE

WCHEAMED RSN WS HE - AR THIHA
7l 10 mg/kg (KHEE) % QoW CTHEE L7ZBED Cp o
Ebig U2~ & Pl E e (FFR),

AR R IR AR & R BUTARHA 400 mg & QBW
THG LS 1 FEFRER  (KEYNOTE-555 #fER)
LV E O EREICEE S Y BhE T XA — X
IF, a2l —3 a3 0280 Pl L 2Ry ERe 3
TA—HZ UL (FR), Iz T, BEOREE
BT B ERRBRAGEIC IO X AR DOIRE & &
B A F 2 A & o0 B 2 f 4 2 MR R SO B
FIOLDMEFE S, AHI 200 mg & Q3W XU 400 mg
Z Q6W T b L ZBROg R & & AWM 3% et
DR EIC O W TG S /R, EFRoHE -
H & O TH DML NP B 72 72 T 7 v
LTS,

(& M)

12 =

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

11—

) JRAETBRENIRET DA




JPEaE  (ERE IR 28 AU RS OB HE AL 2w e
IS8 AU BB OB L R e . HUE S AU RS IR
Wbt &)

(2) FPERRRERPT

(3) #ERFRENEDFEE S D 25 A2 E SR
(DS ARSIRIEIETR EME, DS A2 it i
NIbE. DS SRR HEE R 2 &)

(4) IRALEREEZRE L, SRIE RSN
BT SUISSRALERRIEINGR 2 D ffik ALY
225 21T > TV D fiaR

(5) HUEMEREZE AL B BINGR o i Fs M L2 4R
% JE 21T > T S ik

1 C AN STy i 2S Uik : 3 INR ] TN

HIB 7S AR BREEEIL RGeS ARSI
Tl 7s &) Rt AR 436
%_)_

(2) K EREREIR Be—Cpe 3486
Ha2)

(3) HBENF IR FDIEE T 2 03 A b
(N AP EETRERPE, 23 A 2 E s 1)
J1mbE, 3 A s HEE R 7 &)

(4) AR bR E2aE L, AR FHEN
B I SRAC S EIEINGE 2 D% e
125 Ja H %217 > T Dl Ol 2947 H-
S EHEES - 0531 k)

(5) PrEMEREEAIAL G & BN O i ik FEYE AR
% 21T 5 T 5 i a2 7 H1-
RS . 1087 )

13 =

©@-3 EBEHWEHOZWroxHSIZEE LT

BIVER (FIEMEMZE RN, KRIBK « DIGK -
O TF, TR - i bEIRE S, BieE
fEd URMERIEMEBERE) . WowkES (TEE
PERERE TS, FUIRIRMERERE S, AIBRERErES) . 1Y
PEIRI, 5 & DS, ik - BRSO RMRIE . %,
HEE O RS (T 2R SRR . SRS

12—

©®-3 HEIEHAOZErLHHRIZEE LT

BIWER (FEPMEMZERITIN A, KIGK « /DGR -
O TR, FREREREE - Bi{LIERRE S, B
e (RMEFEMEBRE) . NomkESs (FER
BERERE T, HUIRIRMERERE S, AIBRERErEE) . 1Y
PEIRI . 5 &9 S, fhk - BUBUTRMARIE . e,
HEORERES (K EREARE BERE, ZTALEE,




MRREMERE . ZTEALBE, FHKIEIESE) . infusion
reaction, MK - BEMEIC, BIEMMESGE, PhfLRE
FH(FT - NU—IERRES) . Dk, BERMm
kR (G i MR PSR B . B e I
IREFERES . BERRRIERIES) . MBRERIEMREE, Rt
) ITxF LT, Yk ek S M R R B oD B
WaaT HERMEEE L (BIEHAOZE-CXHSIC
BLCHRERVIEEZZITONASGHEICHD Z
&)L BEBICHEYI R AE N TE DIRFINE STV D
Z &,

FARIEIESE) . infusion reaction, JHZ - RS,
BEIEAEEE, RkkEE (T - N —JERRE
)| e, EEMEES (G i N s
PESRBENS . A ER i, ARIFERES | MR ERIE ) |
MERERAEGRE, FEEZEE) 1Tk LT, YikhEsx X
(X R A B D B PAME & A 3 D [EHH & s L
(BIEH OZWoxISIZB L CTHRE R O g %%
TONDIEMICTHDZ L), BEHIZHET R ALED T
X HIRHNESTND Z L,

14 ~—

5. BERGRL D BEHE

(B2 B3 % F3r]

(O m)

QAN ZEBEILFRE M AHFER  (KEYNOTE-048 FR5k)
IZBWT, &fFERICBTEY Fv~7, 5-FU
KO 7 F B OB G & ik LT, &AL,
5-FU Je QY7 Z T~ 45K D HF T B - B DA B Bt
HOBEENRENTWD, 7272 L, PD-L1 FH

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

FERDEFELNTNAHZE (p7~8%MH) 7vH | CPS
LR L7 ECAFR GO RS OYWET 52 &
DEFE LV, CPS 1Kl Th D Z &2 ifERE S 1
THEBEIZBNTE, AAILSOTERIERE S B &

13 X—

5. \hERGRLERDHEBEH

(A2 BI 3 5 F ]

(@ ")

QOARFN X ERR [ 2 MAHFABR  (KEYNOTE-048 785R)
IZBWT, 2FERICBWTEY X~ 5-FU
K O7 7 FF BB OO & g LT, ARHAI,
5-FU kN7 7 T BA| D GF H $5¢ 5 J OAKI B ¢
EOFMENRENTND, 72720, ESERH

)| ) >~
N YL FH — HEA

O oELE (CPS) 12X 0 HRMENR DA AR
RENDFEENELSNTNDEZE (p7~8BM)
. CPS*& R L 7= B CAKIE: 5 - v 45 o ¥




R
(M)

EITAHZENEELVL, CPS N1 R THDHZ L
DHER ST EBE T W Tk, AL DTG E
kb ZET 5,

(1)




e HHEE T A K F A

RAT7n ) Xv7 (B Z)

(M54 @ ¥4 b—F s ERE 100 mg)
~fLIE I~

S 248 H
JE A S E A

Bk




ER/N

A o

XL DT
AHNOFFE, ERET
i IR A

FaE% 122U T
BHXG L 70 D A

BOICER L TRHE T~ EHIHA

P2
P3
P4
P9
P11
P12



1. [ ZL®IC

EE S DOF M  ZRVEOMERO T2 DIIE, USf SCESIT IS\ 23 E 7 A3 R D
bb, 52, IEOREFHIFOMEANC L0 | FUREIR S 72 & O H) 72 B /8 %
FFrEEGENARINDLH T, 2D DOEKTZ BB B TR 2 2 L BB
AR L 72 o TR Y RIFMBGE R & GE O AT #2016 Gk 28 4F 6 H 2 H B E)
IZBWTH, HEHNERLEOMHORE(LHEERZX S Z & L ShTna,

AR AR E SR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRDD, T, HIWELROLZEMICET 2 ERN+0ERT 5 £ TOR,
UHEERGLOBELEEZIT D ERPR SN BEEIRH U THEMAT L &L b, BIE
RNV LTI B et & & D 2 & DS ARE 72— 8 O B & i 7= 3 EE SR A B < A
THILENEETH D,

L7z o T, RHA RTA 2Tk, BIBEESC 2N E T L N TV D EFRIZY) -
BHER M EED & | LU O 3K O feiid 70 ) 2 HEHE 3 2 8LA & B2 B B %
F RO ERERERT,

RE, RHA RTA 0%, MNIATBOE N ESR G ERE R O, 2 FEARAR
BRSSP . — AR N B AR R NEHE & M O E IS FTEENE N B A RIE SO
WHhob EER L,

WGl I DRI A M —F SEERE 100mg (— k% AT e X~vT (Eis

T %))
K% ERDRREIUIRR « 3 AALFIRIER I\ ZHEE U 72 PD-L1 B ORI UIBR AN GE 7R HETT - 15
PO RIE RV bR

MNEERDRMEROAE - @, AL, A7 r Y X~v7 (Ba7HE#fz) LT 1
8] 200 mg % 3 F HIFRE L 1 [E] 400 mg 2 6 3 [H IR T 30 20/
DT T RIEFES 2,

3% R 8 3 & MSD #RAath




2. KRHNIOFHE. 1ERET

XA M —H BIEEHE 100mg (—f4 : XA 7 r ) X7 GBIEFHZ) BUT TR
#ll &vv95,) IE, PD-1 (programmed cell death-1) & =DV 7 R Cé % PD-L1 2 OF PD-
L2 L OfEE#EERET S, & MuigG4E /7 n—FAHEKTH D,

PD-1 R 1T T MR e BEARRSAE 2> & 38 2 72 1203 AUKIB SR 3 2 T 2 s 28 il £
AA »F T, PD-1 1%, EE/IRREICEWCTEER T HilROMaEmIc R L, 3%
P e % B o AR B T R e S RS Z flE 3 5, 37205, PD-1 XV v KEfk
BT DHIEICRVPURSERIC L D v VT IVBREZAICHIET 2% B/IKTH 5, PD-LI
DIEFFRIC BT 2H8BUT DTN TH L0, Z< ONAMBTIE THlROB X 2 Mz 5
FEBENCRBL TV D, BAMIIBIZET S PD-L1 O &R HIT, BHlE, e, it
AR, INECRE . FENEIRMIE R E O A ST THRARK T THY | IRWAEFRE
OB HE ST 5,

BED D A DEGIRI T4 & PD-L1 FELOMEBEMED S | PD-1 & PD-L1 ORI IZAEL D
TP RS BV CEHEEARRE 2 H ) Z EAURB SN TEY | iR ARROEN L L
TSN TV 5,

AANX, PD-1 & PD-L1 XO'PD-L2 Dfi U 7> ROFEAELET 5 Z L1k v, JEE
W NBR B T D B AR S =M T U o SR 2 1E ML S8, HUE S ) & FEME L
52 L TGN R AT D,

AFNONEFIRETIC IS BIE O RIERUSIE L BEWERS2 S b b, Bl XTI
EH AN D D, AAORGPROBGHIIT, BEOBBE AT, RENE
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o Al & L Col
GBI A AT, BEOGIESURIC X 5 BIEMATEDA WAL, BRI
AN DR E OGN AT O WERD B,



3. FEIR RS
D AACFRIER IR L7- PD-L1 Gt ORIGUIBRARE 2 1T « BROBE R LA
Jem D KR I Z B 24T o 7= E R BB OGS 2 R T,

[H2hE]
[E B LRI SB AR (KEYNOTE-181 7&5#)
—WIEH & U TR 2L RIERE D & 5 IRIGYIRARGE /T - R O RiE R - B2
R OVRIE IR 628 Bl (AAN 152 B2 &de) Zxiguc, AHI 200 mg 3 36
(LLF TQ3W) &9, ) G OFMERONRZEMEN, {LFEE X7 V231, R
YA XEAIIA ) )T HY) ERBE LTRSS N, 725, B CREGEFTH
RO BN AT, TREBMEAT 2 R IR RO DR WEDO BRI LZE L WD EBE
TUE, KIEILARE O BT CHRBETT AR b D F TRAIOE G Z ki 25 = &3]
RBE & Sz, FEFHEE B XA (LU ToS) w9, ) &St FMtras s
L CREINZ () PD-L1EGE (CPS =10) M., (i) P EEEEN KO Gi) ITT
EHIZEBIT 2 0OSORERIFR1OLEBY THYH, WTHOEMIBNTHERNHE S
NIz HHEAGG T X 7o T,
*: PD-L1 %8 L7z filatk (MR, ~27nr 77— KON U NEK) ZRlEgfiatt ¢
BRL. 100 %3 U7-fH,

F£1 TSR E SN-BEEMICEBIT S 0S OGE (KEYNOTE-181 #45)

. " R B .
. . A N AP — R pfE
Ja53 Bi %
e | B B %) [95%C1] [05%CI] )
(ZAH)
ﬂ;ﬁgwmg 107 (8282) 93 [6.6,12.5]
CPS=10 10'3 0.70 [0.52,0.94] "' 0.00855%
fbgkiE 115 (39.6) 6.7 [5.1,8.2]
Kﬁg%““g 198 (81362) 8.2 [6.7,10.3]
R R 18 0.77 [0.63,0.96] *  0.00894™
b 203 (89.7) 7.1 [6.1,8.2]
ﬂxﬁgwmg 314 (5672) 7.1 [6.2,8.1]
ITT 254 0.89 [0.75,1.05] ' 0.08431°
b9k 314 (90.4) 7.1 [6.3,8.0]

Cl: EHEXM. *1 : #uk (727, Zoft) ROWHMA (RF LR, W) ZEhlE T & L7z fERl Cox [EF,
Mk (7T, Fofh) ROKHRE (RN LR, e Z@Rlk+ & L7z @Rl log-rank fiE, BEAE (F
M) 0.00853, *3: Mgk (77, FoOM) ZERIKET & LZER Cox [BFE, *4 : Mk (77, 2ofh) %E
IR & U7z @R log-rank IR 7E, AEAKUE () 0.00766, *5: Hililg (77, o) ROWHME (R LK
. e ZJERIA T & L72)E 5] maximum weighted log-rank M€, A& /K4 ({)) 0.00772



—J7. PD-L1 Bt (CPS=10) 2> o)m - FRE o BE 1677 (BARAN 7752 5Te) 1T
BWTUTOEMERENSE LN (F2EVK 1) , 28, SkirEMH I T EFaiHE
ST AT XI REER Tld7e < . BRI MITHERTH 5,

#2 ARMAGE (KEYNOTE-181 i5R)
(PD-L1 5% (CPS=10) oV b o B, BRI 5

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

CI: fFHX, * : J&@R Cox Il — FET /T X 247715 & Dbk

110
100 T
90 I&»
LY |
ABO— Y
X A
E 70" HH\ H\l—_x
g 60 e A 200 mg Q3W
) |
2 50 . S
© N
5 ™ e
> 40 - \
o) 5 \-\j
30 - J/ Lﬁ\_
20 =22 30 ey
<[Py —+-
10 4 '_H—'—a—--—+-—+—---,L
——t
0 | | | | | | 1 I | | | | | I . |
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AF200mgQ3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 0
e==30 5 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

1 OS @ Kaplan-Meier Hif# (KEYNOTE-181 7{5#)
(PD-L1 [51% (CPS=10) H o LR OB PRIRHI 72 AT FL)



[Ze 2]
[E B LRI BB AR (KEYNOTE-181 #&5#)

PD-L1 5 (CPS=10) 7R LD EEIZBW T, AEFERIIAFRE 81/85
(95.3%) . ALZFREIERE 78/82 5] (95.1%) (2388 HAL, JRBRIE L ORI EEURN G ETX
RWEEERIL, NI S585H] (64.7%) KON 67/82 5] (81.7%) TR BT, W
FLORETRBEIEGN 5% EORIERIZTRO L BY Tho Tz,

£33 DTN ORETHEEBEIED 5%ULORITEN (KEYNOTE-181 78R (ZZa it oS4 H)

EBIRHE (SOC: Bi%x (%)

System Organ Class) AFHIRE {bZBFRERE

JEAFE (PT: Preferred Term) 85 5l 82

(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
ERIEM 55 (647) 19 (224 1 (12) 67 (817 32  (39.0) 2 (2.4
MR LY 3R EE

2 ifn. 4 @7 2 (2.4) 0 22 (268) 7 (8.5) 0
B 41 BRI i 0 0 0 8 (9.8) 8 9.8) 0
I BRI E 0 0 0 6 (7.3) 5 6.1) 0
Mo isE

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

T 4 4.7 0 0 13 (15.9) 0 0
TN 5 (5.9) 0 0 17 (20.7) 1 (1.2) 0
H N 3 (3.5) 0 0 11 (13.4) 0 0
— - EEFEER X O SO RRE

1 9 5 (5.9) 0 0 9 (11.0) 1 (1.2) 0
I 57 10 (11.8) 0 0 16 (19.5) 0 0
T B R 7 (8.2) 0 0 5 (6.1) 0 0
FEEL 5 (5.9) 0 0 (11.0) 0 0
HRPR IR A

I R ERER D 1 (1.2) 1 (1.2) 0 17 (20.7) 7 85 0
1 BR AR 0 0 0 22 (268) 10 (122) 0
R L O S

BARBOR 10 (118) 1 (1.2) 0 16 (19.5) 0 0
B R 36 L OV A FEL Rk e

17 IR 0 0 0 8 9.8) 0 0
PR R P

USTE 0 0 0 6 (7.3) 0 0
KM= 22— F— 1 (1.2) 0 0 5 (6.1) 1 (1.2) 0
RWMERE = 22— T — 0 0 0 22 (26.8) 1 (1.2) 0
MR 2R, FERds K OMthm e

Jitilig & 7 (8.2) 0 1 (1.2 0 0 0
B ¥ K OV T AR kR

it A 1 (12) 0 0 28 (34.) 0 0
HIB 4 4.7 0 0 6 (7.3) 0 0
ZiRNIRZ SN A2 2 (2.4) 0 0 6 (7.3) 0 0

B, AFFEC RO THRIBEMEMRE 86 (9.4%) . BEDREIEE (hattR iRt

6



RAEAE . P REREEARIE R, AR, JEREIESE) 161 (1.2%) | ks (¥F7 2 -
N U—EERESE) 2 1] (2.4%) | IFHEEERESE 9 il (10.6%) . HUIR RS RERESE 7 61 (8.2%) |
1 ABERRIA 131 (1.2%) | fhdk - BB mlfRE 161 (1.2%) & O infusion reaction 1 {5
(12%) MFRDO BT, Fiz, KK - /MK - BEO TR, TERAEREEE, #BIEHE
REfEE . BRREREE RN MEMER R%) | Pk, BIEMEE, MK - gk, 5
E O, LA, MERERIEGERE, BEE e MmEES (oMl OB MBI,
MR, FREFERES, HERRIEKIES) R ORI O b oo, RRIERFEBLRN
FBEES (BAREERTLZET) 28 0EEREZ T,



[FHik - HE]

ARIORHEMEY BT T LV AERA LY I 2L —a 280, AF| 200 mg %
Q3W, 400 mg % 6 HMFE (LT TQeW] & 5, ) XiX 10 mgkg (KEH) % 2 M
fkm (LT TQ2W1 &9, ) TG LZBOARR O MG HIRESHRG S, O
H. AH 400 mg & QoW THH: L7 BROARA O EFIRBIZ IS 2 B miEHRE (LT

[Cavgss)] EVVI, ) X, AFI200mg % Q3W TH G LTZEED Covgss & JEET S & FHIE
Nz (F#£) . 7=, KA 400 mg % Q6W T H L =D AR O EHIREIZB T 5 i
MIEFIRE (BLF TCmaxss) &V¥9. ) 1E. AHI 200 mg 2 Q3W TH G- L7ZBRD Crnaxss &
L TRz~ e FRISREZL 00, BARAABEICBODCARENHREINLTND
i - HETHDAA 10 mgkg ((KE) % Q2W TG L72FED Craxss & FLBE L CTIEAIE
Aod ETRlEN (TR) . oI, EBRAEBE Z X RICAHK] 400 mg 2 Q6W T
B 5 U2 SR (KEYNOTE-555 3Bk) X 0 153 57z SElEI 555 < SR fe <
TA=HF VI 2 b—va L0 PRIL Y EiRE T A —% HRI LT (TH),
Iz T, BEOFEEIZIT 5 EERRBREAE IS D & | AFIOIRER & & A XL em
& DEI#EZ MG DIRBESE T AR S L, AKl 200 mg % Q3W X 400 mg %
Q6W TH# 5 Lo B ONgeE & & A UL et L O EIZ O W TRFT S /R, E
SEORE - HEOM THME R OZ 2RI e 22 BT v &Pl &z,

K4 AHNOEYEE T A —F

B - P Cinax Cavg Chnin Comax,ss Cavg.ss Cnin,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
200 mg Q3W! (582?;97) (27i?§81) (17;?;83) (91%3524) (49;??L0) (302??L4)
400 mg QOW' (125??24) (32i5§§7) (10L?fb$) (14é??49) (SOi?glﬁ) (192?309)
4%§§%E§N (B;é?SaM NA 05:?;0 NA NA NA
10 mg/kg Q2W' <21§?§23> (14§??45) (11;}?21) (423?333) (2727282> (19;?200>

t:1n=2993, 100[ED> I = L— 3 & 0 EH SN2 B EEO P RAE (2.5%47,97.5%4)  Comax : FI[EIF
% OREMEFIRE, Cag : PIEHEG% O MG I, Cuin : HIEIFEGH% (A 702 5450 ORI
HIREE . Crnaxss © EFCIRIBIZR T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 FHIIMTEFIRFE . Crminss : EHIRAEIZ
BT D IR 775 2 B

I 56 BIDEMELE (95%(EHEX )

§ 41 Bl RMEIE  (95%(EHEX )

NA : %72 L




4. WEFIcHOWT

AR OG- 72 BE 22 W - FrE L, AR OB LY BEELRBIER 2RI LT
BRI T D Z ERMERTZD LLFOO~QD T X T AT HiIZB W TERT 5
REThD,

O MEFRIZHOWT

D-1 Fred (1) ~ (5) OWVWTINITHY T HiEXTHDHZ &,

(1) JEAETEBRENEET 203 A2 FOE LIRS (B E IS A2 OE L SR B
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁﬂmﬁﬁrh@&>

(2) FrEMERERPL

(3) HBEAFERFNFNFEET D0 AR (03 AU EEHEIREWRPL, 23 A iafs
W IRBE, 3 AR EEHERE B e &)

(4) IRALFEIEE 28 L, S b FREINE 1 SIS RN 2 ol gk K1
AR D AT > TV B itk

(5) HUENERES AN B BN ORisk IR D | 21T > T D fitiak

@D-2  FERE O FRE K ORIWE RSB O XTSI oy 7250k & R 2 FroERT (F3R
DWTINTEE G T DERN) 23, X2 REBOARANCET DIGROBMES & L TRES
NTnsHZ &,

*

o [EREHFRSZ2EDOYIMHE ZE T L7 ICSFELLE DN ATRE O RIRIHE 2
IToTWBHZ L, 96, 28 BT, DSAEWERESY T & LUZBRIEREZOME %2
1IToTWAHZ &,

o [ERFFRSE2FEOYIMIAHE ZME T L7-1412. LSS O 23 AR % & tes
FELLEDOHLBARZDEH ZIT> TN D Z &,

o [ERIGFFEUSZR2EDOWIANHE # & T LI RICAFELL EOEKREERZH/ L T\ 5
Z L, 9B, 3ELLRIE, LRSI O N AW ERIE Z B T LA S DO BERIHE &
1ToTWAHZ &,

@ BENOEFMFHREEHOMAEHIZONT

G W BT T 2 R DS AL E S v, SR ZED D OIFHRE A, ﬁ?ﬁé %@
B ;ﬁ%ﬁ’ﬂﬁ%&@ﬁfiﬂd}iﬁﬂﬁfr I D IR A EFRNRAE LGOS
. FRESNITATONDIEHINE > TN D Z &,



@ BWERA~OXHRIZ DN T
-1 fiti e A B3 2 Zp:

WV ME R B D B 2R BIVE R 2338 48 U T2 BRI, 24 BBIRSHRIAH] O F | MYikhiak X
S BV T, BB L 2 BIEANCIS U CARBRE L O CT 20 BIVEF ORI 25
IR ORERNY B IS, B HICRHGATRER2ARI N E - T d Z &,

@-2 EFMEE L DA EELRIGICET 5 E

DAZRICED 2@ OB e A T A EEEFEEDPEERE=2V 7
EHEOIEFRDOAT ) —= T EITOERE & HREZ A TE 5 F— AERIRH 23
EESNTWAZ L, 2B, BIEHIZHOWT, BABRE EZDOFEICHSITEmMmENT
WhHZ L,

@-3 BIVER OB Wr-x I B LT

BIVER (REMMZERICINZ . KBE - /NMEK - BEO TH, FHRERESE - ik a
TR, BHEEREE (RMEREMEBRE) . NowkEEsE (TEREMKREREE ., FUIRIRERE

= ORI REREE) . VRBEIRIE, 5 E D IRK. AR - BRBCRMEAE . ER . EEE DR
JEREE (PR B RMARAE R BRI AR BERE, S HRLBE, FARHRIESE) . infusion
reaction, 7% - B, BIEMME)E, MRRESE (X7 2 - NU—IEGERES) . DK,
e Mgl E (oM i MR PESREE R VMR ML, JRIFERES | MERERIERAE %) |
MERBERIEMERE, FEAZE) 1Tk LT, Mk X3 MR B o B 4 9~ 5 R Al
EEfE L (BHWERHOBZECSICE L THRER SR EZZ T oN L& MIcH D 2 L) |
B OIZHEE 2 LE N TE DIRHIRE S TNDH T &,

=5

=
|
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5. BGxIBLbEHE
[HZhEIc B4 % $1H]

@

@

bEEERE 2 A9 % PD-L1 BiPE (CPS=10) DOIRIEYIRAREZRHELT - IO RIER
e RO BB B W TARAOFENEN RSN TN D,

2B, CPSIIRAT Y X~ (BIETHH:) Oa =42 (kE4 :
PD-L1 IHC 22C3 pharmDx [# =]) ZHWTHIET 5 Z &,

FRLICEZ N T 2 BB KT D AAN D5 K O IR DWW TR, ARAI DA ZIEN
MESLSNTELT, AAOHRLGHR LRG0,

o AR O WA

o FiomibhRE

o fOHUENEELA & OO

[Z2 4t B4 5 F ]

@

@

TRUCHEU T HEEICOWVWTIEIARB ORENEZD L SN TWDLZ Enb, #5217
F oA ARG
o AHNDOREITI R UIBBUEDORBEERE D & 5 BFE

BRI OFHMIZ IV T TFRRICEE S T D BTN T, AFIOFE GIFHERE S 2z

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

o MEMMZEROEI IIBEOH 5 BHE

o oS E R A CHRE R 2580 D B K ONE B M O HUR Bl I <0 R g M fiti 2
FEDOMIZRIEMEZE LN B D B

o HOMERBOAD, UXEMERZE L IXHEFREMEO B R EE OB O
b5 BE

o JEEBE (GEMm&RBHEEL ST ObbHEE

o MO IBEE AT H R

*  ECOG Performance Status 3-4 Vo> &

(ED ECOG @ Performance Status (PS)

Score | EFE
0 | &<MERIEHTE 5, BFHaiE U HEAEESHIRZ: <ITx 5,
: AARIICEL LUVEENIHIR S DS, SITATRE T, BIEECIE > TOEEIIITO 2 LN TE D,
B BNFE, EEEE
2 TR CHSDOH DRI O Z L 13T N THEEEDERIZTE W, HHD 50%LL EiZ~<y FACiE I,
3 RONTZHSOEDED DZ L LnTE7R0, HHO 50%LL EE2 Xy Rl 2,
4 2LENT RV, BOOHFORY O Li3e TERY, By KBTI d,
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6. BHICEEL CHHETREHHE

O  IRASCERIIIN A, BEEIREES DRI T 2 ERFE T -D & ARHF O FeE & OV E 4
DT OIZ B HAZ I L TS5 2 &

@ JHREBIARICENL D BE T F OFRICE MR OERMEE oA L, FEE2 S
ThoETHZ L,

@ FEREWERHO~RT AL MMZDOWNT

MEMEMERER D LI D Z ENHHDT, RAIOBRGIZHT- > Tk, PIHE
W (Bgliv, WL IREE, k) OfeRE MK O X ffads o Ehnss, Bl5% -+
AT O T &, Flo. BELTS U THES CT. Mg~ —F —F O 24 FEhi+
5k,

infusion reaction 23 & 50415 Z L 3% 5, infusion reaction 23728 H LG AT
E. WUREZIT S & &b, JERDEIE T 2 £ CTHRE DR L /08l
THI &,

FURIRSEERE R . PR E K ORIBREREENH O DONDLZ N HDH D
T, AANOFH-BRAGRT K O G- IR R I3E WIS N s aef & (TSH, W2
T3, 8 T4, ACTH, I =LvF > —VEORIE) ZEMET 5 &,
JFESRERRE . LSRN S HOILD Z DD DT, AFOE 5 HMGHT
OGP I E IS REmE (AST. ALT. y-GTP, Al-P, BV /LB %
DORPE) ZFEHT D5 &,

SEIEE (MR LI BHEAR ZET) FOEERIREENS bbb
ZENHHOT, EHICIROEF OFBEMHRT 52 L, £, IROEFE N
RO LNTHEITIE, HONIEREEL =2 T2 L0 BEBLEETHZ &,
AR OBEGIZLY | WEOGRERINIERT 5 &5 2 bV EkA IR EORTE
DHLOLNDZENDD, BENRDOLNLGEITIE, B LEEFRIIS LT
BEPHE) 70 itk & ARk & B O Rl & s U ClE bl 22 8 R W 247\ o e
FOSZ & B BWER B 25561213, AFIORIESU I IR, K ORIE RE R
IWEVRIOBRGEZEZRTDHZ L, ek, BIERERLVE L OERGIZEDENE
R OYGEERFRD IR WIGEIZIE, BB RE AV LISt o Sz il Fl o8
LEET DL,

B TR, BOARI 5 AfRE LT LEVERDP BT 2213 H D720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 BUBEpRI (BIE 1 BUBEIR S 2 & de) Db bbiu, BERPES 7V F—T &
IZELHZERHLOT, Aig, Bl EHFOIEROFEELMEEO R+
SEETDHZ &, 1 EEREASRONZGE IR EERIEL, AR 8l
H O 5O R LEZI1TH Z &,

@  AA|OEERRERIC I T, &5-BG D 9 HFFIRE THMEORHE 217> Tz Z
& EBBEI ARG ITEBICEGRRE THROMER LTI Z &,

12



e HHEE T A R 714
RAh7r ) XA~7 (B Z)
(B4 © ¥4 bv—& S HE 100 mg)
~ FE /N frad g ~

Wk 2 942 A (45Fn 2 4 8 A dET)
JEA T EA




H &

AR S

XL HIZ
AHNOFFE, ERET
i DR AR

FaE% 122U T
WXt L 70 D A

BOICER L TRHET & HIHA

P2
P3
P4
P20
P22
P24



1. [ZL®IZ

SR O M « REMEDHERO T2 DI, WA STEFITE DWW il E el 23R D
Bbd, 5T, IEORARM ORI L0 | FUREIRG 22 & OB 72 Hidi/E A%
FFEEGENARINDLHF T, 2D DOEKGZ BN E B ITIRAET 2 2 L BB O
B L 2o TR Y RFEMBGEE & oA TTE# 2016 (AL 28 4 6 A 2 HEERE)
B WThH, EHERLEOHHORBEHEEZXS Z LS TWn5D,

R AR ESR S, EE RS R 27 0 7 7 A VBB FOES L & S MR
RHZENRDD, TS, HIWELROLZEMICET 2 HERN+0ERET 5 £ TOR,
MHEEKGLOBELEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
RPN FEE LTI LB 2t & D 2 & AN A fE e — 1 O B &4 7= 3 EE R B ¢ A
THZLEWEETH D,

L7eRoT, BIA RT7A4 2 Tld, BREMOZNE TIZHE LTV D EFIEEH) -
BHER M EED & | LU O =3 O feii 7o FH 2 HEHE 3 2 8LA & B2 g 3B %
F RO EFREERT,

E. RHA BT A 0%, MSIATBAE NESR G ERE R O, 2 FEARAR
ERARIEE Py, — WA EE N B ARBRRNEHE S FRE R FITEENE A B ARME 72 O
— it E N B AR P OO b EER LTz,

KfGrL I DRI A M —F STEERE 100mg (k% XA T e U X~vT (Eis
THAHLZ))

REERDMEUTHE - VIR REZRHEST - FEIE O I/ INHE R fitiyea

MNEERDREROHE - W@, AR, 2a7nl) X~7 (EarlEfkz) LT 1
[0] 200 mg % 3 3 ][R X% 1[5 400 mg % 6 3 [H[E & T 30 47[H
DT CTRIEFET 5,

B 3E IR 58 ¥ #F  MSD Rt




2. AHIOFE. 1FRET

XA M—F RIEEE 100mg (—#4 : _AaT7nr ) X~v7 BIEEFHRL) ., DUT TR
Al EvvH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 FRE&8 1T T MR S B AR 2> Bk 2 72 D12 2 AR 23 R 9= 2 T2 70 S s il 4
AA »F T, PD-1 (F, EFEZRREBIZEWDCEER T MilaoMiamicgE L, 3om
P i % B o AR LB TR R 7o 0B SO il 35, 37eb B, PD-1 XU H o REfE
ATHZ LK VHURZRIRCE D v 7P BEZ AICHIBET 228K CThH 5, PD-LI
DIEFAMEICB T 2HBUT DTN TH LD, Z< ORAMTIE T Moz 2z
HIF EWENCFHBLL TV D, DAFIIICEIT D PD-L1 OEFREIBL, B, e,
JERERE . IREEE . FE/ N7 & O A NV T TR ARKFTH Y | RV ELFR
& OFHBAMENE STV D,

BED D A DEGIKRI T4 & PD-L1 FBLOFEEAMEN S, PD-1 & PD-L1 OFREIZAEE
DGR BN T HERREZI ) Z L OVRBENTEY | Hiim R RN ATRRORER &
LTHIfF ST 5,

AANE, PD-1 & PD-L1 X ONPD-L2 Ofi U > ROFESGEREST 52 &2k v, g
W INBRBE TR D S SO HIE . T U oS ERATEMAL S8, HUEE IS 2 FEE(L
T 52 & THEGIR BT D,

ARAN ORI 5 < B D S RS & 5 BUER %23 % &b, BE LI
B DR B D, AAOBRGHROBGHIIE, BEOBEE ATV, BESR
W BT SAITIL, FBL L 72 RIS U7 B 72 Mk & RRBR 2 B O AT & i Ll
GIREERIRIT 24T\, B O RIERIGIC & 2 AIER A DI 2 5 A1E, IR E R
T LA OB 5 OB /B 21T 5 LB B D,



3. Hkn
B EAHERT - P96 3k IIRINHR O R BFA 47 > 72 7 B PR SRR O e &
T

(B 2]

OE B I FEFH IR (KEYNOTE-024 A5R)

L HIERE D 72\ EGFR 81512 B2t | ALK A B A5 B2t OV PD-L1 Btk (PD-
L1 2388l U7 fEEAES S %G (LR TTPS) W 9,) =50%) OUIBRAEEZR i
1T« B OIE/ IRt B 305 61 (HAAN 40 B2 Ede) Zxt5IC, AHI 200 mg 3 18
kR (CAF TQ3W) &Ww 9, ) HEEDOH R OL MR, 7T F 8K 2 & ik
b FRE (BLF TSOC) W9, ) ZXfHRE L TRFT SN, 7ods, HiGFHN CH&KEA
HEITFR O BV GAT, BT 2 R T RER 358 8 B IR WSRO RFIRIZZEE LTV
% BB CIE, RIBILARE OB REAR TR BT RS DD £ TARAIOER G 2k § 25 2
ENATRE L ST, EEEEHTE B XM EE IR (LLF TPFS) W9, ) | EIREE
I B IR (BAF TOoS) &), ) & &iv, RJNET 7 F 8% & T b
&R LC, PFS, KUNOS (FFfEfiENT) 2 A EICIER LTz,

*:24 WA ETHEREINTEHEEFIAROERGEZHIE L, 20%, KEETHRD bN5GE
ICHEEHBTE S L L EANT,

#1 ARMEASE (KEYNOTE-024 iX5R)

A 200 mg Q3W 77T RAlE
(154 1) bt
(151 B)
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
roviE [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: #&ERA, *1 : RECIST HA FT7 A > 1.1 MUTES ML yflE, *2
JE5I] Cox eI NV — RET WML DT T FFHRAEI 2 STl PFRIE L O, *3: @hln s 7 v
T RRE. *4: MR OT — % 201645 H9 ANy AT



100
90 - ™ — FFI00mg QW
80 | I FEFFEAEZ OGS
&£ 70 -
% 60
& 50
QE; 40 ‘
g 30 - R
20 1 e
10 R TR
0 3 6 9 12 15 18
at riski EIRELFEHAE[A]
AA200mg QIW 154 104 89 44 22 3 1
TSFFEAESOLERE 151 99 70 18 9 1 0

X1 HE s X % PRS O Ef it i O Kaplan-Meier fi##  (KEYNOTE-0247357%)
(PD-L1B51E (TPS=50%) O HBEHM)

100 :
90| D
80 | T
70 7 Mgy
— +p
£ 60 - e,
8 50 bt
£ 401
30
20 | —— #m0omg aaw
10 - ISFFEAESUILYRE
o 0 3 6 9 12 15 18 21
at risk# MR
AF200mg Q3W 154 136 121 82 39 11 0
ISFFERRESOEEEL 151 123 106 64 34 7 1 0

X2  OSO J{EfiEATE D Kaplan-Meier 2 (KEYNOTE-024745%)
(PD-L1[5% (TPS=50%) O FBE4E)



@IEBEILE S 1 /MRS (KEYNOTE-010 #5#)

7T F TR ETEFRIERET 24895 PD-L1 B (TPS=1%) OUIBRAHE/ i
1T - R OIE/NRIEEE 1,033 Fl (HAN 91 filxETe) ZXF5102, AH) 2 mg/kg
Q3W # 5 T 10 mg/kg Q3W 5O A MR VLN, ReZ XKy (CIF
DOC] &WV9H,) XL L TREIE N, Zed. BN CREETHRD btz
BAIT, BT 2R TIER DR R WVED RN L E LTV 5 A TIE, KIE
VIR DR TR ABEIT AR B D £ TAAIO B Gk &2 alE & Sz, TEERT
B H 1% OS X OV PFS & &4, AAFIX DOC & LT, 0S #HREICHERE L=,

*] : EGFR & {n 122 B5ME T ALK A BG5BT, 77 F 8K %2 Gk
VLI L 21K IEICIN 2. £ E 4 EGFR [HEIEA X% ALK FREMER 269 2 fuEtt
TEIGANC X DR IELZ G 2 BEPHAAN LN,

*2:24 HAETEGENZHAIAFOE G 2R IE L, 0%, FREETHARD bhizi;
BlIcEEGERTE L &N,

#2 AEAGE (KEYNOTE-010 iA5R)

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

CI: 1E#EX . *1 : BB Cox leBI N — REFIC L 2 DOC & DLk, *2: @hln 75 7t

rE

100

90
80 -
T0
X 60 -
B 50 -
ﬁ4o-
30
20
101

——— 27 2 mg/kg Q3W

— FegFt

NiHHam 'Y

Hom ommeer v

28 10mg/kg Q3W

at risk#

##] 2mg/kg QBW 344 259
#FI10mg/kg QBW 346 255
eI+l 343 212

79 33

3OS DKM D Kaplan-Meier #i#% (KEYNOTE-010 745%)
(PD-L1 [t (TPS=1%) O HE#E )




QEFRIL R MFHFER (KEYNOTE-189 #iR)

{LEFRIERE D72\ EGFR 815 1A Bt R Y ALK @A B R a0 UIBR R e e ik
17« BFROIERE_ LRIt B 616 B (HAN 10 flagite) ZxtBic, AH
200mg (Q3W) \ XA hLF¥E RF MU TaKFY LLF [RABMLFER] L0 D,)
LT ZFFE (AT TF IR T 7T ) OOFHKE CREIGEARE) ' o
BHIMER OVZE2MN, 78R, XX MLt REOT 7 FFRAOFHES (B
TERE) 2okt L —EHEMRABR ORI SN, MEte b, 777 F AT Y EAh
DREE T EIG®RIRL, BEIIHRK4 a3 —RAFETE L, 2B, B CHREETHFR
D LT EIT EEEIT 2 R TIER DR SN WVEORKRIICEZE L TWHEBEET
I, RIEIAE O EfGEHN CHREETHRD D ETERA L AX Nt ROJFHES
kT o Z S AlRE & SAL2, FEFHMIE H X OS KT PFS & S, AAlLL A b
Lt REOT 7 FFRBOMRE G777 ER, <X Xt REOT T F A 0
DFAEEE- & e LT, OS K OVPFS # A EIHER LT,

*1 0 AKHI200mg, <A R LFE R 500mg/m?, AT T F 2 T5mgm? KUXANRT T F
AUCS5 (mg+ mL/min) DOJEIZ Q3W (F=2—AD 1 HHEICHY) T4 a—2&EhE#%, K
#1200 mg XXX kL ¥+t K 500 mg/m? 28 Q3W TH 5 iz,

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

#3:24 I HE TG SNEGEIIAMOR G 2RI L, 20k, REEITTRRD bl
AlcEEHEHTELIZ LS,

# 3 AMERGE (KEYNOTE-189 )

AHKIOFFHEE (bR iLRE
(410 1) (206 1)
fE [H] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s™ NP — R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
el [H] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PES™ ™ NP — K™ 0.52
(95%CI) (0.43, 0.64) —
P " <0.00001

Cl: {FHEX R, NE: #EEARA], *1 : FREIKEOT —4% 2017 11 A8y vA T, *2: 8
B Cox WBINY—RETNMZ LD T TR, XA MLFt REOT T FFRIAGEALFEED
OERRE L oL, *3 @Rl 7' Z 7 BiE, *4 : RECIST A4 KT A4 > 1.1 USRS ERT
HRNT H Y]



at risk#%
£%200mg Q3W. R
ANUFERRUTSF
TRAGRLEEE
TSk, RAMNFE
RRUTSF+EEIHA
1|29

— FF200mg Q3W, RXRUFERRUTSFFRAIGRILZEE
——— TSR, RXNVFERRUTSFFRAIHBILERE

410

206

T T T T T

3 6 9 12 15 18 21
S FHAR (8]

377 347 278 163 71 18 0

183 149 104 59 25 8 0

4 OS O T EfENTHF O Kaplan-Meier #i#f (KEYNOTE-189 F5%)

at risk®

A#200mg Q3W, A
XhUFERFMIOL
XKMRUTS57 88
TS5k, RANEE
RFMOLKERRY
7571 8A

100

90 1
80 1
F 70
5 60 1
& 50 -
3 40
§3o-
20 -
10 -

— ARG QIW, XA EEF NS LKERMRUT 53 8
—— TTt, RANFURF NS LAY TS F R

206 140 80 40 16 3 1 0

5 B FRfEic X 5 PFS Ot fENTE O Kaplan-Meier #hi

(KEYNOTE-189 )



@EFRL R MFHERER (KEYNOTE-407 #ER)

EFRERE D72 GIBRNREZ2 AT - T3 O R B3/ N it B 559 61 (A A
N 50 Bl zETe) 2RI, AAI200mg (Q3W) | WIVARTTF U RONRT Y &0
XiF s Y 2w (7 URER) (LU Tnab-PTX) &V 9,) OfFf&EE (K
FIOETEE) N OFZMER NLERER, TT8R, IVRTFTF U RO U XX/
1% nab-PTX OOFHEE ((b5RERE) 2 2xtie Lz “EHERABR CHREr Sz, Mt
Eb, N7 Y Z XA NIT nab-PTX (%, #HYERIVEE ZEI0ERL, F513HK4 =
—ZAFETE LT, 7ok, HEFHE CRAEMEITHRD LATEAEIT, REETZ 70K
DR BV NWEDRFIRIINZZEE LT D B Tk, WRIBILUE O B AN TR EET N
RO HNDETAROER G 2/t 5 Z ENA[RE L SN2, FEFHMIEH X 0S KW
PFS & &L, KA, WNKRT T F 2 RO Y &2 X8 /L (T nab-PTX OOFHBEE X7 5
YR, DNVRTZF RO T U Z X80 L nab-PTX OFHES & i LT, 0S &
O'PFS # A EIIER L7z,

*1 : AA| 200mg, 237 U & F &/ 200 mg/m? X% nab-PTX 100 mg/m?, /LR ~7Z F 2 AUC
6 (mg -+ mL/min) OIEIZ QAW (KHI, /N7 VXXV KOINRT T F 345 a—A
D1 HBIZHEE, nab-PTX [IH{=a—2D 1, 8, 15 HHIZEE) T4 a—2xFE5%, K
#1200 mg 2% Q3W TG-S h -,

*2 FTRAR, X7 U FFEIL200mg/m? XX nab-PTX 100 mg/m?, #/VR7 7 F 2 AUC6
(mg * mL/min) DNEIZ Q3W (KAl N7V Z X VK RHNVRTTF U 3E{Ea—2AD
1 HEIZHEE, nab-PTX |[IH=2—AD 1, 8, 15 HEIZEKE) T4 a—2AgkE5%,. 77
RN QIW THEE I,
*3:24 W H ETREG INTGEIIAKOR G2 F 1L, ZDk, KEEITHRD b
AlCEGHEBATE L &N,
# 4 AMERGE (KEYNOTE-407 #45R)
AHINDF FHEE (b i E R
(278 1) (281 1)
R (A ] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
0s™ NP — 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 fE* <0.0001

Cl : fZ#EX[H. NE : HEEAR A, *1 : FREENTREO T —% 1201844 A3 Ay A7, *2: 8
B Cox LI NY— REFT VI DT TR, WIVRTTF L RO U XX/ iE nab-PTX
OOFREIEE Oz, *3: J@hle 72 > 7 FE, *4 : RECIST A K74 > 1.1 fIZES < ER
RS A Y]



100 1
90 A -
80 1
70 g
X 60 J "““
B 50 .
N_| i
3 40 Rt
30 __ l"—l-'-H
207 ___ A D0mg W, AILETSFYRUIIYS+ IR nab/7U5% I
18 1 == T3tk HRTSFIREINTYIF IR Enab-1S7V9F I
0 3 6 9 12 15 18 21
at risk#x EFHRA(A]
FH(200mg Q3W, Ak
T5FIRVINIUIFEI 278 256 188 124 62 17 2 0
Ridnab-It7U 9%
T3, ARTSFY
RUNIUIF IR 281 246 175 93 45 16 4 0

nab-N7VU9%t)l

6 OS O [HfEHTHED Kaplan-Meier #i#} (KEYNOTE-407 5X5%)

100 7
90 |
80 1
:\570—_

— FH00mg Q3W, ALKT5FYRUIN7UTF IR Enab-I17Y 9%
\- \\ ——— T3tk ARTSFIRVITYIF IR IEnab-I17Y9F LI

——r+—q__+l
—

at risk#x

F#200mg Q3W, AlLA
T5FURGINIVIF I 278
Rdnab-IN7U 9%l

T3ER, HRTS5FY
RUNKTUIF LR 281
nab-IN7U 9%t

T T T T

3 6 9 12 15 18

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

7 B FHRYHEIC KD PFS O HREIRENTEF O Kaplan-Meier ik

(KEYNOTE-407 )
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OEBEILF 2 MAHER (KEYNOTE-042 ##)

{LERIEIE D72 EGFR BAG - A B2k, ALK BhA B A5 1M & OV PD-L1 B5tE (TPS
=1%) OYIRARERMELT « FIROIE/ NI B 1,274 B (HARN 93 Bl &te) %
RFGT, AH 200 mg Q3W & 5- DA MK Ok, 7T F A2 & b k%
XS L TRET S 7z, 7eds, BEREHE CHREBEITT RO SN0, REEIT2 R
FIEIRAZED BN WVEDRERANCZEE LT 5 BE T, WRIEILLE O B 3T TR R
TR LN D E TAANOE G 2k 5 2 LN ATHE & S, EEFHHEE H 1L 0S
&St ARENLT T F R E ST REE L iR LT, OS #HRICIER LTz,

*:24 H HE THRESNEBARAFORE 2T IE L, 0%, KEETHRO DRSS
CEGEBATES L L &N,

# 5 AMERGE (KEYNOTE-042 ik5R) (PD-L1 [5Gt (TPS=1%) O EE M)
7T T 8K B G Te
|
AF 200 mg Q3W (g
1% 637 1 637 1
R [H ] 16.7 12.1
>10
;;S%:% 05" (95%CI) (13.9,19.7) (11.3,13.3)
(é&%ﬂ) MNP — K2 0.81
(95%CI) (0.71, 0.93) —
P fi&" 0.002
5% 299 13 300
o e [H] 20.0 12.2
;ﬁg;;g; os™ (95%CI) (15.4,24.9) (10.4, 14.2)
- NP — R 0.69 B
(95%CI) (0.56, 0.85)
%k 338 {3 337 fil
o thfefE LA 13.4 12.1
Sgiggzgéf 0S™ (95%CI) (10.7, 18.2) (11.0, 14.0)
- NP — REE™ 0.92 B
(95%CI) (0.77,1.11)

Cl: {Z3EXE, *1 : FRENTRF DT — & 1201842 A 26 B > b4 7, *2: @5 Cox Ll W
— RETNWIZE D77 FH A ETAbFHRIE L O, *3 . BRIn 77 7 RE

11




— FFJ200mg Q3W
80 i O\ ——— 5P LR

10 i
0 T T T . . T
0 6 12 18 24 30 36 42
at risk#g ErE LA
AEI200mg Q3W 637 463 365 214 112 35 2 0
I5FFRAESOILEEE 637 485 316 166 88 24 1 0

8 OS OHEfEHNT > Kaplan-Meier Hif: (KEYNOTE-042 iX5R)
(PD-L1 5 (TPS=1%) D HREE)

12



[Z4xtt]

OEEAFEFEMHERAS (KEYNOTE-024

AER)

HEFGIIARAIRE 148/154 B (96.1%) KT SOC B 145/150 7 (96.7%) (2@ HAL, 15
BRIE L DR FEEENEE T WA ERGIT, T2 113/154 61 (73.4%) J O 135/150 il
(90.0%) IZHED LTz, WTNDDORETHIEN 5% EORIERIZTRO LBV Th-o

776

76 WITINOORECRBLED 5%LL FORIER (KEYNOTE-024 #5R)

(L2 VR SR

FEHKRHE (SOC: System

Bi1% (%)

Organ Class) AFHIBE SOC #f
FAEE (PT: Preferred Term) 154 1 150 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 fEE

2 if. 8 (52) 3 (1.9 0 66 (44.0) 29 (19.3) 0

1 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

IR R RE TU I E 11 (7.1 0 0 0 0

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

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

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

G 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
—i - EFFEER X O SO REE

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

9 57 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
HEYZ N e

ALT #4701 10 (6.5) 0 0 7 (4.7) 0 0

AST #1 8 (52) 2 (1.3) 0 5 (33) 0 0

M7 V7 =8N 3 (L9) 0 0 15 (100) 1 (0.7 0

I A EREOR D 0 0 0 20 (133) 6 (4.0) 0

M IMREIR A 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 OesEE

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

K~ 7% 7 A MUE 1 (0.6) 0 0 9 (6.0 0 0
B i R B L OV AR Rk &

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

VR 1 (0.6) 0 0 15 (10.0) 0 0

R = 2 —m RF— 2 (1.3) 0 0 9 (6.0 1 (0.7 0
FERaR. MERds X OMERs b

filifig 2% 8 (52) 4 (2.6 0 1 07 1 (07 0
FERE 3 X OV T gk b

B ESE 0 0 0 12 (8.0) 0 0

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

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

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

13



¥ AR BV CRVEMERMZER 9 61 (5.8%) K7k - EED T 8 il (5.2%) .
PRRESE (7 2« NU—JERESE) 261 (1.3%) . IFREREREE 22 5 (14.3%) . FUIR
IREEREREE 21 1 (13.6%) . TEEMAHEREREDE 1 61 (0.6%) . 1 BUHESRIFE 161 (0.6%) .
R E RAAEFEMER RS 16 (0.6%) . FER 16 (0.6%) . FHdk - RERUT R
fiEEIL 161 (0.6%) &N infusionreaction 5 6 (3.2%) M bHiLiz, Fiz, HEDKE
e (ZJRERGIBERREfERE, AL, FEEIES) | BRI MRS, BIEM I E, M
Ko BEESS . S E DRSS, SR OB PSR . VR IR i e OVRZEER
BEIIFR D LR 7o, REWEARBURIUIEEE S (ARMREMREY 25T 250
LR R ETRT,

OIE BRIL[F 2 /M AHEER (KEYNOTE-010 #5R)

HEFERIT 2mg/kg Q3W £ 331/339 #41] (97.6%) . 10 mg/kg Q3W ¥ 330/343 1] (96.2%)
JOYDOC #£ 297/309 il (96.1%) IZ78& H AL, {RBRIK & ORREBMENGE TEX WA E
FRIX, TN 215339 B (63.4%) . 226/343 5 (65.9%) K TN 251/309 5] (81.2%)
IR BTz, WT IO DORETIHIELED 5% UL EORIWERIZTEDO LB Th o7,

FT WTNHOORETHEEED 5% LORIER (KEYNOTE-010 #5R)  (ZaMEAfT <t G 4E£MH)

ZRERIKRSE (SOC: System BiE (%)
Organ Class) 2 mg/kg Q3W BE 10 mg/kg Q3W Hf DOC #
F:AGE (PT: Preferred Term) 339 4l 343 il 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
RIEH 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MK LY R fEE

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

I BRI E 1 (0.3) 0 0 1 (0.3) 0 0 44 (14.2) 38(123) 0
PN G0 AR 7

AR A RE AR T E 25 (1.4) 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

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

H N 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 (7.8) 2 (06) 0
—f% - RHFEEL L ORGSO REE

HE T 9E 20 59) 1 (03) 0 19 (55) 2 (06) 0 35(113) 6 (1.9 0

7 46 (13.6) 4 (1.2) 0 49(143) 6 (1.7) 0 76 24.6) 11 (3.6) 0

A PN 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 35) 1 (03) 0
BRI AL

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

PR 309 0 0 309 0 0 17 (5.5) 0 0
B2 6 & OVEE T ALk R 7

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

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

Wz 29 86) 1 (03) 0 44(128) 1 (03) 0 14 (4.5) 0 0

728, 2 mgkg Q3W BEL N 10 mg/kg Q3W BEIZEBWTEINLZEL, I MEMIEE 15 6
(4.4%) KOV 1461 (4.1%) . KEGZ « BEO THIS B (1.5%) K2 6] (0.6%) . &
JEE 0> Bz JE B (2 RIS ARE e . ST ALBE, FA R SE) 1451 (0.3%) KOV 1 441 (0.3%) .
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RIS (7 2« NLU—IEEEESE) 2 61 (0.6%) KO3 6 (0.9%) . IFHEERE 23 4

(6.8%) K22 i (6.4%) . HUIRIRBERERE T 32 5] (9.4%) K UN35 41 (10.2%) . T
RBEREREE 1 61 (0.3%) KOV 1] (0.3%) | FIEFERERR S 2 41 (0.6%) &N 1 1 (0.3%) |
1 BBERRIE 1 1] (0.3%) MO 2 f51] (0.6%) . BHReRETE (RANE 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-. BEIEAMES
SE, W% - B, SE M, Ok, N/ MBI PESEEER . iR M OY
IRIFEREF LTGRO DRy o T2, ARRIVEAFSBUR I X B EFS (BRI T 2 5 Tr)
D ERRER A TR,

QEBRIL[F 2 MAHER (KEYNOTE-189 #f#)

HEELIIARAKIOFFHRE 404/405 1] (99.8%) K Uk IEFEE 200/202 51 (99.0%) (278 5
AU, TRERIE & ORI RBIMRNEE TERWAEFEFRIT. ZEH 372/405 61 (91.9%) K&
O 183/202 ] (90.6%) (ZRB8 HALIZ, W ORETIBLRN 5% EORIERIT TR
DEELBH THoT,

£8 WINOOHETREARN 5% EORIEN (KEYNOTE-189 3lt) (X ATEMAT R ENM)

w5 B IR 5748 (SOC: System % (%)
Organ Class) AHKIOF I RE LR ERE
FARFE (PT: Preferred Term) 405 151 202
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4> Grade Grade 3-4  Grade 5
2EIEA 372 (91.9) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MmEFs LY > RbEE
2 1. 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 (0 0
i Bk e 22 (5.4) 8 (2.0 0 12 (59 1 (05 0
i FR BRI E 101 (249) 59 (14.6) 0 45 (223) 22 (10.9) 0
MR A SiE 69 (17.0) 31 (7.7) 0 27 (134) 13 (6.4) 0
Rl A e
FIR 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
e
15K 67 (16.5) 0 0 24 (11.9) 0 0
T 78 (193) 15 (3.7) 0 22 (109) 4 (2.0 0
L 187 (462) 12 (3.0) 0 90 (446) 4 (2.0 0
AN 26 (6.4) 2 (0.5) 0 15 (74 1  (0.5) 0
M - 74 (183) 7 (1.7) 0 39 (193) 4 (2.0 0
—i% - BHEER LG OREE
I 53 (13.1) 16 (4.0 0 31 (153) 3 (1.5 0
9 57 134 (33.1) 20 (4.9 0 62 (30.7) 3 (1.5 0
B D 4 SiE 30 (74 3 (0.7 0 14 (69 1 (0.5) 0
RAG PRI 27 (6.7) 0 0 12 (5.9 0 0
FEEN 24 (5.9) 1 (02 0 4 (2.0 0 0
JEYIE R X OV% AR BiE
FENE S 20 (4.9) 1 (02 0 10 (5.0 0 0
B AR AL
ALT 440 38 (94 2 (0.5) 0 16 (79 3 (1.5 0
AST #40 28 (6.9) 0 0 10 (500 1 (0.5) 0
o7 vrF=8m 32 (7.9) 1 (0.2 0 12 (5.9 0 0
P i Bk Ak b 22 (5.4) 7 (1.7) 0 12 (59 6 (3.0 0
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w5 B K 5748 (SOC: System FE (%)

Organ Class) AFINOF (b vERE
FEAGFE (PT: Preferred Term) 405 f1] 202 #i]
(MedDRA ver.20.1) 4= Grade Grade 3-4  Grade 5 4= Grade Grade 3-4  Grade 5
R L O E
EEXD IS 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 BEE
LR 37 9.1 1 (02 0 14 (6.9) 0 0
FERE ¥ KLUV TRk
B2 R W f 11 @27 0 0 12 (5.9 0 0
9 FENE 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 ARAIBEZ I TRVEMEMIZRE 16 61 (4.0%)  KABZE - EEEO T 20 1] (4.9%) |
fRRfEE (77 2« N U—ERIESE) 10 61 (2.5%) . IFEREREE 62 1 (15.3%) . HR
AT RERE S 32 1] (7.9%) . T EAHEEERED 2 1] (0.5%) . FIBREREREDE 1 41 (0.2%) |
1 BUBE R 161 (0.2%) . BFEEREREE (RN B M &%) 2561 (6.2%) . K 2

(0.5%) } U infusionreaction 5 ] (1.2%) Nidd biz, F7-. BEOKEREE (FFE
AEREARIE R . ZIALEE, BREIES) . Ak - BRRUTAlARE . BEM S E, MK -
BEREIE . 5 & Mg, (O A . Sl MRS D TSR BER . VA MR 2 i e OVR ZEERSS 1
RO LN ho Tz, RREIWERABIUR DU E RS (FRMREMER 2 5T) 2&08EH
fERERT,

@[E BE I A M AHGRER (KEYNOTE-407 #5#)

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

F£9 WDWITNOOETERILEN 5% EORIEH (KEYNOTE-407 5858) (MR < S 54E 1)

B RIRIFE (SOC: System i (%)
Organ Class) AFIGF B (b PERE
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)
Mg LY > RbEE
2 1fn. 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEEME AT W BRI E 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
F ifn BRI 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
I FRER D E 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
M/ NER A SiE 81 (29.1) 18 (6.5 0 58 (20.7) 16 (5.7) 0
P o WA
FRR IR RE TUAESE 17 (6.1) 1 (0.4) 0 2 (0.7) 0 0
R IR RE AR T iE 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 (168) 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 HEE (b RIERE
FAGFE (PT: Preferred Term) 278 il 280 14l
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade$5
—f - AEEFR L OB G OREE
) RE 46 (16.5) 3 (L.1) 0 41 (14.6) 6 (2.1 0
Ty 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 A R AR D 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0
1R 23 (83) 5 (1.8) 0 16 (57 6 (2.1) 0
I I ERE s 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
R L OveskhEE
AR 47 (16.9) 5 (1.8) 0 57 (204) 4 (1.4) 0
K~ 7% > 7 AlfjiE 15 (54) 1 (04) 0 9 32) 2 (0.7) 0
B R B L UGB LRk
A 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
KR = 2 — T — 55(19.8) 3 (1.1) 0 37.(132) 2 (0.7) 0
BERLTE 15 54 1 (0.4) 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 &
i A 126 (453) 1 (0.4) 0 100 35.7) 3 (1.1) 0
# 9 FEIE 29 (10.4) 0 0 15 (5.4) 0 0
B 28 (10.1) 0 0 20 (7.1) 0 0

7pF. ARAIBEZ IV TRVEMEMIZE R 14 61 (5.0%) KBS - EHEEO T 14 41 (5.0%) |
fRRfEE (77 2« AN U—ERIES) 5561 (19.8%) | NTFHERERESE 26 1] (9.4%) . HUIR
IRAERERE T 31 61 (11.2%) . TEEEHEEERET 2 61 (0.7%) . BEHRERES (RS MEME
RBIREE) 6% (2.2%) UV infusionreaction 6 il (2.2%) M3FRD Hiiz, £7-. HEDRK
JEREE (REREAMEGERE, SZIRLEE, BRRIESE) | RIBREREREE . 1 AUBEIRN,
K. ok - MERURLARE, BHAERFIESE, MR - BEMREAE . S &9 A, DR, ENE
M NI PSRBT . FA P M OVRZFEREF IR B v ienr o 72, AREIVEHR BRI
FREEER (AMEMERT A2 E5T) 280EiERE =T,

GEBEILFFEIHEFRER (KEYNOTE-042 35#%)

HEFERIIAAIRE 610/636 1] (95.9%) K OMbLAHEIERE 606/615 5] (98.5%) (Zi8®H 5
AU, IRBRIE & ORRERN G E TERWAEEFEFRGIL, ZHZ1 399/636 il (62.7%) &
U 553/615 i (89.9%) IZRB® HALIZ, W DORETIHBLRMN 5% EORIEMIT TR
DEEBHTHoT,
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F 10 WITINORETHBLED 5%LL FORIEN (KEYNOTE-042 #5k)

(L2 EVERRAT T )

# B RIR54H (SOC: System

Bt (%)

Organ Class) AFHIBE (b PRERE
FHAGFE (PT: Preferred Term) 636 151 615
(MedDRA ver.20.1) 4 Grade Grade3-4  Grade5 4> Grade Grade3-4  Grade5
2EIEA 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MR LY 3 RkEE

Zifn 35 (55 4 (0.6 0 229 (37.2) 80 (13.0) 0

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

U HR BRI E 5 (0.8) 1 (02) 0 88 (143) 46 (71.5) 0

1N i 305 1 (02 0 56 (9.1) 10 (1.6) 0
i

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

R IR RE AR T iE 69 (10.8) 1 (0.2) 0 2 (0.3) 0
B

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

T 34 (53) 5 (0.8) 0 46 (75 1 (02 0

I 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
— % - RHREEL L O OREE

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

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

ALT B8 45 (1.1) 9 (1.4) 0 53 (8.6) 5 (0.8) 0

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

Bt R AR D 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 ER e 3 (0.5 0 0 71 (11.5) 32 (5.2) 0
Rt L OGS

AR 40 (63) 5 (0.8) 0 109 (17.7) 9 (L.5) 0
R AR R I & OV B i ik s

RAHi 27 (4.2) 0 0 46 (7.5 0

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

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

KRR = 2 — N F— 3 (0.5) 0 0 41 (67 6 (1.0 0
RSN (IS SRR ] e

Fiifigise 43 (6.8) 19 (3.00 1 (02) 0
R X OV T A RRRE

JHEE 2 (0.3) 0 0 136 (22.1) 7 (1.1) 0

Z 5 FEIE 46 (712) 2 (0.3) 0 15 (2.4) 0

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

72d . AFIHEZ B CTRIE MR B 49 61 (7.7%) . KIBZ% - HEE O N 10 61 (1.6%) |
HE OGRS (REGHBEIREGRE, 2B, FARIES) 161 (0.2%) . MRS
(FZ v« NU—JEBREE) 161 (0.2%) . HFHERERES 76 11 (11.9%) . HUIRERBERERE
02 (14.5%) . FIIARKEAEREE 3 41 (0.5%) . FIFEHEREREE 3 1] (0.5%) . BHERE

P (RANE FEMERERE) 361 (0.5%)

CBEZ LB (02%) . D 1B (02%) K

N infusion reaction 6 51 (0.9%) 2358 LAz, F7-. 1 BUEIRIF. T4 « MERUT AARIE
BIEM M IE, K - IR, 5 E 9 SR, M/ MR PEER BTN . A I
OIRIFERIE ILFE D BN Do To ARIERFE TR DI B #E S (R R A E R F 2 2 te)

& A RE T
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[k - H&E]

AFNOREMHEYBREET L ZFHA LY I 2 b—2a A2k v, KA 200 mg %
Q3W, 400 mg % 6 HHMkE (LLF TQeW) & 95, ) XiX 10 mgkg ((RHE) % 2 HH
fkm (LT TQ2W1 &9, ) TG LZBOARR O MG HIRESHREF S, Ok
R. AH 400 mg &2 Q6W TH L L7ZEROAFI D E HARRRIZ 1T 5 MG P (LA
T [Cavgss) V9. ) 1E. AHI200mg Z Q3W THEH L7ZFED Cavgss & LT 5 & T
Ehi- (F#) . 7. K#H1400mg & Q6W TG L =B DOARA| O E HIREEIC BT 5
EEFIREE (LLF TCmaxss) &V 96 ) 1F. AAI200mg 2 Q3W THH L72BRD Craxss
L L CEEEZ T E TSN OO, HARNBFIZB WO TERMED R ST
HHE - HETHHAH 10 mgkg ((KE) % Q2W THG L7ZBED Chaxss & Lol L TR
EERT TSN (FR) . S50, EEROERE 25 RIZRA 400mg % Q6W
TG L=/ ETHERER (KEYNOTE-555 i) 1 0 £ 5 7= 34 H-S < Ry dhne
WIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILT- (TR,
Mz T, BEOFEEIZIT 5 EERHRBREGE IS IS & | AFI DR & & A XL M
& OB Z R DR GE T VS S Fu, AK] 200 mg 2 Q3W XiE 400 mg %
Q6W TG L7BROIREE R & A T LMt & O #EIZ DWW THRET S 2R R, |k
SEORE - HEOM THME R OZ 2 e 2R 1T v &Pl STz,

F 11 KANOEYBE T A —F

B - P Cinax Cavg Chnin Chmax,ss Cavg.ss Cnin,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
200 mg Q3W! (582?;97) (27i?§81) (17;?;83) (91%3524) (49;??L0) (302??L4)
400 mg QOW' (125??24) (32if;27) (10;?f98) UAé?§49) <50i?gl3) (192?;09>
4%§§%E§N (B;é?SaM NA 05:?;0 NA NA NA
10 mg/kg Q2W* (21§?223> (14;??45) (11;}?21) (421?233) (2727282) (19;?200)

F:1n=2993, 100 BIDO T I = bL—3 3 N8 K0 EH S8 B O YA (2.5%4,97.5%40) | Cmax @ FIEIE
5% O E R MG FIRE, Cavyg : AIEHR G- % OV MIEFRE . Cuin : PIEFE G (A 702 5080 D&M
HIREE . Craxss : EFCIRIBIZR T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 FHIIMTE IR, Crminss : EHIRAEIZ
BT D IR 775 2 e

T 056 BT EIIME (95% 5 HEIX[H])

§ 41 FIORELEME (95%(E X )

NA : %72 L
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4. FEEIZ2OUWNT

AHN O BAREL 51Tk U T, KRS L LU CHERBREMNE (SFFHE) e ohTn
HZENG, ULHEZEUNCEE T A THLIMNERND D, O LT, EHiHY
A 7 BGEHE (RMP) (ZHD & AHI O B3 G 22 ARG S B~ D i )R 23 & 2 Hi i
T o> T, KFIOERLGNEE R EE LW - FrE L, AFOREIC LY BEEZRENWEH %
FHL LTSRS T 5 2 BB T2 LT OO~Q@DF T A7z I Mgk (2B T
T L& THD,

O MEFRIZHOWT

O-1 Figo (1) ~ (5) w#hﬁ_&éfém Y CTHDH L,

(1) JEAETERENFEET 203 A2 FOa LIRS (B E T IS A2 E LSRR
%ﬁﬁh%ﬁ@%%ﬁ%%\%ﬁwwﬁﬁr%ﬁk)

(2) FrEHRERPE

(3) HBEM RN ENFEET 208 ABFEEERRE (DS AR EWRbL. 23 A2
Wb, DS AR EEHEE R e &)

(4) IRALFEIEE 28 L, SR b FHREMER 1 SUIFSRAL 2B 2 Ofiax KL UE
AR D AT > TV B itk

(5) HUENERES AL B BN ORisk IR D | 21T > T D fitiak

-2 JiigE DAL E M O] T’Eﬁﬁ%ﬁfﬁuﬂ#@iﬂi Ty IR & R RO ERT (FR D
WTNDNIREE T D ER) 2 BB OARANCRET DIEROBEE L L TRES L
TnnHZ L,

*

o [EEIRFFIUSE 2 EOMMBHEZE T L7k 5 FLL OB AR OERIRIHE %2
ToTWDZ L, 5b, 2FULIE, BAEMFREZ L LBRIESGEOVHE &
fToTnpZ &,

o [EAIRFFESE 2 FOMMINHE ZE T L72RIC 4 L LORKRERZ AL T\ D
Z&, ob 3L, DD AFRYIRE A S e PR ERT E DOBRIRIHE 24T -
TWbZ &,

@ BENOEIESEHAE FE ORI DT
I EHRE B E T 2 LA DR E S, MEEEEN O OERED ., AR - &
EMEERPEROEEE OERMS ST 215 RIgE, AEFEFGNRAE LGS oWE
B, SENHONITONDIRHINE S TWD Z L,
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@  BIEFA~OXIRIT DN T
@-1  Ss Al BE 9 2

MR RSO EERRIEMANRAE LB, 24 FERIZIREHI O T, Mk X
IEEE R 23T, FEL L 72 BIERNCIS U CABEE L Y CT E OFEIWEH OERINL
BIRRA DR Y A P H, EDITKIS AR AR > TnD Z &,

@-2 ERUEFEHICLDAFEFGXISICET 52

ARSI HE D 2 P 2 sk R OB RE 2 A T D R FE DNEER =% ) v 7
EEDTEROA 7 ) —= T HTOWERE L EHE LA TE 5 F— LR 2
fiEShTnWbZ L, 2B, BiAHICOWT, RABRE EZOFBEICHTITEAMmENT
WhHZ L,

®-3 BIWEMOZEHCRISIZB LT
RITER (HEMERRESIN A, RB% « /NMEJk - BEEO TR, FTHEEREE - BELIENR

B, ERRREREE (R FEMEE RS . WOWEE (FRAHEERTE. FIRIRERE
PR EIEPERERTE) . 1 AUBERA, S & DR, Ak - BBUHMARIE, e, B O/

JEREE (PR IR, R BRI ARE BERE, ZIALBE, FARHIESE) . infusion
reaction, 7% - BRI, BIEM M IE, MRS (F7 2« N U—IERIES) . DR,
HHE 7 MR P (G M/ MR A SR . PR i, JRIFERSES . IR ERIE ) |
MERE BIEMERE, FEEZSE) 1Tk LT, Yakhuak )UFAr BB O PP 4 A3 5 Al
EEfE L (BERHOBZE-CXSICE L CTRER VIR ZZ T ONLI R MHICHDH 2 L) |
EDIZE YR ALE D T E DEHIAE - TWD Z &,
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5. &G LR DIEE
[H2hEIZ B3 % F1A]
O ARHIOHEMBEGIL FROBFIZBNTHIMEDN RSN TN 5D,
o ALFRIERE D72 EGFR B AR, ALK @G 8 s 72 & O PD-L1 5
P (TPS=1%) OYIBRAREZRMELT « FFIE DIE I fitips FR
o TITFFHIHKEE AL TIEIERE A AT 5 PD-L1 Bt (TPS=1%) OUIBRAHER
HEAT - FRRE OB/ NIRRT (735, EGFR Bis 14 RG M X T ALK A8
GO BETIX., FNFN EGFR F 12 20 % F—PHEH T ALK F o
TR —VIHEROIRERREZ AT 5 BE)
7ok, TPSIFRATr Y X~ (B #iz) Oz =423k (RE4
PD-L1 IHC 22C3 pharmDx % =] ) ZHWTHIET S Z &,
@ AAOMOHEMEEEA & OFHE ST TR RF BV TAESER RS T
o
o RARNULFE FEROT T F AL OGRS  ALFEIERE D72\, EGFR &
B EREMER DY ALK A8 RO UIBRREE R HELT « BROIER T L
FE/ I e s £
o HWNRTTFURONRT Y ZFENNiEnab-N7 U XX LS b
SEIERE O 72 O UIBRARE 7R AT - T O R Rz IR/ ISR it B
@ AL D 72\ WHETT - B O IR/ NIRRT 1X . PD-L1# 4 C PD-L1B5ME (TPS
=1%) ThiUL, AAOBEME G2 EET H & Th D, £z, EELEEEICT
T DHARMICRIEDR 72V EF 2 B 5 B ICx LTIE, PD-LIFBURBLIC D 5
T FNENOMME kT U Tt 2R B b FRE & O G2 BT 5 2 &0
T&E D, B AR OEGIZH T > TX 2R T4 R 7 A > (B AN T2
LEBRT L L WY,
@ TFRLCEEY T B BE KT DARKOE G K OE A HIEIZ W Tk, AR OFHMEN
ML SN TELT, ARG RE RS20,
o INEAHBRL
o QOTHAAIDAEMEIT STV ML OFUEMEIEEA] & OHEH#% 5

WED 23 WA R T A (AARBEYARR) (TBW T, BT A /ST AR R > o
(DECOG Performance Status 0~1 2 T 75 g% LA . XI1Z@ECOG Performance Status 2 2 0 BETIX, %3
HARPUER] (REX X205 OBEFIRENPHERINTEY ., 20X 5 REAE T, E bRk
LHARMEICHERHD EEZ NS,

%2 BCOG ? Performance Status (PS)

Score EFR

0 | <R <IEBTE 5, MWl CHHEAEESHIRZ AT 5,

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

U g oz, wimsiee

BATRIRE CH Y OHEDOEY O Z L33 X THREEMEHEIL TE 20, BHO 50%LL By R Tl =,

ROENTZHOSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+ TilaZd,

AW

E<BHT RV, AGOHFOEIY DO Z LT TERY, BRIy R flFTHId,
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[tz B 4 5 F1E]
O TRICEYTHIBRFICOVWTUIARIOREN LD L SN TWDE Z Enb, &5 21T
DN &,

@

RHFND S35 LIBBUE D BEERED & 5 B

TBRATORHMBIZ B W T FRLICIE Y T D BE IOV TR, AR O#F G 13fELE X vz

D3,

L DIRFERPUR R R NG EICIRY | HEICAKZEHT 22 L 2BETE 5,
MR B OA P UIBEED & 5 B

b0 1] 5 A A C TR B & 38 00 D BB S ONTE B 0D i St i Pt ik 2 <0 Ja e 1 i ¢
FEOMMIZRIEMZE N A LN D BE

H O RB OO, SUTIEMR 23 L < IXHHMEO B Az iE B OB ERED
b5 B

e g (& Mg~ &) Db HHEHE

TR OB X IBE 2 A4 2 8F

ECOG Performance Status 3-4 2 o 3
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6. WEIIBL THETREFH

@

@

®

I SCERITIN 2 BUEIRTEER MR35 ERMEIZ I & ARA| O Feik Je ONiE 1E

RO 7= DI B w2 o B L Co b RET 52 L,

TRIEBRAAIC e D | B XX Z OFEICHIME L OERR M2+ L, RE 215

ThoEETHZ L,

FREWEH O~ 3 A MZONWT

o [MWEMMEENSLDLND Z ENHDLDT, RAIOEEIZHT- > TL, YIHIE
W (G0, PR IREE Wmkas) ORER & O X fRiRds o i, Bz +
FATH 2k, Fo, KBTS U THE CT, My~ —h —FDOMmA % 3
HZ L,

e infusionreaction 23&% 5115 Z £ 3% 5, infusionreaction 23588 B ILIZ A IZ
L U ALE AT D &L b, EIRARIE TS £ TEREDOREE B
THI L,

o HURIRHEREREE . TEABERERORIBHEREN S LN BB HD
T, ARAZIOF5-BRLART & OFe 5B I E IS N WS RE A (TSH, 78
T3. ¥ T4, ACTH, Ifih =2 — L S0llE) #Eiid 52 L,

o JIFREREREE . BLMEIERN D SO D T ENH D DT, KEIOE G BIGET K
O 5 TP E B IS RERR AT (AST. ALT. y-GTP, Al-P, BV /LB %
DORE) ZFEMTDH &,

o HEIER (MR MMCEEREREZET) FOHEEREEENH LD
ZERHDLOT, EMNCIROBE OFEEMRT HZ &, £z, IROBEFEN
RBOOLNTHEITIE, HONCERENZZ2 T2 L )BEFELRET L L,

o KEFNOEEIZLY | BEOREICIIRINT S £ E 2 BN DR IR R BSHRNIE
NHLONDZENHD, RENROONTHEIIEL, BELEFRIISUTE
B 72 5k & ARk & Re O Rl & il Ui bl A BB RIS W 21TV, IR Ok
BT & 2 BWER BN 2561215, AR ORE I 1L, K ORIE B R
NWEVRIOBRGEEZBETDHZ L, 2, BIBEREFRLVEYOELIZX0EIE
HOYGENFRD B2 WIGEIZIE, RIS B AR VE LSO & 1 Fl oehn
LEETDHZ L,

o BERKRTH.BEMMNSEIARGE L THrORIERANRET L Z 8B D70,
AFNDOBEHETRICHRIERORBUZHSITHEET H 2 &,

o 1 AUBERRIE (BUE 1 BUBEIRIG 2 Ede) b bbb, BERWMES FT Y R—U R
IZELHZENRHDHOT, Ag, Bl EHZFEDER ORI LCMBEEO LA+
EET D&, L RERBEN DN IZGA TR G2 RIEL, A2 ) Ul
Hl OB GHEDOEY)7REEITO Z &y,

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

75 9 T L1, KEYNOTE-189 il Cli& 5Bt 6 B KON 12 #HH, LU

BelX 48 B E£TOWMT L, D% 128 2 L2, KEYNOTE-407 3R Cl3#% 5-5A14

MNH6HE, RBEEKCNISHEHE, UMIZ4SHEETIOHITE, ZO% 12T L

A EDFA &2 4T > T2 2 & 2 BEI1C, ABIF 5 I E I migmA coh R

DIEREATH Z &,
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ewafE HHEE T A KT A >
NRAT7 ) X< (GBRaFHEHZ)
(BR5E4h © A bL—X S EE 100 mg)
~ HEME B A il ~

Wk 2 942 A (4Fn 2 4 8 A dET)
JEA T EA




H &

AR S

XL HIZ
AHNOFFE, FRET
[ IR AR

WEER IO T
BhxtG L 70 D A

BEICER L THEET ~&HH

P2
P3
P4
P16
P18
P19



1. ZL®ic

IS OGN < REMEOHEROT-DITIE, WA STEZEITE SVl E el 23R D
Bib, 5T, IEORARMOMARC L0 | FUREIRG 22 & OB 72 Hid/E %
FFEIMPEARINDLH T, 2N O DOEHKNZEICLEREE IR 5 2 L3RR
PR L 72 o TR Y RREMBGEE & OO FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
ICBWTH, FHERLEOHEHORBEHEEZXS Z LS TWn5,

R ESR S, EE RS R 27 0 7 7 A VBB FEOES L & S MR
RHZENRNHD, ZOih, HMEROEEMEICET A ERNH0ERT 5 E TOR,
WHEILORBEEZ R 2T D 2 ENHIRF SN EE IR L THERT S & L bz, BYE
FDFEBL LTI B ekt & & D 2 & DS AREZR — 8 O B & Jiii 7= 3 A% B CiE A
THLENEETHD,

Lo T, KA RT4 Tk, BRBBEESLZNE TILELN TV D EFHETH -
BHER M EED & | LU O B3 O it 708 FH 2 HEHE 3 2 8LA & B2 2 B %
FROEEFERREZRT,

I ARITA BT A 0%, MSIATEOE NESE SRR S, A E AR AR
BRR BRI o . — M E A B ARERRNRHE S L AR N B AR &R 2 O )
Db EER LT,

KRG L IR HEINL XA b — F EEERE 100mg (— R4 a7 X~vT (Eis
TR Z))

R LR DMREIHR - BN R

MELRHOFEROHE . WH . BRAIZE, XA7el XA~v7 (BarfHfiz) LT, 1
[0 200 mg % 3 3 ] fHIFR I3 1 5] 400 mg % 6 3 [ [l T 30 43 [
DT CTRIEFET 2, 7272 L, i liBRIEOGE L, &5
X112 AETET S,

il 3& Ik 58 3¢ & 0 MSD RSt




2. AHIOFE. 1FHET

XA M —F BIEEE 100mg (—#4s - RAT7r ) X~7 (BIEFHEEZ) DU TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 #2813 T M S B R AE > D kL 5 72 D12 A AR 3 R 9 5 T 70 S i il
AA »F T, PD-1 (F, EFRERREBICEWDCEER T MildoMiamic BB L, 3%
P e % B o AR LB TR R 7o SB35, 37eb B, PD-1 (XU H o REfE
ATHZ LKV PURZRBRICL D v VT VinEZAICHIET 5Bk TH 5, PD-L1
DIEFAMEICB T 2HBUT DTN TH L0, Z< ORAMTIE T Moz 2z
HIF EWENCFHBL TV D, DAFIIBICEIT D PD-L1 OEFREBL, B, Il
FefAasE. SBLE, e/ VRS O 2 2B A T THRARIN - TH Y | (RWERFE L
OFEBIMEDHE STV 5D,

BED D A DEGIKRI T4 & PD-L1 FBLOFEEAMEN S, PD-1 & PD-L1 OFfRBILEE
DOPERRREC BV CHEERKREZE S Z LRI TR Y | Hiiz e N ATEEORER &
LTHIfFSh T 5,

AANE, PD-1 & PD-L1 X ONPD-L2 Offi U > ROFESEREST 52 &2k v, g
W NBRBE TR O RS OO S T U S ERA TR &8, HUlEE 6 2 FEE L
T 52 & THEGIR RIS D,

AAND MR 35 < BIE DRAFUGIT & 2 BIERSEN b b b, B XTI
LR b D, ABI OB TR OB 54T, BE OB 5T, 1538
o HAVTBAITIE, FEHL LT RIS U7 SR 72 ik & SRR & RO R AT & S Lol
Y72 BRI 21TV IR DR ISIC X D EIER RS 25581213, BIRERE RV
LRI OB G DI YR AT 5 BN D D,



3. BRIRRE
R R ARE O AR SR 21T > 7o 2R B R EER O il 2R,

[H2hE]

OEMNE I bMHRER (KEYNOTE-041 #X5%)
EFRERE DI NIA BV A~T GEG ) CLF A A~T 1 0 D,)

EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao i AR B 42 4]

(CH MR XI5 37 Bl) Z X8I, AAI 2 mgkg 3 @M CLF TQ3W] &v9,)
B 5 OB MR VL EMESRE STz, 7ol IR CHREAEETARD D GE 12,
PREBHETT 2 R TR D3FR8 B AR W DORFRINIZZ E L T 5 A T, IREILIFE O]
GRHE CRABEITARD DD £ TAAIO B G2k 25 = LN ATRE & &z, HERT
MHIE B CTd 5 N [RECIST H A R A > 1.1 BUZHEES < dheflliE iz L 5 524:28%h (CR)
SOEERS 7R (PR) ] X, 24% (95%(EHHIXH @ 12~41) Thol-, 7k, FRNIEHEL
7-BREIX 10%TH - 7=,

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

A Y AT K DIEEEAE AT HIRIGYIRAGE /e B RO 2 Xt R, ARH 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W e 5-DHIWER L REN | ALTFHRIE (XN
V.TEYORIR, AINVRTTF RXT VEXRARIIHVRT TF o+ ) B
B, DUF TICCHE) &Ev9H,) ZRRE LTREIS T, 7ods, iGN C%EEE TN
RO BN AIT, TREEAT 2 R IR SR DR WEDO KRNI LZE L WD EBE
TUE, KIBICARE O B FEM TR BT AR b D F TARAIOER G Z ki35 = &3l
REL SN, EEFHMRE B XA (LT T0S) &9 ) OIS AR (UL
T IPFS) &9 ,) & &, RANILFRIE L g LT, PFS #( BEIJIER L7z,

#£1 AR (KEYNOTE-002 #5R)

AH 2 mg/kg AH| 10 mg/kg o==2)-37
Q3w Q3W
(180 1) (181 #1) (179 1)
e [ A 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S N — K™ 0.86 0.74
(95%CI) (0.67, 1.10) (0.57,0.96) —
p ™ 0.1173 0.0106
heiE [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS* | ~H— RE2 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: [ZHEXH. *1: RECIST #A F7A > 1.1 RUCIES < FOHARFHE B ORI 6 B (2 . % 24

*2 0 JER] Cox eI — FET /T K D05 RIE L DIk, *3 : @hln 7'Z 7 /e




100 -
90 1
80
70
& 60
ESO-_
# 40 7
30-_
20-_
10

——— % 2mg/kg Q3W
——— Z#10mg/kg Q3W
{EF 8L

at risk#
&% 2 mg/kg Q3W
FAE10mg/kg Q3W
{EFHoE

180
181
179

131
138
115

1 OS @ Kaplan-Meier A7

9 12 15

18 21 24 27 30
&7 (R]
70 61 1" 0

79 67 12 0
60 48 9 0

33 36

95
99
80

(KEYNOTE-002 #XE#)

&

100 -
90 -
80
70 -
60
50 -
40 -
§3°t

20 1

10 -

£ (%)

at risk#
A 2 mg/kg Q3W
F&110mg/kg Q3W
{LFWoE

180
181
179

153
158
128

RAERETEM (A]

53 26 9 4 2
55 39 15 5
22 15 4 2

74
82
43

2 PFS @ Kaplan-Meier it (KEYNOTE-002 iX5?)



@UFFMFHMAHRER (KEYNOTE-006 35#%)

AV LTI BIEERO L NIA Y AT EEERN 1 LI AL ETO(L
SIEIE 2 T DARTR UIBR A RE 7 B SRl R 2 kBRI A 10 mg/kg Q3W BEhH- K&
10 mg/kg 2 BRI (LA TQ2W1 W9 ,) BEHEOFE RO 2N, A B A
~ 7 ERHE LTS SN, ks, BEgEHE TRDEITARD b GaIT, Rl
T2 RIIER DT D BN WEDRRRINIZ L E L T2 B Tk, REILLRE O B LA
THREMEITRFRO D £ TAFOE G 2k 3 5 Z LA AHE & Sve, EEFHEEE
IZ0S OVPFES & &, AANFA B Y A~7 LHi#g LT, OS XO'PFS # HEICHERE L
76

#2 HRMEAGEE (KEYNOTE-006 5457%)

AF) 10 mg/kg AF 10 mg/kg AV b~
Q3W Q2w
(277 f51) (279 1) (278 f31)
tfefE [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 fil* 0.00358 0.00052
i [A] 4.1 5.5 2.8
(95%C1) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | Af— RE2 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) —
P " <0.00001 <0.00001

Cl: {3#EX[M. NE: HEEARA], *1 : PRAEITREO T — 4% 1201543 A3 B v b4 7, *2: J@Hl
Cox HBINY—REFNVIC L DA Y A~=T L O, *3: @3lla 7'F 7 iE, *4 : RECIST #
A KT A > 11U IS ST U 72 iR e K OB BT B2 1 K B 3T, *5 : R REARTERF D T —
Z Q0149 H3 A v hA7)



100 -
90 1
80
70

& 60

B 50

{40
30 | ——— zmmiomg/kg Q2w
20 ##10mg/kg QIW
10 ] —— +srunzr

at risk# EFERA]

FH10mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
FH10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULIT 2787 282 < I12 188180 A8 T 1Dl il 0

3 OS @ Kaplan-Meier lift (KEYNOTE-006 7X5#?)

100 “v
90 4 T e e 258 10mg/kg Q2W
80 - "y 2 10mg/kg QAW
g 70 ] ) APULTT

at risk# SRR

FH10mg/kg Q2W 279 231 147 98 49 7 2 0
FH10mg/kg Q3W 277 235 133 95 53 7 1 1
AEULRT 278 186 88 42 18 2 0 0

4 PFS @ Kaplan-Meier i (KEYNOTE-006 7X5#?)



@EFRILFRFMAHRER (KEYNOTE-05435#)

FRUIRGO AT — VI WY oL RAEEE (AR ZET) 2X%RI2, ik
B & U CTARAI200 mg QAW 5- DA WER N2 atEn, 77 Rz xtifie LT
PN Te, FEFHETE B I ERAGAHIN (LT TRFS) W9 ,) & &, AFINETZ
AR L L C, REFSEFAEITIERE L1z,

#3 HWERRE (KEYNOTE-054345%)

AA200 mg 7R

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

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

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

Cl: XM, NE: #iEAA], *1 : PR — %  20174E10H28 7 v A7 *2 1 &Y
CoxlbBINY— RET VLD T TR DR, *3: Bhlue 77 7 BE. Q3W : 33 ks

¥ 5., NE : Not Estimated

100 -
90 1
80 1

— FHI200mg Q3W

PAAct

at risk#%
AFJ200mg Q3W
ISt

3

514 438 413
505 415 363

6 9 12 15
HEEREEIR(A]

392 313
323 264

182
157

18 21 24

15 0
15 0

73
60

5 RFS?®Kaplan-Meieriiif# (KEYNOTE-0547%%)

(D AJCC (American Joint Committee on Cnancer) JiliZ088 (55 7 1) (&S <G, A7 — YA TiLY
VXEIN OB ED | mm B OLA D,



[Ze 4]
OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 41/42 61 (97.6%) (23D b, BRI & ORRBEBENEE TE WA
L, 34/42 1] (81.0%) IZFRWD HALTZ, FEBLERD 5%LL EOREWERIZT TERD LBD T
HoT-,

F 4 FHEDN 5%LL EORWEA (KEYNOTE-041 35R) (& VEMAT eI 4 M)
B (%)

FRERIRS¥E (SOC: System Organ Class)

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

2RIEH 34 (81.0) 7 (16.7) 2 (4.8)
PG WA

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

T 3 (7.1) 0 0
— % - EFEER OGO

(Y=Y 5 (11.9) 0 0
AR AR A

AST #40 3 (7.1 0 0

LB ER B HE N 3 (7.1) 0 0
FEE R KOV T AR

Z O PEIE 6 (14.3) 0 0

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

M AL 3 (7.1) 0 0

7k, VEMERTRE 1 F] (2.4%) . KGR - EEDO THI 2 6] (4.8%) . JHFHERERESE 3
Bl (7.1%) . FEAEHERERES 2 6 (4.8%) . FRE#ERE 6 #1 (14.3%) . infusion
reaction 1 4] (2.4%) MONSE HIERK 161 (2.4%) RO BT, -, #hRfEE (X7
Voo NU—IEGRIESE) | BRRERETE (RMEREMERRE) | BIEEE. 1 BHERIA.
HEOREES (REMEIRIEGRE, AL, FRRIES) | R, Mk - BT Rt
e, EERREESIE, MOk - BEMRLE . O de. MRl MRBAD PSRRI i
M ORIFEREF IR D b e o 7z, REIWEHRBUR LIRS ES: (KRR T 25
i0) ZBULEFERETRT,

@i/t T AHRER (KEYNOTE-002 #R5R)

BEHFLIT. 2mgkg Q3W BE 172/178 1] (96.6%) . 10 mg/kg Q3W #E 178/179 4 (99.4%)
Je OV ICC B 167/171 5] (97.7%) 1238 HAL, JRBRIE & ORI EBEENEE TE RVEE
FRIT, TNTN 121/178 61 (68.0%) . 133/179 Bl (74.3%) KT8 138/171 51 (80.7%)
IO BTz, WTIUDDORETERIELERD 5%LL EORIWERIZ FEDO LB Tho7-,



5 WINOORETRIEDN 5% LORIER (KEYNOTE-002 #k5R)  (ZE2VEfRNT X S4E M)

B (%)

ZRE IR 4% (SOC: System

2 mg/kg Q3WHE 10 mg/kg Q3WHE ICCHE

Or%gjlggglails’)ﬁ Preferred Term) 178 # 179 1 171 )

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

2 1fn. 5 (28) 1 (0.6) 0 7 (3.9 0 0 3505 9 (53) 0
i Bk e 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 0 AR T

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

(T 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
] 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
M i 2 (1.1) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) 0
— % - REEER KOG OREE

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) 0
FEEL 6 (3.4) 0 0 11 (6.1) 0 0 8 47) 1 (06) 0
BRI IR AT

1SR 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
R L O S

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

RAHi 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

K= 2 —m RF— 2 (LD 0 0 0 0 0 14 (82 2 (12) 0
BERLTE 1 (0.6) 0 0 2 (LD 0 0 11 (6.4) 0 0
FEJE 3 KOV TRk R

Jibd, 7 i 5 (2.8) 0 0 1 (0.6) 0 0 3505 1 (06) 0
B2 i Je 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 mgkg Q3W BHICRH W TN, FIEMERESE 1 41
(0.6%) KN4 6] (2.2%) . KiF% « BEO FHF 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—EERES) 2 6] (1.1%) KO0 fil, FHHEEEREE 13 41 (7.3%) M
OV 15 1 (8.4%) | BHEREFES (RMEFEMER ) 161 (0.6%) XK1 4l (0.6%) .
TEAHEREREDE 1 6] (0.6%) KO3 61 (1.7%) . HRIBEEREREE 14 1 (7.9%) KON 15
5l (8.4%) . infusionreaction2 il (1.1%) KO3 H (1.7%) . BEEOEZEREE (FZFEH,
MERRAEBERE . ZTEALEE, JERIEIESE) 161 (0.6%) L1 1 (0.6%) . BEZR 1451 (0.6%)
KO0 i, ESEAMEIE 0 IR OV 1 B (0.6%) . ks - BEREESE 0 IR TN 1 411 (0.6%)

10



WNTESE DR 0 Bl 2 B (1.1%) 23a8d b, £7o, BIFEREE. 1 RUEERM,
A% « BRUTBIRIE, DA A . Soe i/ MRS PESRBER VAR i M ORI BRP 3
BNl ARWEMAREBRIUIEE RS FRRRAEERE 2 5T) 28 ER
%%%%‘g—o

@A FMAHRER (KEYNOTE-006 #X5#)
BEFLIT. 10 mg/kg Q3W £E 264/277 1] (95.3%) . 10 mg/kg Q2W # 275/278 1511 (98.9%)
S ONIPLAE 239/256 5] (93.4%) (Z388 B AL, TRBEE & ORIRBERNA G E TE WA EHESF
GUE. TNEI 202277 B (72.9%) . 221/278 B (79.5%) K TN 187/256 B (73.0%) (Z
RO LI, WTIDDORETHRILED 5% EORWERIZTERO LB Y THh o1z,
6 WTILDDORETHEEEDR 5%LL EORIEH (KEYNOTE-006 35R)  (Z2 AT <t 54 )

B (%)

FERHIRHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPTHE
Organ%Class) 2774 2784 2561
FARFE (PT: PreferredTerm)

(MedDRAUver.18.0) 4:Grade G;a;ie Grade 5 “Grade Grade Grade 5 “4=Grade 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)
R A

B A RE TUAESE 7 (2.5) 0 0 17 (6.1) 0 0 6 (23) 1 (0.4 0

R B RE AR T i 21 (7.6) 0 0 25 (9.0) 1 (0.4 0 2 (0.8) 0 0
B Ik
i3 5 (1.8 0 0 10 (3.6) 0 0 15 (5.9) 0 0
INTN 8 (29 5 (18 0 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1.) 0 47 (169) 7 25 0 58 227) 8 (3.1) 0

H N Hz A 11 (4.0 0 0 20 (7.2) 0 0 1 (04 0 0
CTIN 31 (112) 1 (04 0 28 (10.1) 0 0 22 86) 1 (04) 0
M i 5 (1.8 0 0 10 36) 1 (04 0 14 (5.5) 0 0
—i% - RHEER OGO REE
1 9 31 (112) 0 0 32 (115) 1 (04) 0 16 (63) 2 (0.8 0
9 57 53 (19.1) 1 (04) 0 58 (20.9) 0 0 39 (152) 3 (12) 0
Y7 N
AST #4710 6 22) 1 (04 0 14 (5.0) 0 0 6 (23) 2 (08 0
R L OvesrEE
BAEIE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B RS R & O SRRk 55

BA &R 32 (116) 1 (04 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
P9 6 (2.2) 0 0 19 (68 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
St 37 (13.4) 0 0 41 (147) 0 0 37 (145 2 (0.8 0
= L EE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6 0 0

723, 10 mg/kg Q3W B TN 10 mg/kg Q2W BEICIRB W CENLH, RIE MM A 4 4
(1.4%) KON 61 (0.4%) . KiFZ « BEO FH 10 61 (3.6%) KO3 6] (4.7%) . f#
TR (X7 2« NU—IEBERESE) 2 61 (0.7%) & ON0 B, FFkReRES 14 61 (5.1%)
MR 23 f51] (8.3%) | EHERElEE (RIS B RE) 261 (0.7%) KOV 6 (0.4%) |
THAFEREREE 161 (0.4%) KOV B (0.4%) . FUIRIRFEREREZE 28 1] (10.1%) K& TN 33

11



B (11.9%) . BIRFEZE 16 (0.4%) K2 4] (0.7%) . infusion reaction 7 i (2.5%)
KOs B (1.8%) . 1 BUBEIRIE 161 (0.4%) LONO0 B, BEED R ERE (52 EEIRiRE
ERE, ZIALEE BURIEIESE) 0 il K O 1451 (0.4%) . a1 1 (0.4%) X OM 1 1 (0.4%) .
e - BB RARAE 1 451 (0.4%) B OV 0 i, g - BEMEZR 0 IR OV 1 81 (0.4%) | TR
25 E G 3] (1.1%) KOVl (0.4%) 3R Bz, Fiz, EEMBEIE, LFff
P, P RO SR B . IR I OURIFERIE IR D Lo 72, AEIE
RFBLRDUIBIHE RS (BAMRAEERE 2 5T) 2B 0EHHERE =T,

@FE I FEFH AR (KEYNOTE-054 #5R)

HEFERITIARAIRETIL 475/509 1] (93.3%) 12, 77 BHREETIE 453/502 1] (90.2%)
ICRBL LT, 1R ORREBEENEE TERWAERGIL, AFIFETIE 396/509 i
(77.8%) 12, 77 BAREETIL 332/502 il (66.1%) ([ZHBLL Tz, WT I ORECTHRILE
D 5%LL EORIWERIZTTRDO LB THoTo,

# 7 WTIOORETEEEDR 5%LL EORIES (KEYNOTE-054 35R) (22 2T <t G 4E )

WoE ook 4y E| (o soc: B (%)
SystemOrganClass) ARHIEE Placeboft
HAFE (PT: PreferredTerm) 50943] 50244
(MedDRAver.20.1) 4 Grade Grade 3-4  Grade 5 “4Grade Grade 3-4  Grade 5
2EIEM 396 (77.8) 74 (145) 1 (02) 332 (66.1) 17 (3.4) 0
R s
FOIR IR RE TUESE 49  (96) 1 (0.2 0 4 (0.8 0 0
PR IR RE A T 73 (14.3) 0 0 13 (2.6)
B IBEE
] 94  (185) 4 (0.8) 0 82 (163) 3 (0.6 0
L 58  (11.4) 0 0 43 (8.6) 0
—i% - R EEL LU G ORE
) 9E 48  (9.4) 0 0 34 (6.8) 0 0
9 57 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
BRI AT
ALT #5/0 26 (5.1) 3 (0.6) 0 16 (32) 1 (02 0
B R B L O & LRk =
RE A 51 (10.0) 3 (0.6 0 47 (9.4 0 0
5 R 26 (5.1) 0 0 15 (3.0
PR R B
GIE ) 37 (1.3) 0 0 33 (6.6) 1 (0.2) 0
MR, MERFS I OViEhR F
) K] 5 27 (53) 1 (02) 0 14 (2.8) 0 0
FEE 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 CTRIE MR 15 61 (2.9%) . KB - EHEE O T 23 5 (4.5%) |
JFHSRERRSE 46 B (9.0%) . BiHRErEE (RMIAE M R%E) 2 6] (0.4%) . F IR
REFEE 11 61 (2.2%) . FURAREEREREZE 105 1] (20.6%) . EIIBMERERESE 5 1] (1.0%) .

12



1 RUBEPRIE 5 61 (1.0%) 5 &5 g% 2 B (0.4%) | Fh4k - BRRUH@IRIE 1 61 (0.2%) .
Pege 2 B (0.4%) . BEREAESGE 1 6] (0.2%) . Dk 1 1] (0.2%) W ONZ infusion
reaction2 5] (0.4%) 238 LTz, F£7o. MRS (%7/ NU—IEERESE) | HEE
DRZEEE (R JEREEIREGERE . SIALEBE, FEREIESE) | M - B, e/
MRV PESREES R . W IR 1 e DR IFERS 1358 H v o 710 ARRIMERZE SR DU RS
HHESR (BAMEMEET L) 230EHERE =T,

13



Uik - HE]

RIGUIBRARE 2 M BB B 2 x5 & L= MM AR SR (KEYNOTE-002 55k &
UNKEYNOTE-006 &) D%, 2 mgkg Q3W. 10 mg/kg Q2W K T 10 mg/kg Q3W
DT LD HE - HEIZBW T HARANOF R LRI ZRITRD e o
77
KN O RHE S EhREfRMT DA 5, FEMERAEREE 2T 5 200 mg Q3W # H-Kf o
AUCsenc GEFIRBEBICISIT D 6 WM DR FE-FRef b #R FiEAg) ol [10% 47, 90%
] mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL T&H V. 2 mgkg Q3W G KED
AUCss 6wk (1.32[0.722,2.06] mg-day/mL) &FA{EL L. 10 mg/kg Q3W 5D AUCss 6wk
(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,
MR AMEEE 2R & U ARH OWRER OGN OFE R et S ik & Q2
mg/kg Q3W #5-, 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
EAINE R OV & ORI R BIEIIER O b o7z,
AHNOREMARYEEET LV EZFA LY I 2 b—2 3 280 KK 200 mg %
Q3W. 400mg % 6 MMM (LLT TQeW) Lvv9,) XX 10mgkg (KHEH) % 2
ik (LT TQ2W] W) ,) TEE LIZBEORAIO Mg HIRE P E S iz,
ZDFER., KA 400 mg &2 Q6W TG L 7=BOARK| O EH IRREIZ I 5 FH M iE
HREE (LT Cavgss) &VM20) 1. A 200 mg &2 Q3W TH L L7ZFED Cavgss &
JRT 5L TFlEnTe (FR), £, KAI400 mg 2 Q6W T L L 72RO AHA|D
EHRRBIZ BT D e m g FIREE (LLT TCmaxss) & VY 96) 13, AFAl 200 mg 2 Q3W
TEG LTEBED Chaxss E L CEEZ T L THIESNTZH 0D, BARANBEIZE
WTHAMEDHER SN TWDH L - HETH HAH) 10 mgkg (REH) % QW TH#
B UTZBED Craxss & I L TIREZ R & Tl S (FR), S 6, BEERANHE
B 2R RITAHK 400 mg & Q6W T L 7=/ B 1AHFR (KEYNOTE-555 #l5%)
L 0EONT-FERMEIZE S S EYBRE T A —FF, VI 2 b— a3 Tk Tl
L7cEWEhie 7 A —2 LHFEIL7. (TR), M T, HEEOEEIZH T 2 KRR
BREGRE 2D & | RFIOREE & &AM X T 22 & OB A2 G 2 BB T
TIVIMEF XL, AA| 200 mg 2 Q3W X 400 mg & Q6W TH 5 L =R OIRFE &
AT N & OB OW TR S Lo )Ry EREOE - HEDORTH
SR R OV BRI 7 22 BT 7 & PRl S Tz,

14



#* 8 ARFNOFEMEHEE T X —
FE PR | g | GgmbD | GgmD | Ggeb | GembD | GgmD
200 mg Q3W! (58.5'5(,)519.7) (27.27?38.1) (17;;?’11 8.3) (91.3?'984.1) (49.?3(,)’;1 1.0) (30.35(,)'39 1.4)
400 mg QOW' (12;,2?2_4) (32.%)??2.7) (10.2(,)'160.@ (142?49) (50.51(,)'57 13) (192?50.9)
40(0%%?&6)\)\1 (1351.2,6.10;6.4) NA (14.1:'?;4) NA NA NA
10 mg/kg Q2W! (21%,2223) (14;“1‘45) (11;,1 ?21) (422,2233) (272,7282) (19;9;00)

t:n=2,993, 100 [HlDY I = L— 3 2L Y HHIN T RTEEO P RAE (2.5%4, 97.5%45)  Cmax : F[H]
By 1% O B MG FIEE . Cave : MEHE G- OFEJMIE FIREE . Coin = WG (1 702 Felail) DRk
TEPIRIE . Cmaxss © EFIRIEIZIT D B MIEHIREE . Cavgss :
RBIZ I 1T D Bt 17 i
156 BIDBAT I (95%(= HE X))
§ 41 BIOREEIE (95%(FHIXH)

NA : 472 L

15
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4. FERZlZOWT

RIGOIBRARE 22 A A (e~ D KGR A & LT kiR A (B Blfias) 23aRke
BNLTNWDHZ LD, Ul EAZEUICEBETE LA THLILER DD, £D LT,
I Y 2 7 EEGEHE (RMP) (ZHD & AHI OB G 22 VR ARTE B~ {7 ) (R 238
b HhiEk T > T, AANOFGN#EY 72 BEZ22W - FE L, AAlOREIZX Y 'EZ
RIERZIBL LTRSS T 2 2 & REE el LT DOO~@ DT & il 72 T ik
IZBWTHEHT 2 XETh D,

O MEFRIZHOWT

D-1 T%@(Uﬂvs)@w?Mﬂ_&éﬁéﬁ ¥ CThHhDH I L,

(1) EAFZEBREIGET D0 A2 REENLTRPE S (BRE RS A S HEIL SR .
%ﬁﬁh%ﬁ@%%ﬁ%%\%ﬁwwﬁﬁr%ﬁk)

(2) FrEHRERPE

(3) HBEAFERFNFENIEET D0 AR (DS AU EEHEIEEWRPL, 23 At
Wb, DS AR EEHEE R e &)

(4) FRALFEIEE 28 L, S RALFHREMNER 1 OISR 2B 2 Ofiax 5L 1E
AR D EH AT > TV D filisk

(5) PUEMES AL BN Of % S TAR D Jm H 21T - T 5 fitiak

®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ﬁ%?ﬁ&(ﬁ%‘”’ﬁﬂ%%E‘E%H%E@iﬂi N WA SIE Rt 17t S RO ]
(FROWFTNNITEEY T HER) 23, YEZEROAFICET 2IGROBEE L LT
BlESNTND Z &,

ESS

o [EAIRFFESE 2 FOPINHEZET L7cRIZ 5 L EOR AIRROEIRIHE 2
ToTWHZ &, 96, 2FU RIX, DAFMIREL T & UIZBRRERG - ONHE %
ToTWHZ &,

o [EEMCFFEUS% 2 FOYMNHEZE T LRI 5 FELL Lo R EEMEESZ RO
KRR AR L TWD I &,

@ BENOEIESFHE B ORIV T
I EHRE B E T 2 LA DR E S, REEEEN O OERED ., AR - &
e i%MME®£ﬁ&UE%$:ﬂ¢5%$%&:ﬁ%iﬁﬁ%ibt%é@ﬁ%
EH, HEDNESHIATONDIEHIRE S TND Z &,
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@  BIWEH~OXIRIT DT
-1 FIVEHAFEBLURE ORISR HNZ BE T~ 5 Bk

R PERR B D EE AR BITEA R A LT-BRIC, 24 BRRIZ2IRIRHIO T, Mk X
VB R (23T, B L 2 BIENCS U CABRE L O CT £ O FIVER O BRI
B EDORERN Y HHRIZE G, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 EEEFEICLD2EEFELICICET 5 E

DN AR 2 B 2 Jnsk B OB RE A2 AT D IR HE NEIER =X U v 7
EEDTERDOA 7 ) —= T HTOWERE L EHE LA TE 5 F— LR 23
fiEShTnWabZ L, 2B, BiAHICOWT, RABRE EZOFBEICHTITEAMmENT
WhHZ L,

@-3 BEIEAOBZWrCxHIZE LT

BIVER (RVEMERMREECIN X . KIBSK « /DG - EEO TF, IFHREREE - i kME
B, BHREREE (RMEMEEERE) | NOoWES (TEEMEERS, FIRIRERE
e FIREREREE) | 1 BUBEIRIG. S E DR, Mk - BRRUTEARIE, R, EEO
FeRE b (FhaptEae B2 AU RIE . B FEREARAE (R RE . ZIEALEE, JEKIEIESE) | infusion
reaction, MK - BN, EIAEMGHEIE, MRREIEE (77 v« NU—JEMRREESE) | DR,
B e MRl (et i IMRIRD MESRBER . Ve i, ARIFERE . BERERIERIESE) |
MERERFEWERE, AEESE) 1Sk UL MR ST MR e B R o0 B 2 3 2 = Hil
EEfE L (BERHOBZE-CXSICE L CRER VIR ZZ T ONLIEZMHICHDH 2 L) |
BB U 72 /L8 78 T & DARHI N S T D Z &,

=
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5. &G LR DEE
[B2h B+ % 1]
O TROBEIZBONTAROFENIEN RSN TN D,
o ALERBRIERE D 72 R OMESRRIERE O & 2 HRIG UIBR A RE 20 v B iE R
o ERYIBREBEOAT -V EY oEMEAEBE BT DT E
728, BRAF G AERZAT HHREFIZEVCIL, BRAF [LEARNC L 276F L EE
THI L,

@  FREIZCEEY T D ARBIOPEE K OMEFH 5 IEIZ DWW TE, ARAN OB ZIMERHESL SN TR
59, AFlOEERE /B0,
o fhOPUEMREEAIEOPH L TR S D EE

(‘e EIC B4 2% FH]

O FRACELTHEFICOVWTIEAFIOR LGN EEZ L SN TWDHZ Enh, &5 51T
brpnz &,
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ VRERTOFHIHIZ B W T FRRICEZS T 2 BF IOV TL, AAORGIFHEIE I 7w

D, AOIRFRPUR A 2 NGEICIRY | HEICAHZEHT 22 L 2BETE D,

o [HEMMEEOEDUIBED & 5 B

o B AR A CRHVE S 258 6 D A K ONE B 0D HH i ¢ <0 G 1 it 2%
LD RIEMZA LN B D BE

o HORERBOAOF SUTEMR A L IEFEHMEO B o R B OB TR D
RN ey

o JiEEREE GEMSHIRBHEEL 5 T) Ob D EE

o MDY I E AT HEE

e ECOG Performance Status 3-4 2 »EH

(2 ECOG @ Performance Status (PS)

Score EFH

0 |EMERIETE 5, BWATE R LA EAEESHIRZR AT D,

PREIZIE LW EEN SRR S 4525, BTHRE T, AR > TOERIIT O Z &N TX 2,
Bl BEOFE, FHEE

BATRRETH S OE ORI O Z L33 X TREEEDNEEILTE 20, HHFO 50%LL Eid~y R4 Cild 29,

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

F G VS I O]

ELET RV, BGOHFOEIY O Z LT TERY, BRIy Rk T#IT,
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6. WEIZBL THETREFHH

@
@
®

I SCERE TN 2, SE IR B EH D3R 9- 2 BRI T I & ARH| O e I O

MO OIZ B ERE B L T oAT 2 &,

TRIRBIARICIENL S | B UTE OFIRIAMER ERMEZ 2 L, [FEZ2 15

TmbEGT5HZ L,

FEREWER DO~ A MTHOWT

o [WEMMEENHLONDZ ENH DT, KEIOEEIZHT- > TiX, YIHE
(BT L, PR IR EE, k) OGRS O X frfr s O LS, Btz 1+
AT H T ke Flo, BEITSUTHE CT, MG~ —F —EOMRA % Ehi 7
HT L,

* infusionreaction 73d% H DI D Z L 3% 5, infusionreaction 23788 HALVIZIGE I
I, WY RALE 21T O L &I, ERNEIE T D F THREDOREEZ oI 8l%
THI &,

o HURIEEREFRETE . TEAEREREELXORIBEEREN O LDNDHZ EDBHDHD
T, ARHNOFH-BAGRT L O G-I IE SN wrssieiR & (TSH, l#Hf
T3, ifEHf T4, ACTH, M =/LF > —VEORE) Z#EMET D5 &,

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

o SEIERK (MEREOMLEEHREREEGT) EOHEERIREERH 5D
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEF N
RO OLNTHEITIE, HONCERENZZ2 T2 L )BEFELRETLHZ L,

o ARHNOEHIZLY | EEDORIERIGZERT D &EB 2 LDk A I EBWE
DHOLOLNDZ ERDHDH, BEDPBOONTLEICIE, BELEFRIIS U
B 20 ik & R BR 2 RO [l &l U ClE vl e iR M 2 1T\ R EE O sk
FOSZ & 2 BWER N B 25561213 AFIORIESO I IR, K OREIE RE R
NEVRIOBRGEEZBETHZ L, 2B, BIBRERLVE L OREIZEYEIE
HOYGENFED B2 WIGEIZIE, BB B AR VE LSO & 1 Fl o e hn
LEET DL,

o BHKTH. BOHMN Oy ARRE L THOERWERNREET D2 B3 H D720,
AFNOFGHETRIZHEWEHOFBU A 2ITEET D 2 &,

o I AUMERRIE (BUE | BUBEIRIFE A E5T) b bbiv, FERFEMES FT v R— X
IZELHZENRHLHOT, Ag, Fl, EHZEDEROFEELCMBEEO R+
SEETHZ &, 1 AERBEN SO E IR GEERIEL, AR Ul
H OGO R LEZ1TH 2 &,

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

BRLEDN G 3 I AL, ZLAREIX, #5866 1R 6 ) Z & oA 2h kDR

i 24T > TV Z & A2BBIT, ARG TITEHIICR ROMRZITO 2 L,

SEARYIERE O M BANEERE ~OM S MBIEE & U CTEHT 2 BICIX, AR OERK

RERICBWT, B OREFRE T 12 B I L ICHEIMEOFHL 21T > TV
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122 & BBEBI, AFOERGTITEBNROMRE 21T O Z &, ok, ki)
ke LTHEAT 25E810E, ARIOFEGHIZ 12 VAETET D L,

20



e HHEE T A K F A
RAT7n ) Xv7 (B Z)
(BR7e4 A b—Z S EE 100 mg)
~HHAHR R Lo fE~

YRk 2 9% 1 1 H (45F 24 8 HURT)
JRAETTEA



ER/N

A o

XL DT
AHNOFFE, ERET
i IR A

FaE% 122U T
BHXG L 70 D A

BOICER L TRHE T~ EHIHA

P2
P3
P4
P7
P9
P10



1. ZUoic

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
B, 6T, IEORFEHNOMEAIZ LV | FUREIKS 22 & OFHN 72 Frli/F A%
FPESMDPEAB I NDHF T, 2o OEEMLZ BICLERBEITRMET 5 2 L EREO
AR & 7o TR Y RIFMBGER & SO FAT #2016 (R 28 A2 6 A 2 HEERE)
ICBWThH, EHERLEOH A ORBEHEEZXS Z LS TWn5,

BFORERE ST, KBRS 2T 0 7 7 A VBB FOESK L & B 5 25
B ENRDHDH, ZOD, HIMEROLEMEICET A ERNH0EMT 5 E TOR,
WMELEHG DO BE LR ZIT 5 2 EPWIRE SN BFICK L THERT 2 & &bz, BIFE
FDFEEBL U= BE 72 kb &2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B < F
THIENEETHD,

L7eRoT, KA RT A4 TiE, BIFERES ZNE TITE LN TV A EFLIH -
B RIS & | LT ORI O e 2 HEET 2880 b B R EE & %
F RO EFHE R~T,

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

WGl I DRI - A M —F S ERHE 100mg (— 4% AT e U X~vT (Eis
THREHL %))

R LR DREIDR © R SUTEREME D YR % ) il

MEERDREROCHE  @% ., RAICIE, a7 nl XA~7 (EaEfz) LT 1
[8] 200 mg % 3 3@ [A]fHIME 13 1 (5] 400 mg 2 6 [HfEFE T 30 53 fH
DT T RIEFET 5,

3% R 58 ¥ & MSD Rt




2. KRHNIOFHE. 1ERET

XA M —H BIEEHE 100mg (—f4 : XA 7 r ) X7 GBIEFHZ) BUT TR
Fl EvvH,) X, PD-1 (programmed cell death-1) &% dD VU %> K Td 5 PD-L1 & T PD-
L2 L OfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 & H& 13 T FAQ e BEARRSAE 2> & 8 2 72 1203 AR SR 3 2 3 A s 28 il £
AA »F T, PD-1 (&, fEFEZREBICEWDCEER T MildoMia£mic BB L, 3%
& i % B o AR LB TR R 7o 0B RS il 35, 7B, PD-1 (XU H o REfE
ATHZ LKV IURZRIRCE D v 7 VBEZ AT 228K Th D, PD-LI
DIEFFMEIZIB T 2B DTN TH LN, Z<ONRAMIBTIE T Miao@ s 2z
HIFEWENCFHB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, M.
A . SREE . FE/INRaTE 72 & DRk A e A TTHARRRKE - TH Y | RWAELFR
& OB HE STV D,

BED D A DEGIRI T4 & PD-L1 FEBLOFEEAMEN S, PD-1 & PD-L1 OFfREKILEE
DGR BN T HEERREZHE ) Z LR ENTEY | Hime N ATEROFER &
LTHIfFSh T 5,

AANX, PD-1 & PD-L1 X OPD-L2 Oij U T2 ROFEREREST S Z Llck v, 5
W INBRBE Th D RS SOOI AE . T U o SERATEM L S8, HUEE S 2 FEE L
T 52 & THIEG IR ZFET D,

ARFN DR IR 2 He < BE DS RISIC £ 5 BHEA S ® b, BEUIIE I
DR B D, AAOBGHROBGHIIE, BEOBIEE IO, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Afl & L Col
U7 RIS 21T\, BB DS RS X 2 BIER 28 5b 88T IE, B R AL
LI OB S O RILE 51T 5 LB DD,



3. FEIR RS
R T HEEEYE D IR % U o B O IR ERIFIZ AT 21T o 72 e B R R EBR O
D% - i A

(2]

E] B2 [R5 T AHRAER (KEYNOTE-087 #ER)

BRI ERYEO B LA % o U o oSERE 210 B, AARAN 10 Bz ETe) OLLT
D 3OO aR— hEIRIZ, AAI200 mg 3 BEME CLTF TQ3W) £wvo, ) #E5OD
HINE R R EVER BT S vz,

- BEEMBMRBHITRIC, 7L YR v~ XRRF AL HIEEEZ T HE

FH (aFR—h1)

- HEE BB HEIERIS THY . hoT LY <=T XRF UL DIEKE

2B (mR—12)

- BEEMEMEBAEEI 7RIS, 7L YRy ~T RRFF UL DIRR (—RIEHFEX

ITRARILFERIEDO—BRE LTOT LY F~T RRF AL DGR ITE £ 72

V) EEZITTWRWEE (ak— k3)

728, EHGEHN TR ABEIT AR SN HAIC, REETT 2 R AR b
%@%%%Kfﬁbfné%ﬁfﬂ;&EuM@ GEHI CRBETRRD LD E T
Kﬂ@&ﬁ%%ﬁTélkﬂﬂ%kéhkoi%ﬂﬁ@ﬁ?%éﬁﬁé(&ﬂTWG
criteria (2007) (ZH:D < FUHEIC L 588285 (CR) XUETE %) (PR) OFIE) |
1 OLBYThoTo, oB, FANIRE INZEERSDEIL. WThoak— b%
20% CdH o7,

#1 ALMERGEE (KEYNOTE-087 3 5%)

aR— k1 IR — K2 aR— 3
(6931) (81451) (60f31))
76840 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #9275 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
Bil%K -
(%) “Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
A ANRE 3 (43) 2 (2.5) 0
Fh= (CR+PR) (%) 72.5 65.4 66.7
(95%(EHE X [H#) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze 2]
[EFRIC[FZE M AEFER (KEYNOTE-087 #fiR)
AEFRITHBRAM T 202/210 1] (96.2%) 127 v, EIVEHIX 144/210 1 (68.6%)
IZFD BTz, BRI 5% EORWERIZER 20 L EBY THH- 7=,

#2 FHERDN 5%LL EORNWEA (KEYNOTE-087 ikbR) (LM S4EM)

ZEBIRSy¥E (SOC: System Organ Class) @fggﬁﬁ/}i{

JEAFE (PT: Preferred Term) " 21 Oj{;:'lJ

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

B HR BRI 11 (5.2) 5 (2.4) 0
P53 PR

B B A REAR T i 26 (12.4) 1 (0.5) 0
B MRS

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

I 57 19 (9.0) 1 (0.5) 0
FEER 22 (10.5) 1 (0.5) 0
PR R IR E

GHYE 13 (6.2) 0 0
MR ER. MOERES K ONERmPEE

B 12 (5.7) 1 (0.5) 0
FEIE 8 X OV T fbE =

95 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 #] (1.4%)., FPRpEsE
(7 v« NU—EBEREE) 1 X161 (0.5%) . FEEREREE I 8 il (3.8%). HUIKIEEME
1329 B (13.8%) | fh 7% « RS ALEIE 13 2 61 (1.0%) | infusion reaction 1% 17 f51] (8.1%) .
SEIFERIZ2H] (1.0%) KODFHRIZ 1A (0.5%) THRO LN, £, BEOKE
bR (R RERGIRARAEMERE, ZIALEE, FARRIESE) . FIRHEREREE, RIBHREEREE, 1
RUPEIRIG ., BAgRerEE (RAEMEMBRE) . R, HEMEIIE, MK - Bk, &
P M I IR PSR BN . VA IMAE R I & R ZEEREEIERR O B ALy » T, REIVEF B
W EFRS (RAMREMRET L ET) 250EIBRETT,



[FHik - HE]

ARNOREREYERETT L EZFIH LIV I 2 — 3 12k, AH 200 mg %
Q3W, 400 mg % 6 MMk (LLF TQeW) & 95, ) XiF 10 mgkg ((KH) % 2 M
fkm (LT TQ2W1 &9, ) TG LZBOARR O MG HIRESHRG S, O
Fe. AAI 400 mg & Q6W TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG g (LA
T [Cavgss) V9. ) 1E. AHI200mg 2 Q3W THEH L7ZFED Cavgss & LT 5 & T
Ehi- (F#) . 7. K#H1400mg % Q6W TG L =B DOARA| O E HIREEIC BT 5
EE FIREE (LLF TCmaxss) &V 96 ) 1F. AAI200mg 2 Q3W THeH L72BRD Craxss
g L CEEZ R T E TSN OO, BARNEFIZE WD TERENFHER ST
HHE - HETH 544 10 mgkg (RHE) %2 Q2W THEH LTZERD Chaxss & G U TIK
EERT TSN (TR) . I, EERAHEEBEZ XRITAHK 400 mg 2 Q6W
TG L=/ B (KEYNOTE-555 iBR) K 0 15 5= FRMEICE S < EiyHhhe
WIA=2T VI ab—ra AT THILTCEYEIRE T A—2 LHEILTE (FR) .,
Iz T, BEOFEEIZIT 5 EERABREGGE IS D & | AFI DR & & A XL e
& OB Z R DREE ST T VDS S v, AK] 200 mg 2 Q3W XiE 400 mg &
Q6W THL L7ZBROgEE & & Ao TR et L OB Y W ORGSR, E
SEORE - HEOM THME R OZ MM e 22 BT v &Pl &Sz,

K3 AFOEKYERENT A -4

B - P Cinax Cavg Chnin Comax,ss Cavg.ss Cnin,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
200 mg Q3W! (582?;97) (27i?§81) (17;?;83) (91%3524) (49;??L0) (302??L4)
400 mg QOW' (125??24) (32i5§§7) (10L?fb$) (14é??49) (SOi?glﬁ) (192?309)
4%§§%E§N (B;é?SaM NA 05:?;0 NA NA NA
10 mg/kg QW' <21§?§23> (14§??45) (11;}?21) (423?333) (2727282> (19;?200>

F:n=2,993, 100D I = L—3r3 N XY FH SN2 EEO FIE (2.5%5,97.5%4) « Coax @ FIEIHE
H# OB MIEFIRE. Cag : PIEIR55%OFEMIEFRE, Cun: PIEIERGH% (A 702 ) OFiRiE
HIREE . Crnaxss © EFCIRIBIZR T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 FHIIMTEFIRFE . Crminss : EHIRAEIZ
BT B FeARum i i

I 56 FIORMELME (95%(ETHIXH)

§ 41 FIOREEME  (95%(ETHIX[H)

NA : %72 L




4. FEglZ oUW T

KRS & LTl AR (2FIRE) AT ON TS Z b, YHE &
UNZHETE Digk CHOIMERNH H, T D LT, AF OGN @b 7 85 2320 - FF
E L, AKANOBEGIZE Y EERRERZRE LIEBRICHINT 5 Z LB E R, UIT
DO~BDT R T &G ThXIZBWTHEAT I XETH 5,

O MEXIZDOWT

O-1 TRED (1) ~ (5) OWTNNITHEY T HHRTHDH Z L,

(1) JEAETEBRENEET 203 A OB LS RBTSE (B E IS A2 OEHE L SR B
HUIE S AR B EEHL R, HUE DS ARSI BT 7 &)

(2) FrEMERER L

(3) HBEM RN ENFEET D20 ABIFEEERRE (DS AR EWRbL. 23 A2
W RBE, 3 AR EEHERE B e &)

(4) FRALFEIEE 28 L, S RALFREMNER 1 USSR 2B 2 Ofigx 5L UE
AR DR 21T > TV D Hiiex

(5) PUEMER AL BN Of % SR D a2 1T - T 5 fitiak

M-2 HHMR D F U R EO R K OBIE 38 B O S 2 43 72 Fnek & 1%
Bra R oERT (FEOWTIIIIEYS T DIER) 2. YZ2FEROARRNZE T 5 1BED
EEHEL L RESINLTWND Z L,

#*

o [EENEFFEUSZ 2 FOYHINHE ZE T L721&RIZ 5 FLLEDO D ATREDERIHE %2
ITHoTWBHZ L, 96, 2L EIX, BAZEMEEZ £ & LUEERIER S ONHE 2
IToTWBHZ &,

o [EEMFFESE 2 FOUMMHEZE T L72&IC 4 FFLL ELOBREREZ A L T D
Z L, 9B, 3FELL T, EMmAREMENELE O 2 A SEY L 2 B TR IR R S OAHE
EIToTWBH T &,

@ BENOEFMFHREEHOMAEHIZONT
R S BRICIE S 2 BMEA DAL E S, BRSO 6 OfF 3D 7@?&3 M- 22
EVESERER T IO E B QRS T D I iett, AFFERNEE LG EOWmE
EHB. ENESLNIATONDEHINE->TVWD &,




® BWER~ORHRIZHOWT
-1 fsR ARSIz B3 5 Eif

VMR R RS D B A BIVE SR AE LT-BRIC, 24 BRRIZZIRIEHIO T, iR X
TEEE R (23T, FEEL L2 BIENCS U CABRE L O CT O FIVER O BRI
B EDORERN Y HHRIZE G, EHICRHIGC TR AEHINE > TWNWD Z &,

©@-2 EFNEEHICL DHEEESHCICET 5 EH:

I ARSI HE D D B 22 Gk e O e 2 A T A IR EAE DEER T =42 Y v 7
EHEOIERDOAT V== T EITOERE & HREZ LA TE 5 F— AERIKH 2V
iESNTWAZ L, 2B, BiEHEICHOWT, RAERE EZDOFRBEICHSITAmENT
WhHZ L,

@-3 BIEHOZWrCxHRIZEI LT

BIVER (RVEMEMZERICIN X, KBE - /NMEK - BEO TH, SRR - i b E
K. BHRERETE (RMEREMB RS, NowkESs (FTEREAEERES, FUIRIRELE
EHORIBREREREE) . 1 AR, S E IR, Ak - BRI RMIE ., R, BHIEDRK
JEREE (PR IR, R BRI ARE BERE, ZIALBE, FARHRIESE) . infusion
reaction, JM7% - B, BIEM M )E, MRRESE (F7 2« N U—JEERESE) | DR,
e Mgl E (oM i MR PESREE R . VMR ML, JRIFERES | MERRIERAE ) |
MERERIEMERE, FEAZE) 1Tk LT, Mk X3 B st B O BP9 2 9~ 5 Al
EEfE L (BERHORZE-CXISICE L CTRER VIR ZZ T oNLIEZMHICH DL L) |
B HIZHEE R LE N TE DIRHINE S TNDH T &,



5. BEXG LR DEE
[H2EICBE ¥ % F]
O B FE MR ARG SUIR A O TR T EHR O iR o % U v
/W@%%LkWT¢$WWﬁb%%F§ﬂTW5O

©@ TREICEEY T 2 BB AT D2AF OFRE KL OHERITIEIZ SV TR, KA OA R
MESLSNTELY, AAOHRLGHR LRG0,
o AEFERIERIGRO B,
o MOPUENERELA & OB,

(ZatEicBd % Fm])

O TRUCHEY T AEREFIZOVWTIEAFOEBRENEZ L SN TWDHZ Enn, BEE1T
bipnz by
o KA LSBUE DB D & 2 B3

@ IREETOFHmIZ I\ T TR uﬁféﬂ‘é BEIZONTIL, AFOEGITHER S 20

D, AOIRERPFUR A 2 NGEITIRY | HEICAFIZEHT 22 L 2BETE D,

o [HEMEMZEEDOEDF X iﬂ%ﬁ@%é%%

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

o BHORERBOAD, UXEMERZE L IXHEFREMED B @R B OB O
b5 BE

o EEBME GEMSMIBMEELET) ObbHEE

o FEBOBYSUIB A AT LB

e ECOG Performance Status 3-4 "V

GED  ECOG @ Performance Status (PS)

Score | EF

0 | &<MERIEFEH TS5, Bl &lE U HEAERPHRZ AT D,

PRREIZI LUEBNTHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITO LN TE D,
Bl BEOFE, FHEE

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

[BHNTZEHSOHEDEY DZE LNTERY, HFOD 50%LL EE2Xy ROz 1,

AW

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,




6. BHICEEL CHHETREHHE

O  IRASCEREITINZ ., BEIRE S D IRAT 2 BB 1T 3D E ARHI O Rtk & OVl 1E i
DT OIZ B HAE I L TS5 2 &,

@ JHREBIARICENL D BE T F OFRICE MR OERMEE oA L, FEE2 S
ThoETHZ L,

@ FEREWERHO~RT AL MIZDOWNT

WEMRBN D 5D Z ENH DD T, KFOBEIZH T > TlE, PIHE
W (G0, PRURIREE, Wmkas) ORER & O X MRiRds o i, Bz +
FATH T b, Flo, BEITSUTHWE CT, G~ —7 —%Ok& % FEhid
HZ &,

infusion reaction 23 & 55 Z L 3B 5, infusionreaction NFRD HILT-HEIC
X, WURREZIT D & &b, SRR EIE T 2 £ CHRE DR L 08l
THI L,

FORIRBERERR S . T RISAERE X ORIBHEREN L D DbNDL 2 EnHDH D
T, ARFNO B G-BAART & O G-3RI H I3 E RIS N WS RERR A (TSH. bEHf
T3. 8 T4, ACTH, I =2 — 1 SEolilE) #Eiid s 2L,

FFHERERS S, B LIERRE RN H B D Z RS D DT, AEIDOEHBRLART &
OGP I E IS REmE (AST. ALT. y-GTP, Al-P, BV /LB %
DORE) & FEhdT 52 L,

SEIFER (R MY BREREZET) SOERERBEENRS bbb
ZERHDLOT, EMNCIROBE OFEEMRT H &, £z, IROBEFN
BOOLNTHEITIE, HONCERENZZ2 T2 L )BEFELRET L L,
AFNOFEGIZ LY BEOGRIERISIZERNT 5 &5 2 DDA IR B E
NHLONDZERNHD, RENROONTHEIIL, BELEFRIISUTE
B 70 0k & R BR A RO R AT & EE Ui U Ze 8RR M A1 T\ I E D5k
FOSZ & B EWER D S 2355101%, AR ORIETH IR, K ORIE RE A
IWEVAIOBRGEZEZRT DL, ok, BIERERLVE L OEREIZEDEIE
HOYEERFRD IR WIGEITIE, BB RE ARV LIS O S i Fl oisin
LBEETDH L,

WETH, BEBN OB ARE L COLRIERANEET L ZENH 570,
AFN OB TRICHRIERORBUZHSITHEET H 2 &,

1 BOBEPRI (BIE 1 ALBEIRIS 2 &de) 23 Hbtu, BRI, N T v R—v R
IZELZENRBHDHOT, AN, L, EHEOTEROFEHRC M ED L2+
IEBETDHZ L, R RB A SEDNIZGA TR G2 PIE L, A A Y il
F O 55EOME) I LEEITH Z &,

@ AA|OERRERICIBNT, BEHANG 12 1 Z & ITHMEORHE 217> Tz Z
& EBBEI ARG ITEBICEGRRE THROMER LTI Z &,

10



e HHEE T A K F A
RAT7n ) Xv7 (B Z)
(724« A b—F s ERE 100 mg)
~ PRI b R~

Va2 91 2 H (4F 2 4F 8 HUET)
JRAETTEA




ER/N

A o

XL DT
AHNOFFE, ERET
i IR A

FaE% 122U T
BHXG L 70 D A

BOICER L TRHE T~ EHIHA

P2
P3
P4
P8
P10



1. ZUoic

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
B, 6T, IEORFEHNOMEAIZ LV | FUREIKS 22 & OFHN 72 Frli/F A%
FFEIMPARINDLH T, 2N DOESK,ZEIZHLER BT IR 5 2 L3RR
AR & 7o TR Y RIFMBGER & SO FAT #2016 (R 28 A2 6 A 2 HEERE)
ICBWThH, EHERLEOH A ORBEHEEZXS Z LS TWn5,

R AR E SR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENDD, ZOD, HWELROEEMEICET D IEHRNAHEET 5 TR,
WMELEHG DO BE LR ZIT 5 2 EPWIRE SN BFICK L THERT 2 & &bz, BIFE
RNV LTI B et & & D 2 & DN ARE 72— 8 D B & i 7= 3 R SR RS <
THILENEETH D,

L7eRoT, KA RT A4 TiE, BIFERES ZNE TITE LN TV A EFLIH -
BHER M EED & | LU O 3K O feiid 70 ) 2 HEHE 3 2 8LA & B2 B B %
F RO ERERERT,

I, RITA RT A %, MSIATBOE NE SRR O . AMEAN AR
BRI s . — Mt FE N B ARERIR NBFEE 2 e O FE N B ARIBRE B 72 O W
Db EAERR LT,

WGl I DRI - A M —F S ERHE 100mg (— 4% AT e U X~vT (Eis
THREHL %))

RGLRDMEUIIE « DS AALFIRIER (I U 72 AR TR TR BE 72 R IS b R e

MEERDREROCHE  @% ., RAICIE, a7 nl XA~7 (EaEfz) LT 1
[8] 200 mg % 3 3@ [A]fHIME 13 1 (5] 400 mg 2 6 [HfEFE T 30 53 fH
DT T RIEFET 5,

3% R 58 ¥ & MSD Rt




2. KRHNIOFHE. 1ERET

XA M —H BIEEHE 100mg (—f4 : XA 7 r ) X7 GBIEFHZ) BUT TR
Fl EvvH,) X, PD-1 (programmed cell death-1) &% dD VU %> K Td 5 PD-L1 & T PD-
L2 L OfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 & H& 13 T FAQ e BEARRSAE 2> & 8 2 72 1203 AR SR 3 2 3 A s 28 il £
AA »F T, PD-1 (&, fEFEZREBICEWDCEER T MildoMia£mic BB L, 3%
& i % B o AR LB TR R 7o 0B RS il 35, 7B, PD-1 (XU H o REfE
ATHZ LK VIRZRIRCE D v 7 VBEZ AT 228K Th D, PD-LI
DIEFFMEIZIB T 2B DTN TH LN, Z<ONRAMIBTIE T Miao@ s 2z
HIFEWENCFHB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, M.
A . SREE . FE/INRaTE 72 & DRk A e A TTHARRRKE - TH Y | RWAELFR
& OB HE STV D,

BED D A DEGIRI T4 & PD-L1 FEBLOFEEAMEN S, PD-1 & PD-L1 OFfREKILEE
DGR BT HERZEZH ) 2 L OVRIB SN TEY | Fim 2B ATRROER) &
LTHIfFSh T 5,

AANX, PD-1 & PD-L1 X OPD-L2 Oij U T2 ROFEREREST S Z Llck v, 5
W INBRBE Th D RS SOOI AE . T U o SERATEM L S8, HUEE S 2 FEE L
T 52 & THIEG IR ZFET D,

ARFN DR IR 2 He < BE DS RISIC £ 5 BHEA S ® b, BEUIIE I
DR B D, AAOBGHROBGHIIE, BEOBIEE IO, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Afl & L Col
E) 7R RIS 21T\, BB DS RS K 2 BIEF 28 EEb 88T IE, RIS R AL
LI OB S O RILE 51T 5 LB DD,



3. FEIR RS
DN AAVFIRIES (BT U - ARTIBYIBR AN RE 72 SR I b RO 0 7K G I 3t 24T - 7= 3272
W PR R BR 0D i A 0”9,

[H2hE]
[ BR AL [F) 55 AR SR (KEYNOTE-045 35R)
7T T RE & E AL FEIERET 2T 2 RPTETHE SO O IR I bR R E
542 5] (HARN 52 il & Ede) ARSI, A 200 mg 3 @F MR (LT TQ3W] &9, )
B 5 OFMME R RN, ALFEE 07 U 2 X8 K& & $8/0 X vinflunine)
2EIE LTRE SN, Al BEiREHl CHREBET R DA IS, EEET
ZR IR DT H IRV ED IR L E LT 5 BFE T, RIBICARE O miffg N ¢
PRIBHEIT RO G D ETARB O G A4kt d 5 2 LA AR & S, FEFHmE A (X
AALFHIRE (0S) M OMEHEALFHIN (PFS) & S, AANIbF0EE L i LT, OS
FEBICHEE L (F1EOX)
1. 75 F KA SRS (—RIBR) RIORBETERDZRE,. ROT 7 FFRE 2 ST
LRI & BAFAT - BB AREER 12 0 A LINICTES LI BE B AN STz,
*2 0 ARF T vinflunine 1IREKFETH D72, RTZ VEZ XA I FELZ FELONTIZEIRL
7o



751 KEYNOTE-045 35k O A 20 ks

AF 200 mg oe=2-30
Q3W
(270 1) (272 1)
oSt bl [A] 10.3 7.4
(95%(ZHE X [H) (8.0, 11.8) (6.1,8.3)
NP — R 0.73
(95% {5 #A X ) (0.59,0.91) -
P fiifs 0.002
PFSTl thfi [H] 2.1 3.3
(95%/5 FE X [H]) (2.0,2.2) (2.3,3.5)
N — R 0.98
(95% {5 #A X [H) (0.81, 1.19) —
P s 0.416
T TR DT — 2 120169 A T H A AT
@Rl Cox B ANY— RET M K A 529 & Ol
S:JERla T T E
I': RECIST HA KT A > 1.1 B HD < Jhaz i e e
100 7
90 7
80
70
& 607
& 50 1
§ 40° \\
30 5 MM_“
20 ] —— smoomg W
10 7 PWME
O a6 10 12 14 16 18 20 23 24
at risk® e AR)
ZH200mg Q3W 270226194169147 131 87 54 27 13 4 0 O
= P 3 272232171138109 89 55 27 14 3 0 0 O

1 OS @ Kaplan-Meier fi# (KEYNOTE-045 #X5#)




[Ze 2]

[ BR AL [A) 55 M AHRER  (KEYNOTE-045 35R)

HEFGIIARKIRE 248/266 B (93.2%) K OMLFHIERE 250/255 1 (98.0%) 12788 5
. BUWERIZZENE I 162/266 5] (60.9%) K TX230/255 f5il (90.2%) 258D HiLTe, K
FIRECTHBLEDN 5% L EORWERIZITRDO LBV Th oz,

#£2 FHEDN 5%LL EORWEA (KEYNOTE-045 35R) (L VEMAT e 4 M)

#EBIRHE (SOC: System Organ Class) mjfﬁlj(ﬁ/‘;)
JEAFE (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)
Rl e
FOPR BB REA T 15 (5.6) 0 0
B IBhEE
T 24 (9.0) 3 (1.1 0
L 29 (10.9) 1 0.4) 0
—i% - BHEER LU G OREE
I 7 9E 15 (5.6) 1 0.4) 0
o 37 (13.9) 3 (1.1) 0
TR EN 17 (6.4) 0 0
Rt L OvseasmEE
RARIBOE 23 (8.6) 0 0
B ¥ K OV TRk R
Z 3 PESE 52 (19.5) 0 0
A2 22 (8.3) 1 0.4) 0

7ek . AR B W CRIBEMERZEE 10 61 (3.8%) . KNGk - HEED T 7 41 (2.6%) |
PR (72 - NL—EBERSE) 16 (0.4%) | TFHEERE 14 61 (5.3%) . HURAR
BREEREE 23 1] (8.6%) . RIEHEAEREE 1 4] (0.4%) . FIFERERET (R REVEIMERS 2%
) 141 (0.4%) KON infusionreaction 1 f5] (0.4%) iR Lz, Fio., HEDOLZERE
O (RERIEIRE R, Z2TALEE, BORRIESE) | T EEMRERE S, 1 IR N, k.,
A - RO RRIE . EEARIEDRE, DA, M - B, 5 &0 MBS, ki
BB SR BESR , VA MLEA I N QR ZFERIE 13380 B e o T2, ARIWER R BLRILIE RS
HHESR (BAMAEMEET L) 230EHERE~T,



[FHik - HE]

ARNOREREYERETT L EZFIH LIV I 2 — 3 12k, AH 200 mg %
Q3W, 400 mg % 6 MMk (LLF TQeW) & 95, ) XiF 10 mgkg ((KH) % 2 M
fkm (LT TQ2W1 &9, ) TG LZBOARR O MG HIRESHRG S, O
Fe. AAI 400 mg & Q6W TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG g (LA
T [Cavgss) V9. ) 1E. AHI200mg 2 Q3W THEH L7ZFED Cavgss & LT 5 & T
Ehi- (F#) . 7. K#H400mg & Q6W TG L =B DOARA| O E HIREEIC BT 5
EE FIREE (LLF TCmaxss) &V 96 ) 1F. AAI200mg 2 Q3W THeH L72BRD Craxss
g L CEEZ T E TSN OO, BARNBEFIZE W TR HER ST
HHE - HETH 544 10 mgkg (RHE) %2 Q2W THEH LTZERD Chaxss & G U TIK
EaERTETRHENT (FFR) . S5I12, EERAERE 2 FRICAA] 400mg % Q6W
TG L=/ B (KEYNOTE-555 iBR) K 0 15 5= FRMEICE S < EiyHhhe
WNIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILTZ (TR,
Iz T, BEOFEEIZIT 5 EERABREGGE IS D & | AFI DR & & A XL e
& OB Z R DR GTE T VS S v, AK] 200 mg 2 Q3W XiE 400 mg &
Q6W THL L7ZBROgEE & & Ao TR et L OB Y W ORGSR, E
SEORE - HEOM THME R OZ MM e 22 BT v &Pl &Sz,

K3 AFOEKYERENT A -4

B - P Cinax Cavg Chnin Comax,ss Cavg.ss Cnin,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
200 mg Q3W! (582?;97) (27i?§81) (17;?;83) (91%3524) (49;??L0) (302??L4)
400 mg QOW' (125??24) (32i5§§7) (10L?fb$) (14é??49) (SOi?glﬁ) (192?;09)
4%§§%E§N (B;é?SaM NA 05:?;0 NA NA NA
10 mg/kg Q2W' <21§?§23> (14§??45) (11;}?21) (423?333) (2727282> (19;?200>

F:n=2,993, 100D I = L—3r3 N XY FH SN2 EEO FIE (2.5%5,97.5%4) « Coax @ FIEIHE
H# OB MIEFIRE. Cag : PIEIR55%OFEMIEFRE, Cun: PIEIERGH% (A 702 ) OFiRiE
HIREE . Crnaxss © EFCIRIBIZR T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 FHIIMTEFIRFE . Crminss : EHIRAEIZ
BT B FeARum i i

I 56 FIORMELME (95%(ETHIXH)

§ 41 FIOREEME  (95%(ETHIX[H)

NA : %72 L




4. EFXIZHOUWT

KBS & U TR (SBIFHE) AEonTVnD 2 &b, Yk 4
PNCER T Dk THOHIMLERD D, O LT, KE OGN EY R EE 220 -
E L, AANOEGIZ X0 BEEZBEM 2B LIBRICRHIET 2 2 ERnEER/=H, LU
DO~@DFT X TENWIZTHXIZBWTHHT A RETH D,

O MEXIZDOWT

O-1 TRED (1) ~ (5) ONWTNNITHEYT LR THDH Z L,

(1) JEAGBRENEE T 523 A SHEEEIL AR PE S GRRE I IR A3 A2 i L U T
HUIE S AR B EEHL R, HUE DS ARSI BT 7 &)

(2) FrEMERER L

(3) HBEM RN ENFEET D20 ABIFEEERRE (DS AR EWRbL. 23 A2
W RBE, 3 AR EEHERE B e &)

(4) FRALFEIEE 28 L, S RALFREMNER 1 USSR 2B 2 Ofigx 5L UE
AR DR 21T > TV D Hiiex

(5) PUEMER AL BN Of % SR D a2 1T - T 5 fitiak

-2 R bR DAL 5 K ONRIVE S8 BLIRF O SIS IZ 447 22 Fnak & R 8R 2 ¢ D = Al
(FROWTINNTEY T DIER) 23, BEZZFERORANCET 2R OEMTE & L
THEINTWDH I &,

#

o EARFFEUTE 2 FOMMTHEZE T LI21&IC 5 4ELL LOM AR D BRIRITHE 2
ToTWDHZ L, 5b, 24, BAFWIRIEL 3 & LIZBRIRIES FOHE %
ToTnD T &,

o [ERIRFFIGER 2 FOPMHEZE T LIRS 4 FLL EOWIREGFZE DR IRIHE
ZIToTEY. 95, 2 T R LR DM A TR 2 5 Lo D3 AR TR DS
RWHEZ1T > TnH 2 &

@ PBENOEIEGFHRE ORI DN T
PSR BB BT 2 B R DR E S, BRSO oA D, Aotk - &%
EMEEIRPEROGEKE OERS ST 215 RIgE, AEFFGNRAE LG oWE
EW. ENHECDIATONDIKHINES WD Z L&,




® BWER~ORHRIZHONWT
-1 fsR ARSIz B3 5 Eif

VPR RS D B A BIVE N R AR LT-BRIC, 24 BRRIZZIRIEHIO T, ik X
VB R (23U T, BB L EWERICIE U CABRE B L O CT O RIVER ORI
B EDORERNY HHRIZE G, EHICRHIGC TR AEHINE > TWnWD Z &,

©@-2 EFNEEHICL DHEEESHCICET 5 EH:

DAZIRICED 2 MR L O 2 BT 2 ERIEEEPEIERE=42V > 7
EHEOIFRDOAT ) —= T EATOEIRE & fFHZ G TE 5 F— AERIRH 23
iESNTWAZ L, 2B, BIHEHICHOWT, BABE L ZOFEICHIICEmENT
WhHZ L,

®-3 EIEMR ORZW-oxISICE LT

AIVER (RVEMERR BN A, KGR < /DEZ - BEO TR, FHERERT - AL PEAR
B, BHEERE S (RMVETREMEERE) . NoWEE (FERAKERE. FHRIERE

B BIBBRRERRTE) . 1 BUEIRIW, S E OBER,. FHR - BIBUHRARIE, Mk, HEEODOR
JEEE (PR S RAE . BORREIRARIEWRE, 2L, JHREIES) . infusion
reaction, M4 - BESE, BEAEFGMESIE, MRERET (%7 >« NU—JEMRIESE) . DR,
HER MR REE (S MR MRS VESR BRI, TR MR I, ARIFERRS, BRI ERE ) |
IMERE BAEGRE, RiZSE) (SR LT, HRkhm ST BB O RV 2 A9~ 5 =il
S L (BIEH OBW-OXISICHE L THIREA R EZIT N RMEICH DL 2 L) |
B2 22 ALE S T X DARHIAEE > T d Z &,

=5

=
|



5. BEXG LR DEE
[B2h B3 % 1]
O 77 FFRHNE G TACFEIERE LG T 5 RFTEITIE T O R I R
FIZBWTAROGIMERHFES TV D,

I

D fE

E

@ TRICEYS T 2 BE T 2 ARKAN OB G L O FIEIZ DWW TR, RFIOAF M
LS TELT, KFIORGG LB,
o I TFFRIHNE G TALTIRIEI X DR O I W,
o FFOMBIRE,
o fhOPUEMERELA] & OOFH,

[ZZ etz B4 5 F1E]

O TRICEYTHIHRFICOVTUIAK OB EN LD L INTWDE Z Enb, &5 %21T
r YA A RGP
o AHNORSTITHR LIRHUE DO BAERE D & 5 BHE

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

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

o [HEMMEEOEDUIBED & 5 B

o i E AR A CRE R 258 2 B K ONE B M 0 F B i st 2% <0 R g M fiti 2%
FEOMMIZRIEMEZE N A O D BE

o HOMEBEROADE XIXEMERZE L IIHFHEMEO B O REEDOBHERE D
b5 BE

o EERBHE GEMEHaBHEIEL 5T) ObHEE

o MO IIBEE AT LR

*  ECOG Performance Status 3-4 "V

GED  ECOG @ Performance Status (PS)

Score | EF

0 | &<MERIEFEH TS5, Bl &lE U HEAERPHRZ AT D,

PRREIZI LUEBNTHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITO LN TE D,
Bl BEOFE, FHEE

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

AW

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,

10

BATARECTH A O OEIY O Z LT F N THEEZSERTTE 2V, HHP D 50%Lh Eid~y R Tl 25




6. BHIZBEL THETREFH

O  IRASCERIIIN A, BEEIREES DRI T 2 ERFE T -D & ARHF O FeE & OV E 4
DT OIZ B HAZ I L TS5 2 &

TRIRBARICENL S | BB XX E OFIRICAHINER EREE +o3 L, RSx5S
TrbEGT5HZ L,

FREWERH O~ R T A MZDOWNT

@

®

MEMEMERER D LI D Z ENHHDT, RAIOBRGIZHT- > Tk, PIHE
W (B0, PRURIREE, Wmkss) O &L O X MRiRds o i, BlEz+
AT O T &, Flo. BELTS U THES CT. Mg~ —F —F O 24 FEhi+
5k,

infusion reaction 23 & 5 0I5 Z L 3% %, infusionreaction 23728 H AL HA T
E. WUREZIT S & &b, JERDEIE T 2 £ CTHRE DR L /08l
THI &,

FURIRSEERE R . PR E K ORIBREREENH O DONDLZ N HDH D
T, AANOFH-BRAART K O G- HI ] R I3E WIS N ef &2 (TSH., WbERfE
T3, 8 T4, ACTH, I =LvF > —VEORIE) ZEMET 5 &,
JFESRERRE . LSRN S HOILD Z DD DT, AFOE 5 HMGHT
OGP I E IS REmE (AST. ALT. y-GTP, Al-P, BV /LB %
DORPE) ZFEHT D5 &,

SEIEE (MR LI BHEAR ZET) FOEERIREENS bbb
ZENHHOT, EHICIROEF OFBEMHRT 52 L, £, IROEFE N
RO LNTHEITIE, HONIEREEL =2 T2 L0 BEBLEETHZ &,
AR OBEGIZLY | WEOGRERINIERT 5 &5 2 bV EkA IR EORTE
DHLOLNDZENDD, BENRDOLNLGEITIE, B LEEFRIIS LT
BEPHE) 70 itk & ARk & B O Rl & s U ClE bl 22 8 R W 247\ o e
FOSZ & B BWER B 25561213, AFIORIESU I IR, K ORIE RE R
IWEVRIOBRGEZEZRTDHZ L, ek, BIERERLVE L OERGIZEDENE
R OYGEERFRD IR WIGEIZIE, BB RE AV LISt o Sz il Fl o8
LEET DL,

B TR, BOARI 5 AfRE LT LEVERDP BT 2213 H D720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 BUBEPRIS  (BE 1 BUBEIR S 2 & de) Db bbiu, HERFES 7V F—T &
IZELHZERHLOT, Aig, Bl EHFOIEROFEELMEEO R+
SEETDHZ &, 1 EPEREA OGS IR EERIEL, AR 8l
H O 5O R LEZI1TH Z &,

AENDOERRERIZ N T, BB D 9 WM, TALIRITR GGG 1 F/MIX
6 WRIHINE, #GLEG 1 AFLIEIE 12 HFME CHMEOFHME 21T > T\ Z
& EBBEI ARG PITEBICEGRRE THROMERETTI Z &,

11



e HHEE T A KF A
NRA7vl) X~v7 (Bla )
(BR7e4 4 b—Z S EE 100 mg)
~@EHE~A 70T T A4 MR EM

(MSI-High) % &3 % [~

Y3 01 2 H (4F0 2 4F 8 HURT)
JRAETTEA



ER/N

AN

XU ®IZ

ARFN DR, TR

IR AR

iR 2D T
BHxtGe L 70 5 B
BHIZE L TEE T & HIH

P2
P3
P4
P10
P12
P13



1. ZUoic

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
B, 6T, IWEORFEHNOEAIZ LY | FUREIKS 22 & OFH 72 Frli/F A%
FFEIMPERBINLH T, 2O DOEEKLZFEICLERET RIS 5 2 L BRED
PR L 7o TR Y RREMBGEE & O AT #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTH, EHMERL SO ORKE(LEEZXNL Z L L ShTnb,

HORE R FF ST, SRR L M7 0 7 7 A VBEEFEOES L &7 5 R
RHZENRNHD, ZOh, HMEROLEEVEICET A ERN oS T 5 E TOR,
WMELEHG DO BEEZ RS ZIT 5 2 EPWIRE SN BFICK L THERT 2 & &bz, BIFE
FDFEE U= B e kb & & D 2 & DS ARE 72— 8 O B &3 7 9 B B <t A
THLENEETHD,

L7eRoT, KA KT A TiE, BIFEERES ZNE TITE LN TV A EFEIH -
BHEm R S & | DUTF ORI O 7o H 2 HEET 2880 6 B R 8 35 2
FROEEFERREZRT,

B ARITA BT A %, MNATEBHE N EE S ERES R G, A8 HEAR AR
BRI s | — MR A B ARERIR N E 2 L OB N B A IR 7= O )
Db EER LT,

RG L IR B EINL A b —F T ERE 100mg (— R4 a7 X~ T (Eis
THAHLZ))

WREBRDMENIDE « DAALFIRIERITHE LT - BROEHEE~A 7 uYT T4
MRz ENME (MSI-High) 263 2 EEHE (RN 7o IR0 R #E e
BAIZiRD)

MNEERDREROCHE - W%, AT, Xa7nl) X~7 (Ealfz) LT 1
[0 200 mg % 3 MMM IE 1 [5] 400 mg % 6 # M T 30 75
T T RIEFET D,

il 3& Ik 58 3¢ & 0 MSD RSt




2. KEIOFE. (ERET

XA M —H BIEEHE 100mg (—i4 XA 7 r ) X7 GBEFHZ)  BUT TR
Fl EvvH,) X, PD-1 (programmed cell death-1) &% ®D U %> K Té 5 PD-L1 & T PD-
L2 L DR EZEZEMET S, B MbigG4 £/ 7 v —TF LHURTH 5,

PD-1 & H& 13 T HIAQ e BEARRSAE 2> & 38 2 72 1203 AUKIB SR 3 2 3 2 s 28 il £
AA wF T, PD-1 1, EFEZRREBIC WD TEER T MifuoMinLmIcBELL, B %
P I % B o AR LB ST R 70 o RS & 35, 7B, PD-1 (XU o REfE
ATHZ IRV PURZRRICL D v 7P v a AICHIET 5B/ EKTH 5, PD-L1
DIEFFMEIZIB T 2HBUT DTN TH LN, Z<ONRAMIETIE T Mo 2z
DI CEENCIIH L TWD, DAMBIZIIT S PD-L1 O &38RI, BN . TENE
JErmiasE ., JREE. B/ NI E e EOA B A T TRARK - TH Y | IRV EFR
& OB HE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S PD-1 & PD-L1 OFRIKIINEE
DG PERRREIC BV CHEERKZEZE S Z LRI TR Y | Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X OPD-L2 Oilj U T2 ROFERERESTHZ Llck v, 5
W NBRBE TR O RS OO S T U N ERA TR &8, HUlEE 6 2 FE (L
T 52 & THIEG IR ZFET D,

AFNOVEE 2D < O RN X 2RIEER & b oh, BESUIFELTIC
ELWREMD D5, AANORGH R OEEGRIZIT, BEOBEL TI2ATV, BEBR
D BTG EITIE, FEH LT F RIS T RPN 22 ik & BB 2 Ff O PRl & i L Tl
GN8N 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. ERARRERAE

D IACFIRER T E U217 - BROSHEE~A 7 a7 T4 MARZEE (LT
IMSI-High] &\ 9,) 26T 5@ (GEENRIBESREERIGEITRD) OR&KRKE
(ZRFAM 24T = 72 72 AR R ER O g 2 o~ T,

7238, IMSI-High #H 3 2% % | 1B LT, TPCREIZ XL Y MSI-High & & S -
I ZEXTHEE (BR%) 121 TMSI-High (PCR¥E) # A+ 584 L&Kid L. DNA
LAYy TEEEBEOGEN &5 B2 BEXT 256 (A#%R). 77D HIPCR {EIZLD
MSI-High X Tkt ziet (BLF. TTHC) &V 9,) JEIC XD I 2~ v FEEERE
DOXRE (LLF TdMMR] W5 ,) SHIESNIZEE) 2ENT 256121 TMSI-High
EHTLHEBE] EERL L, HCIEIZ KD MMR fif & PCR IEIZ XL D MSI D —E
RIL 96.6~98.7% "V THDH Z LENRE STV D,

[H2hE]

DEBE L[R2 T AHRER (KEYNOTE-164 #5#)

7 oAb ) P URPUEMIERER, A XY U T T F RS Y T R KR
(2 X DALHIRIERE O & 2 16 YIBR A GE 72T « FF58 D dMMR X3 MSI-High (PCR %)
W AT DA - IR ERE 61 6 (AARN 7 HIEET) X8RI, AHI200mg3
kR (LT TQ3W) &nv9,) HEEOHMER LN HF Sz, 7ok, EigEF
i TR EBHEFT 3580 BN BT KRBT 2 /R IR IR 3580 S N7 WS D FFRAYIC 22
TE LTV 2 B TIE, IRIEILE OB FEG TR EEIT RO B D FTARF O 5%k
T HZ EDAREE STz, FEFHMIEE CTh 582h% [RECIST 74 R4 > 1.1 [
ICED S HIHEIZ L 55848882 (CR) XiXimZ3%h (PR)] I22W T, ABRIZEREk
SNz el BIORREFEIR1IDOLEBY THoTz,

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

TR A C I\ T, THCHEIC £ 0 R A~ v FEH # 2 /%7 Tdbh D MLHI, MSH2, MSH6 /% PMS2
DWTNNDFBINRD LR WA IMMR, PCRIEIZED 2 2L kD~ A 7 e T 5 (4 h~——T
KINLAB T DT A XD R SN 725412 MSI-High (PCR %) & HIE &hiz,
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#F1 EBERAGDELOEDE (KEYNOTE-164 #5k)
(RECIST ver.1.1, AWM RIREMSE, FIEE, 20072 H10 BT —X% v A7)

B s A % (%)
SRR 61 51! 39 f312
275 (CR) 0 0
oy Z5%h (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)
%% (CR+PR) 17 9
(Z2h [95%[E X =] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

¥ HERENT R RAEN, %2 o AN EARIT S 45 > 5 5 MSI-High (PCR #) %A1 % B,
*3 : EHEE
@IEBEILFF T AHER (KEYNOTE-158 ##)

—IRIGHE & L CTHEHER 2L SIRTEE O & 2 1R YR AN RE 22 61T « FERE D IMMR &
MSI-High (PCR %) “? 244 2FEfFEEE Y 254512, AHI 200 mg Q3W 5D f
I B OVZBVED G ST, 7ed, B EHN CHREEITER O LN HEIT, KB
ITERTIER DB DA WEDIRMICZE LTV 5 B3 Tk, RIEILIE O W& EEh
THREMEITRRO D ETAFOE G 2k 5 Z L AHE L e, EEFHIEE
Tob 57285073 [RECIST A R7 A 2 1.1 UTHES < FIEIC L 5584872850 (CR) X
1L Z8%h (PR) ] 122U T, MSl-high &M S 72 % ICARRER IS S iz 83 fil%E

(ZV—7"K) OFEFRITE 2, RBRIZBRER S 72 94 I 30T 2 IER Ofs 5133k 3
DEBY THoT,
*2 mBEBREDHRKOEZFR (KEYNOTE-158 iR, 7 /1—7 K)
(RECIST ver.1.1, A ZWWERAT RIS, Py, 201744 H28 A7 —% 1y A7)

EL B G A % (%)

mERETR 83 f3il*! 28 {512
542785 (CR) 4 (4.8) 3 (10.7)
4537550 (PR) 25 (30.1) 8 (28.6)

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

#1717 (PD) 24 (28.9) 9 (32.1)
HEARHE (NE) 10 (12.0) 5 (17.9)
#%h (CR+PR) 29 11

(ZZhFE [95%(E X" (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 o G RNMERRENT XSGR %2« AR RS 4EHI D 5 MSI-High (PCR L) #H 3 5 BH,
*3 : IEHMElE

(BE3) il = & 42 A~ U241 72 7 b — 7 O MSI-High AT EEHE B 250 AIT= 7 b —7 K 7

E, 20— A TRILME (RYELAR) . Z0—7 B TikiRER (EEEXOEZEORRE) . 72720
77— —MEREIES AR . ZV—7 C CIEfl, i, NG, RERG. ELRS S OV e ORRAR N 43U
B (SO ST A AR NP IIEE) . 7 —7 D T E N (RIER RS 2 % <) .
IN—T7E ClHTESE (RELEE) ., ZVv—7F i3t (RFELgE) . 70— G CidvNibuht
S, JV—7 H TIEHEE, 7 —7 1 IR, 70— 1 TR (RIS e g
Fr<). Z/—7 K TiZ MSI-High # 63 5@ (s - EMEZBR<) BEPMAANGNTZ, 7 —
7 A~ ITRER S N O MSI-High IZOW TR, b e AT T ¢ TR X0 HIE S vz,

5



# 3 MSI-High %9 % B O] 025202 (KEYNOTE-158 #5k)
(RECIST ver.1.1, AT G, HRflE, 20174F4 H 28 BT — 4 v hA7)

Bi%k (%) 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)
T 10 (10.6) 1 (10.0) 1 (2.6) 0
iERTER ) 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
il P R 3 (3.2) 1 (33.3) 0 0
Hh Rz i 3 (3.2) 0 1 (2.6) 0
7N e it 3 (3.2) 2 (66.7) 0 0
5 S 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PRRR N 2 WA 5% 2 (2.1) 0 0 0
RN 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 Mgy 1 (1.1) 1 (100) 1 (2.6) 1 (100)
UE {7 R 1 (1.1) 1 (100) 1 (2.6) 1 (100)
)ic 1 (1.1) 1 (100) 0 0
s TR NS 1 (1.1) 0 1 (2.6) 0
ks 1 (1.1) 1 (100) 1 (2.6) 1 (100)

*1 o ARMWERRRT R %2« AMEREAT T REEH D 5 5 MSI-High (PCR %) Z#H7 % EB4E



(24 14]
OEBELFE S TR (KEYNOTE-164 #5)
HEFELIT 60/61 ] (98.4%) (2. EHWEHIE 35/61 1 (57.4%) I[Zf8® Liviz, FBLE
M 5%, EORIWERIZTERDO LB ThoTo,
F 4 FEBIRN 5%LL EORIVER (KEYNOTE-164 i88R) (22 MRt e S4E )

FRBERIRS¥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
A 5 (82) 0 0
—i% - REEER L O S ENORRE
) 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 55
RA A 10 (16.4) 0 0
KRG ¥ XUV TRk b
O FEIE 7 (11.5) 0 0

7ok, MEMMZER 1B (1.6%) . EEOLERES (FEEIREGRE, S,
FRBIESE) 16 (1.6%) ., NTHEERERES 3 il (4.9%). FUIRIREREREE 2 61 (3.3%). W
K31 (4.9%) . Aok - BEBUTRBARE 161 (1.6%) . K2k - $ER 161 (1.6%) 23580 5
i, £lo. KIBK - BEO TR, MfREE (7 0« NU—IEGERES) . T ERREERE
. ORIEHEEREE, | BRI, BEREREE (RMME BB RS . HIEDEAE, O
fhoe, Safg Ml MR MESEBER . I, FRIFEK . infusionreaction X N5 E 9
TERITFRD B o T-, RRIERFRBLRGUIEEESR (BIKREERE 25T 25
THEFHER 2T,

@[E SR % T B (KEYNOTE-158 %)
BHEFELIL, 91/94 B (96.8%) (2. BIWERIZX. 58/94 5l (61.7%) TR ALz, B
TN 5%LL FORWERIZTRD LB THot,



F5 FHEN 5%LL EOFIER (KEYNOTE-158 35R) (22 MRt <t 45 )

#EBIRHE (SOC: System Organ Class) B (%)
FHAGE (PT: Preferred Term) 94 131
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade 5
2RIEH 58 (61.7) 12 (12.8) 0
B ke
THI 9 (9.6) 1 (1.1) 0
L 8 (8.5) 0 0
M - 5 (5.3) 0 0
— % - RHEER L O GEALORRE
) RE 8 (8.5) 1 (1.1) 0
Ty 11 (11.7) 0 0
B8 X OV T AL RRRE
7 9 PR 11 11.7) 0 0

. FEMEMRE 46 (4.3%) . KBk - BEOTHI3F (3.2%) ., #fEE (£7
Ve N RS 2 1] (2.1%) | ITHERERE S 8 5] (8.5%) . F R IREEREREEE 8 5] (8.5%) .
1 BUBEPRIP 1 1] (1.1%) . infusionreactionl 5 (1.1%) MNFEDHHNT=, F7o. BEEDLE
fE (REREIRIRIEERE, ZIRLEE, FEEIESE) . T ERAHEERES . RIEMREREE,
EgnelEE (RS MEMEBRE) . R, ik - BIEUHBIARE, BREMEE, O
Ko M2 - BERRESS . S PRI/ IR PSR BEIS . PRI L, SRIFEREE K OV & ) s
IR b o To, REWERRBLRILUIEEES: (BRMEERY 281 » 5%
FHERE R,



[Hik - HE]

ARNOREREYEHETT L EZFIHLIZV I 2L — 3 12k b, AF 200 mg %
Q3W, 400 mg % 6 Bk (LLF TQeW) & 95, ) XiF 10 mgkg ((KH) % 2 M
IkE (LLF TQ2WJ &), ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. AAI 400 mg & Q6W TH G- L7=BEOARHF O E FIRREIZ IS 1T 2 Mg i (B
T [Cavgss) EWV9, ) 1E, AAI200mg % Q3W THeH L7ZFED Covgss & LT 5 & T
Ehiz (F&) . £72. AF400mg %2 QoW THG L =B AR O EHFIRBIZB T 5 i
EMIEFIRE (PAT [Cmaxss) &9 ) 1F. AH200mg & Q3W THEH L7ZEED Crnaxss
g L CEEZ T E TSN OO, BARNBEFIZE WD TR HER ST
HHE - HETH 544 10 mgkg (RHE) %2 QW THEEH LTZERD Chaxss & G LU TIK
EaERTETHENT (FFR) . SO, EERAELEE 2 FRICAA] 400mg % Q6W
TG L2/ TR (KEYNOTE-555 i5R) K 0 155z ERMEIC S < EKipHhhe
RIA=BFT v Ialb—ra il PRI LICEMERE ST XA —X LHEEILT (FR),
Mz T, BEOREEIZBIT 5 BRRBRGE IS X | AR ORE R & FMEUIZ ek
& OBHEZ G A RS SE T VRS S L, AH| 200 mg 2 Q3W XX 400 mg &
Q6W THL L7IZBROgEE & & Ao X TRt & OB W ORGSR, |k
LD - HEOM TAEINEL OVREMEICAME R 2RI v & PRl Sz,

K6 AHNOEDBRE T A —4

B - B Crnax Cavg Chin Crnax,ss Cavg,ss Chnin,ss
(ng/mL) (ug/mL) (pg/mL) (ug/mL) (ng/mL) (ug/mL)
200 mg Q3W' <58§?g97) (27i35;1) (17;??83) (9123§L1) (49;??L0) (30§?§L4)
400 mg QoW (12;??24) (32i5§§7) (IOL?fOB) (14é??49) (SOi?gIB) (192?509)
4%;;%%gw (B;Z?S&M NA UJ:?;4) NA NA NA
10 mg/kg Q2W! (21%,2223) (14;?41145) (11;,1 21 (423,2§33) (272,7282) (19;,9200)

F:1n=2,993, 100[HDY I =L —r a3 LY EH SN KAEIEO T IAE (2.5%4,97.5%4) . Crmax : FIEIHE
HHOREMIERIRE, Cog @ PIEHEGHOFEMIFEFIRE, Cuin : FIEHEEGE (A 702 F5H) ORKME
B, Cmaxss 1 EFIRIEIZE T D BT FIEEE, Cavgss 1 EFIRIEIZI T D M F IR, Cmines © EHIRREIC
BT D Bl i

T 0 56 BT EIIME (95% 5 HEIX )

§ : 41 BIORMTEEME (95%(FHEIXH)

NA : #3472 L




4. JEFRIZOWT

TREBARMEE U CHEHSERE IS T D868 - B A2 B < MSI-High 29 % [@ERHEIC
*THEHAMFEREN T SN TS, AEZE D, EHRNLY 27 EHEE (RMP)
(2353 < ARFN D R S & EMEREAIE B ~ D W AR 23 8 2 ik T - T, ARFI O 573
W B AW - FrE L. AFIOBEIC L0 BEREWER 23 LIZBIC ka5 =
EMRERTZD, LTOO~Q@DT X TE- T B W THEAT I REZTH S,

O MEXIZDOWNT

D-1 FTred (1) ~ (5) OWVWTINITHY T HiEXTHDHZ &,

(1) JEAEBEBKENEET 20 ABHFOEEERLRBTS (B E RS A2 OE L SR B
HUIE )N AR B EEHL R, HUR DS A SIRIRRE e &)

(2) FrEHRERPE

(3) HBEM RN ENFEET 20 ABIFEEERRE (DS AR EWRbL. 23 A2
W RBE, 3 AR EEHERE B e &)

(4) IRALFEIESE 238 L, S RAb SRR 1 USRI 2B 2 O sk S e
AR DR AT > TV D fiex

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

-2 3G & 70 2 Rl T OALZARE e O BINE A FE B O RIS 57 70 ek & weik 2 7
DER (FROWTNNIREYE T D ERM) 23, YE2EROAFICE T 5RO EE
HELTRESNA TS Z L,

*

o [EEMFFESE 2 FOUIMIMHEZE T L7212 5 FELL LD D AU DB IRIHE 2
ITHoTWBHZ L, 96, 2L EIX, BAFEMEEZ £ & UEERIES S ONHE 2
IToTCWBHZ L,

o [EEMEFFESE 2 FOUIMINHEZE T L72#&IC 4 fFLL ELOREREZ AL T\ D
Z ol 9b, 3AEDLEE. w5 L 2 D EEIETEIER O AL Z S e iN ATRIR D
FERMHE 1T > TN D Z &y

@ BENOEFMFHREEHOMAEHIZONT

PR3 A I B BRI AEF 9 2 LA DS E S v, BUERAZED D OIFHRE D, A0 - &«
EX U L) fﬁ%&@ﬂﬁﬁ&@iﬁﬂﬁ%‘r (S DR, AEHERP A LI e oWl
. FRESNITAT DN D IEHINE > TN D Z &,

10




@ FIEH~DORHRIZ2ONWT
-1 Sk A B9 5 Zf:

VPR R RS D B A BIVE SR AR LT-BRIC, 24 BRRIZZIRIEHIO T, iR X
VB R 23N T, BB L 2 BWERICIE U CABRE R L O CT O RIVER ORI 4
B EDORERN Y HHRIZE G, EHICRHIGC TR AEHINE > TWNWD Z &,

@-2 EFEWEFEE L DEEELISICET D E

DAZRICED 2@ OB e A T A EEEFEEDPEERE=2V 7
EHEOIEFRDOAT ) —= T EITOERE & HREZ A TE 5 F— AERIRH 23
EESNTWAZ L, 2B, BIEHIZHOWT, BABRE EZDOFEICHSITEmMmENT
WhHZ L,

@-3 RIEAOZE-CRIGIZE LT

BIVER (REMMZERIIIN X, KBE - /DMEK - BEO TH, FHRERESE - ik a
TR, BHEEREE (RMEREMEBRE) . NowkEEsE (TEREMKREREE ., FUIRIRERE

= BB REREE) . 1 ABEIRIE . S8 O IR, Ak - BRI RMRIE . ER . EEE DR
JEREE (PR B RMARAE R BRI AR BERE, S HRLBE, FARHRIESE) . infusion
reaction, 7% - B, BIEMME)E, MRRESE (X7 2 - NU—IEGERES) . DK,
e MRl S (G2 M MR PESREE R . VMR M, JRIFERES | PRI ERAE ) |
MERBERIEMERE, FEAZE) 1Tk LT, Mk X3 MR B o B 4 9~ 5 R Al
s L (BHWERHORBZE o SIZE L THRER VSR ZZ T oN LK MICH D 2 L),
B HIZHEE R LE N TE DIRHINE S TNDH T &,

=5

=
|
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5. BEXG LR DEE
[B2h B3 % 1]
O TROBEIZBOTAFOENIEN RSN TND
o DALFIRIEZRITHE LT - BROSHE~ A 7 a7 7 4 ML ENE
(MSI-High) %3 % B 9 (RGN R EE RSG5 ICRD)
723, MSLI-High # H 45 Z &3~ a7 0 X~v7 GRIETHIZ) o =F
ZWigE (k784 - MSIF#&ESx ~ N (FALCO)) ZHWTHIET S Z &,

@ TREICEEN T 2 BB T 2 AR O G K OEAITIEIC OV TR, AFIOAZPED
LS TELY, AROEEHR LRG0,
o FiT oML
o fHOPUEMELA L O L TRESNDEBE

(‘2 EIC B4 2% FH]

O FRACELTHEFICOVWTIEARIORGE NG E SN TWDH Z &b, H5 51T
bipnz &,
o ARFNDEIIZHT LIBBUE OBEERE O & 5 B

@ VHEERTOFHIHIZ B W T FRRIZEZ S T 2 BF IOV TR, AAORGITHELE I e n

D, OIRFESRPIIE A 2 NG EICRY | MEICAAIZHEHT 2L 2BETE 5,

o [HEMEMEEOEDUIBEED & 5 B

o JuEBm A CHIE R 2380 D B M ONE B O U B IT i e < e il 2
F O IIEMEZALD B DI D B

o HORERBOGOF TR L XTI B @R E OB O
RN ey

o BB (EMmeMiaBEEL ZTe) Db 5B

o EEOBYSUIBEE AT HBE

e ECOG Performance Status 3-4 /%5 D HH

V4 MSI-High %44 % TR EE O—ix U v FIEGERECTH D 2 L VR SN T3 (Latham Alicia et
al.: J Clin Oncol. 20185 JCO1800283),
() ECOG o Performance Status (PS)

Score | EF

0 | &<MERIEFEH TS5, Bl &lE U HEAERPHRZ AT D,

PIREICI LR IHIR S 405 28, SITARE T, BAEEH - TOEEIFTH 2 LN TE D,

Dol g oz, s

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

AW

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,

12

BATARECTH A O OEIY O Z LT F N THEEZSERTTE 2V, HHP D 50%Lh Eid~y R Tl 25




6. BHICEL CHEETREHFIHE

O  ISASCEZEITIN A, BERTEER DR 2 ERMEIZ 3D X ARH O Rt K O E R
AT BERERE I L CTOrLERTH 2 &,

@ BEBRIBICSESL D BE XIF OFRITAIME R a2 453 L, FE %25
ThoERETH L,

@ FEREWERHO~RT AL MIZDOWNT

MEMEMEEDR D b D Z ENHHDT, KFORGIZHT-->Tix, PIHE
e (BGIv, PRI IR EE, k) ORERE M O X #i s o FE s, Bl s+
AT 2k, Fo, REIDS U TIES CT, Mg~ — 7 —%OmMmA %2 7
5k,

infusion reaction 23 & & i1 5 Z & 3% %, infusionreaction 23788 H AL GE T
(%, WEIRAE ZAT O & &b, SRR EIE T 5 £ TREDOREBE 0Bl
THI L,

FORIREERERRE T | T R EEE T L ORIBEHEREERN S b2 BH 5D
T, ARHIOFG-BAAGERT R O G- I E I N s re R (TSH, 78
T3, 5 T4, ACTH, M aLF Y —VEORIE) 2EEd 52 &,
JHFHRERE S | B LMEIRE RN S HbiILd Z L35 5 D T, AFI O 5-FMbET &
OG- T E I I RER S (AST. ALT, y-GTP, Al-P, B U LB %
DORPE) ZFERMT D L,

SE IR (MR ML BREREET) FOEERIREEN S Hbbivd
ZEenHHOT, EMICIROREOFBEZMET 52 &, 72, IROEF N
RO BTG EITIE, HONICERBEEL X2 T 0 L) BEZIEETHZ &,
AFNOEGIZ XY BEORERISICERT 5 & & 2 bl dikx IR B RE
DHLONDLZ ENbD, BEDPRDOONTGEITIE, BELEFZRITS LT
BEPIEY 70 etk & AR A FE OBl & U CE bl 2 i R W 21 T I O E
FOSMZ £ 2 RIWER DB 2551213 AAIORFE T F 1, K ORI BB R
WEVRIOBRGEZZETHZ L, B, BIEREFRLVE L ORGIZEENE
HOUENTRD LAV WA, B EE A DA O IiilAl o8
LEETD L,

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

1 AE R (BE | BRI 2 & de) b bbiu, HERFEES 7 v R—v &
WZELZERHDLOT, Al Fl, TRH-FOER OB MAEED F5- 2+
SEETDHZ &, 1 BBEREN DN G AICITEG 2RI L, AR 8
HlO5EDOEY) 0 MEEZITO 2 &,

@ AHIOERAEIC BT, KEYNOTE-164 3852 Ti3 9 #[# = & . KEYNOTE-158 7
BRI GBRAG D 1 AR 9 WM T & 1AL 12 ) 2 & IO Rl
AT TWIZZ & &BBBIT, RAIR G PIEHIRIE G E THROMEREITH 2

(1:0
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s HEE T A R4
NATBY AT GHE TR
(724 « %4 b— & ST 100 mg)
~ P el e ~

STHE1 2 (Hf 248 AWGET)
JE A S8




H &

AR S

XL HIZ
AHNOFFE, ERET
i DR AR

FaE% 122U T
WXt L 70 D A

BOICER L TRHET & HIHA

P2
P3
P4
P9
P11
P12



1. [ZL®IZ

SR O M « REMEDHERO T2 DI, WA STEFITE DWW il E el 23R D
Bbd, 5T, IEORARM ORI L0 | FUREIRG 22 & OB 72 Hidi/E A%
FFEEGENARINDLHF T, 2D DOEKGZ BN E B ITIRAET 2 2 L BB O
L 2o TR RFMBGEE L O FEAT #2016 G 28 4= 6 A 2 H BREIE)
B WThH, EHERLEOHHORBEHEEZXS Z LS TWn5D,

R AR ESR S, EE RS R 27 0 7 7 A VBB FOES L & S MR
RHZENRDD, T, HIWEROLZEMICET D HERN+0ERT 5 £ TOR,
MHEEKGLOBELEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
RPN FEE LTI LB 2t & D 2 & AN A fE e — 1 O B &4 7= 3 EE R B ¢ A
THZLEWEETH D,

L7eRoT, BIA RT7A4 2 Tld, BREMOZNE TIZHE LTV D EFIEEH) -
BHER M EED & | LU O =3 O feii 7o FH 2 HEHE 3 2 8LA & B2 g 3B %
F RO EFREERT,

E. RHA BT A 0%, MSIATBAE NESR G ERE R O, 2 FEARAR
BRARNEE s —MAERTE N B ARER IR N BFE 2 e O AL RIE A A ARG IRERFHF2 O 1
Db EAER LT,

KfGrL I DRI A M —F STEERE 100mg (k% XA T e U X~vT (Eis
THAHLZ))

RG LR DTG - ARTBUIBRASRE ST 0 Bl g

HEERDAERVHE : 7% F =7 LOfFHIZBOW T, @H., RAIKIE, a7 r) X~
7 (Bfa A z) & LT, 1181200 mg % 3 @RI 1 [H
400 mg % 6 A MEIE T 30 2 AT CAEEET 5,

B3 R 72 3 F - MSD Rtk

(%)

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

=R

I=EN

R SUFAN R ARTAUIBRANRE S TERREME 0D Bl e

FEROHE B, RAIZIETF v F=7L LTl 5Smg% 1 H2EEROKST D,
B, BEOKRBICKVEEEET 525, 10 10mgl B 2[BE TH&ET
x5,




2. KRHIOFHE, 1EREST

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

PD-1 FRE& T T A0 B AR AEAE 7> KL D 72 D12 28 A A3 4= 5 = 72 e i il 40
AA »F T, PD-1 1%, EFE/IRREICEWTEER T HilROMaEmIc R L, 3%
& SOt % B e A B X Rl 7o 0% SO & HliE 45, 9725, PD-1 (XY Ay REfE
ATHZ LK VHURZRIRCE D v 7P VBEZ BICHIET 2% 8K CTh 5, PD-LI
DIEFARIC BT 2HBUT LT N TH L3, Z < OB MBI TIE THIlROB & 2% %
FEBENRELL TV D, DAMIIBIZIS T S PD-L1 O EEIT, B, B, iF
HORRE, ONERE . FENIIRE 7R E O 2 e ST TR AR TH Y | IRWEFRE
OHEBEMENRE I TWD,

BED D A DEGIRI T4 & PD-L1 FELOEBEMED S PD-1 & PD-L1 ORREE X IEE O
TP AR C BV CEHERRE 2 H ) Z EAVRB SN TEY | iR RN ARROEN L L
THIfFF SN TV 5,

AANE, PD-1 & PD-L1 X OXPD-L2 Difi U H> ROFERZAET Lok v, EE
1 INBR R R D B AR EENE T ) o SR A TEE (L S 8, FUEE 0 & FrE M L
52 & CHERG R AT 5,

ARANOVEFREF I 53 < BEDORERINC L 2RWER%N S bbb, BEXIIETIC
ELRMENRD D, KOG H R ORG%IZIT, BEOBIEEZ 7212170, B R
D BV AT, FEL LI RUTIE U7 M 22 Fik & R 8R & RO AT & s Uil
G172 8RR 21T\ B ORIE RN X B REIERA RSO 2 5A101E, BB RE RV
TR OBREEDFEIRIE ZAT O LB D D,



3. BRI
HRIA A HE SR M 0 RIS 0 7RI L STAT % 17 - 7= 32 72 B PR kB 0 ki %
T,

(2]

E BR A [ 25 AHRAER  (KEYNOTE-426 75R)

AV ZFPRIVEIE D 72 O RTEUIBR RN BE XU THARS ™ 0D 38 B A A A4 B s B3 861 f51) (H AR
N 94l aEte) ZXtBIc, A=F=7 VAl (LT I R=F=7] \n)H, ) 2%
KHE LT ARANET X TF=T7 LS BT IRB/ T F=7 L5, ) 3
DA INE R VM RET S ivle, FEFHIE BT (BLF ToS) w9, )
J O EALFHIE (LU TPFS) W9, ) &3, AFI/THF L F=71F, A=F=
T L LT, OS K UNPFS # HEICHER L7z,

*1 : American Joint Committee on Cancer & #43JE612 563 < R HATV

*2 0 50mg 1 A 1[5 4 B 5% 2 HFEREE

*3 0 ARHI 200 mg 3R (LAF TQ3WJ w9, ) THARNIEG- L, 77X F=7%5
mgl H 2 (BLF BID) &\WH, ) AL L, 7FF=70%EEIL. Smgl
H 2B CHEfET S 2a—2 (6#H) LLEARENRHY, Grade 2 2B HT FvF =
T ORERWER MRS LT, 22U 150/90 mm Heg UL FIZE R S 754, 7 mg BID
~OWEZAEEE L, E72REOEHEZ HV, 10mgBID ~OHi &S AfEE Lz, 7
X F=70E, BEROER., EEESIIS U TREIEE (3 mg BID, KIZ2mg
BID) HHlHE& L7z,

#1 ARMERGE (KEYNOTE-426 i5%)

KHEN) T X F=TRE A=F=TRE
(43241)) (429%1)
oL (H) NE NE
[ (95%CI] [NE, NE] [NE, NE]
OS™ | n¥—Kk™ 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™: ™| /4 — R 0.69
[95%CI] [0.56, 0.84] —
P {3 0.00012

Cl: E4EIX[#. NE: Rl *1 : PRHTEFOT — & (Q0184E8H24B W~ "4 7)) | *2: 3
B Cox LI NP — RET ML D A=F = TRELE DR, *3: @RIn 7' Z o 7 KiE. *4 : RECIST
HA RFA L LIRICHES < SRS P gef) &



at risk#%

AEI200mg Q3W KU
P o e

AR—F =T

AF200 mgBWR UV 7 XL F=T
/

A=F=J

12 16 20 24

SR A]

432
429

417
401

378
341

256
211

136
110

18
20

X1 OSSO H[EfiEHTHE DO Kaplan-Meier % (KEYNOTE-426:35%)

1

<
)

B
t

at risk#%
ZA#I200mg Q3W
RUO7FIF=7
AZF=T

X2 PFSD

00 -
90 -
80 -
70 -
60 -
50

AF200 mgQAWR VT XL F=T

BIEEEFRR (A]

432 357 251 140 42

429 302 193 89 29

AT R O Kaplan-Meier 4 (KEYNOTE-426:45%)



[Ze 4]
[E BRI RIS M AHGER (KEYNOTE-426 #5#)
HEEQIIARF/ T X F =T # 422/429 il (98.4%) M ONA=F =7 423/425 {4
(99.5%) (2788 AL, BRI L O EBRNEE TERWAERERIT, T 413/429
Bl (96.3%) I Or 415/425 5 (97.6%) \ZiBDH LTz, WT OB THILEN 5%LL -
DOEWERIZTTRO LBV TH- T,
#2 WTROORECHREED 5%, EORIEN (KEYNOTE-426 i) (222 1EfTx S4E )

HWEBRSFE Bl (%)
(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
R 413 (963) 269 (62.7) 4 (0.9) 415 (97.6) 244  (574) 7 (1.6)
MiRFs LV 3R bEE
2 12 (2.8) 1 (02 0 69 (162) 13 (3.1) 0
i BRI S 5 (1.2) 0 0 37 (87) 6 (1.4) 0
I H BRI E 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 RETTHERE 52 (12.1) 4 (0.9 0 14 (33) 0
FOR IR REIR TR 135 (31.5) 1 (02) 0 119  (28.0) 0
BIGREE
J A 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
P iz f4 17 (4.0) 0 0 22 (5.2) 0 0
HIER 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
D 91  (212) 2 (05) 0 111 (26.1) 4 0.9) 0
A% 61  (14.2) 3 (0.7) 0 86  (20.2) 9 2.1) 0
M - 34 (7.9) 1 (02 0 56 (13.2) 3 0.7) 0
—f% - RFEERS X OB GMALOIREE
1 J75E 50  (11.7) 6 (1.4) 0 54 (127) 12 (2.8) 0
% 7 130 (303) 10 (23) 0 142 (334) 21 4.9) 0
FERE D JAE 55 (12.8) 4 (0.9) 0 92 (21.2) 7 (1.6) 0
FE L 16 (3.7) 0 0 24 (5.6) 0 0
BRI AT
ALT 4 102 (238) 52 (12.1) 0 54 (1277) 11 (2.6) 0
AST #3/0 97  (226) 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
1 AR ARSI A L L HEN 22 (5.1) 0 0 2 (52) 0 0
I v ERER 3 0.7) 1 (0.2) 0 48 (11.3) 29 (6.8) 0
i/ N 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
i BREGR D 1 0.2) 0 0 37 (87 11 (2.6) 0
B L O E
BAREGR 9  (21.9) 9 (2.1 0 106  (24.9) 2 (0.5) 0
&Y o me e 6 (1.4) 2 (0.5) 0 26 (6.1) 11 (2.6) 0
W E R P L O Rk E
RAHfiR 52 (12.) 3 (0.7) 0 15 (3.5) 2 (0.5)
5 PR 23 (5.4) 0 0 16  (3.8) 0 0
PhRE R R
VS 40 9.3) 1 0.2) 0 129  (30.4) 0 0
GIEVE] 35 (8.2) 3 (0.7) 0 33 (7.8) 1 0.2) 0
B K ORI IEE
EAR 66 (154) 11 (2.6) 0 39 (92) 6 (1.4) 0



A BRI % (%)

(SOC: System Organ Class) KHEN/ 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 & OWitRkEE
MK 32 (7.5) 1 (02 0 12 (28 0 0
T 98  (22.8) 1 (0.2) 0 12 (28 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 K O TGk E
R i g 27 (6.3) 1 (02) 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 &3
T I 179 41.7) 91  (212) 0 184 (433) 78  (184) 0

¥, ARAE/ T X F=TRICB O CREMEMEE 12161 (2.8%) . KK - /MEk -
EE O TR 40 1 (9.3%) . FRERIEE (FT 0 « SN U—IERERES) 241 (0.5%) . fTkhE
[ (ALT KON AST #0172 & OfF e i s 2 5 e) 150 6 (35.0%) . HR IR
REFESE 165 5] (38.5%) . TIEMRFEREREE 56 (1.2%) . BIBHERERE 1061 (2.3%) .
L AOBEIR 161 (0.2%) . BREREE (RAMEMEMERZE) 9B 2.1%) . ik - B
SHRMEIE 4 1] (0.9%) . FIEFH IS 4 6511 (0.9%) . LFHK 261 (0.5%) . SE I
&K 141 (0.2%) KON infusionreaction2 il (0.5%) MR HiLT-, £7-. HIED K EREE
(BREREIEARE (R RE . STALERE, BREIESE) |« BER. R - BEEE . S mikkEs
(et RSO PESRBER . TR E R I, FRIFEREE, MEPERIERSE %) | MERE RIEME
BEN OSEIZITFRD B by o T, REME A BLIRILIX B F 5 (R A 5 & 5 i)
EEDEFRERE T,



(M- AE]

AFNOREMEpERRET V2R LI I 2L — a2k v, KA 200 mg %
Q3W, 400 mg % 6 HEMIE (LT TQeW) & 95, ) XiX 10 mgkg (FKHE) % 2 M
k@ (LLF TQ2WJ &5, ) TEE LIZBEOARAIO MG FRENSRN SN, Ok
H. AAI 400 mg & Q6W TH G- L 1ZBRDOARA O E HFIRAEIC I 1T 5 Mg iR (BUF

[Cavgss)] EVVI, ) X, AFKI200mg % Q3W THG L7ZEED Cogss & JEET S & FHIE
e (FF) . F7z. KAI400mg % Q6W TH G- L 7=BRDARA| O EHIREIZ BT D
MIGEFIREE (BLF TCmaxss) &V¥9o ) 1E. Al 200mg 2 Q3W TH L LTZBRD Crnaxss &
g L CEfEZ R E TS O0, BARANBFIZBW CARERHRE I TN D
ik - HETHDIAA] 10 mgkg ((KHE) % QW THG- L72BED Cuaxss & HLlE L TR
T ETHIENTE (FTHR) . ST, EEROEEE 25 RICARA 400mg 2 Q6W T
B 5 LT igsh eSS IAERR (KEYNOTE-555 5R) L 0 15 b v 72 S2RIMEIZ £E-5 < S EhRE X
TA=HEI V22— g KD PRI LR EIRE T A —& LHLL L (T,
Mz T, BEOFEEIZIT 5 EERHRBREGE IS IS & | AFI DR & & A XL M
& OB Z R DR SE T VDS S v, AK 200 mg 2 Q3W XiE 400 mg &
Q6W THeh L 7-BROMRER i & A XL et & OB #EIZ OV TRET SR, k
SEORE - HEOM THME R OZ 2 e 2R 1T v &Pl STz,

£3 AAOEYEE T A —F

B - P Cinax Cavg Chnin Chmax,ss Cavg.ss Cnin,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
200 mg Q3W! (582?;97) (27i?§81) (17;?;83) (91%3524) (49;??L0) (302??L4)
400 mg QOW' (125??24) (32if;27) (10;?f98) UAé?§49) <50i?gl3) (192?;09>
4%§§%E§N (B;é?SaM NA 05:?;0 NA NA NA
10 mg/kg Q2W* (21§?223> (14;??45) (11;}?21) (421?233) (2727282) (19;?200)

+:1n=2993, 100[EDY I = L— 3 X0 EH I BT PO P YRAE (2.5%4,97.5%40) . Cmax @ PIEIE
5% O E R MG PR, Cag - MR G5O FEENMIEFEE, Cun : MEERGH (VA 702 85T OEARMTE
HIREE . Craxss : EFCIRIBIZR T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 FHIIMTE IR, Crminss : EHIRAEIZ
BT D IR 775 2 e

T 56 BlDEMELE (95%(FHE X M)

§ 41 BIDKNMTELE  (95%(EHEX )

NA : %72 L




4. FERZIZOWT

RIS U X 7 EHEEHE (RMP) ([ZED & | A0 [ 3 5 22 MBS TG B~ O 15 /1Al
N DI T - T, AFNOE G0N/ BE Z2W - FrE L, AFO#FKGICL D EE
7REIMER ZRBL L 72BRISx ST 5 Z E DB 7272 LLF ODO~Q@ D3 T & 727
RIZBWTHEAT2RETH D,

O MEXIZDOWNT

O-1 TRED (1) ~ (5) OWVWTNNITHEY T HHRTHDH Z L,

(1) JEAEFEBKENEET 203 ABHFEEERLRBTS B ER RS A2 GE LSRR
HUE S A RSB EE ML AR . HIR DS ARSI 7 &)

(2) FrErEREIRbE

(3) HBEAFERFNFNFEET D0 AFEEERPE (S ARSI EWRPL. 23 A sl
W IRBE, 3 AR EEHERE B e &)

(4) FRALFEIEE 28 L, SR b FRENR 1 U3 SRR NG 2 ol gk K1
IR D BT > TV D iR

(5) PUEMNESAIL S EINE O has IR DR 21T - T 5 fiiak

D-2 B O bR E K ORIE R BLRE O XG53 72 ek & R BR 2 ReoEhf (T
RONWTIDITEL YT HER) 2, Y2 BB OARFNCET HIpEOELE & L CRE
Y A QA

#*

o [ERNEFFEUSHE 2EOYANHE Z1E T L7212 SHELLE DD ATRE D EEIRHE 217
STWAHZ L, 96, 2L Eid, BASEMEEEZ L LUZERIERGFONHE 217
STWAZ &,

o [ERIREFEARE 2 FEOWMHINHE ZE T L7-1412 4 UL EOWREBLF OB RIHE 217
STEY., 55, 2L Bid., BSHINEE OD A MR L 25 Te S ATRIRD IR IHE 217
STWAHZ &,

@ BENOEIESEHAE FE ORI DT

P IE B BT 2 BEE DR E S, BRSO RAE D, Aotk - &%
YRS PRE RO G B OERZE ST 2 @i, A FFLNRBE LGS 0oWE
B, EDRESCHITTONDIEREIRE S TNDE Z &,




@ BIWEH~OXIRIT DT
@-1  JiakAHIBE§ 2 gk

VLM AR RS O B EE R RIVE I 28845 L7 BRI, 24 BTSRRI O | 24 i i S
HHERRIZ W T, FEH L 7ZEERICIS U TABREE R O CT HOBIWEH ORI 23
TR DOFEF Y BRI O AL, B DTSRGS ATRE R EH 23 > T\ D 2 &,

@-2 ERUEFEHICLDAFEFGXISICET 52

ARSI HE D 2 P 2 sk R OB RE 2 A T D R FE DNEER =% ) v 7
EEDTEROA 7 ) —= T HTOWERE L EHE LA TE 5 F— LR 2
fiEShTnWbZ L, 2B, BiAHICOWT, RABRE EZOFBEICHTITEAMmENT
WhHZ L,

@-3 EHWEHOZWrox ST LT

RIWER (FEMEMZEEISINZ . KIBK - /NEK - EEO TR, TFEEREREE - mE{ kR
TR, BHEERETE (RMEREMEBRE), NowkEEs (TEREAEERES, FUIRIELE
R, RIBHEREREE) | 1 BUBEIRIE. S E O IRER. Mk - BB REARE, R, EEDRK
JEREE (PR IR, R BRI ARE BERE, ZIALBE, FARHIESE) . infusion
reaction, 7% - BRI, BIEM M IE, MRS (F7 2« N U—IERIES) . DR,
HHE 7 MR P (G M/ MR A SR . PR i, JRIFERSES . IR ERIE ) |
MERE BIEMERE, FEEZSE) 1Tk LT, Yakhuak )UFAr BB O PP 4 A3 5 Al
EEfE L (BERHOBZE-CXSICE L CTRER VIR ZZ T ONLI R MHICHDH 2 L) |
EDIZE YR ALE D T E DEHIAE - TWD Z &,

R
==

=

10



5. BEGXHR L HEE
[Hxhiiz B4 % F1E]
D AbFIERERE D 72 WU R E

TEEBME O B BB IZ RN T AR L T R

F =T L OHAREGEOFERENRREN TV D,

@ TREICEEY T D EE

(XS DAFN DG K OEHITHEIZ DT, AN O A D

ESL SN TE LT, AAIOBRGRF L7520,

o IR
o KHOHMPEE

o DOTAHBNDOENMEN R STV O HE

(ZatEicB+ % Fm])
© TR
bipnz by
o KHIDRSY
@ /Af;’EHU@uq:ﬁﬁ b\T—Fua

PR & OfF 5

IZEE T DBEIZ OV TIIAROREN DL SN TWDL Z s &E 21T

WZxF LIsBE O BRI D & 5 B3

AT L BB ICOWTL, AAIDORGIHEE S 20
VDR HREIRB fotb‘i‘E'/\ (ZFRY |

HEICAFZHEHNT L E2BETE 5,

o RPN (B BB B 5
o JuEB AR A CRHVE S 2 58 6 £ A K ONE BN 0 U BT i ¢ <0 i G it ¢
FEOMMIZRIEMEZE N A BN D BHE
o HOMEERBOAD, TR A L IXFERED B O g R B OB D
o 5B
o SR (Gl iE L ZTe) Ob 5 EHE
o FMEORBYIIPEAEE AT HEE
e Karnofsky Performance Status 70%Aji 0 o B
(£ Karnofsky Performance Status (PS)
Score | T 3%
100 |TEH, BT 2BEOFRZ DR, BHEERZ L,
B OIEENAFIRE, Rl R G LER Y, 90 |ERWERAAER TS B A%, IEHIHE) A HE
80 |M7p V) EEIRAEIR S H B A, B U CIER OIGH) Al fE
T D 2 LITRATRE, HETAERTETC, B 70 |BHBHOMIRIITE L2, EFOIEE) - 5735 2 LIEREE
BITIZEA CEANRERIZEDZHDOTHSD, | 60 |BUICNTERZ LI TEAN, L EXNHRME
ex RREONBZLELT 5, 50 [FRIREBE LB R L OEMN R R T A D
40 @9, EEIZRERS JOEEN L
HoEY DI EEZHSTTERY, HFEH D\ 30 |[R<ENT T, ARDLEENFEITI LEE > TN
IFRPBEOGHE L REOGEH#ELVLELTH, HE| 20 |FEFRICEE. AR LE TR RIBRENLE
NAHIZHEIT L CW D ATREMEDN & 5, 10 |FEHIDNE - T D
0 |4t

11




6. HHIZHEL THET X HHE

O  WASCEFEITINZ BEREHEE DR 2 EBFE 1T D E ARHI O Fetk & OV Efif
RO 7= DI B w2 o B L Co b RET 52 L,

@ JHREBIARICIENL D BE T OFRICE MR ERMEE oA L., FEE2 S
ThoEETHZ L,

@ FEREWERHO~RT AL MMZDOWNT

MEMEMERR D LoD 2 EDRHHDT, KO GIZHT=-> Tk, WIHE
W CEYIAL, PRURIREE, RZ0kEE) ORERE R O X fieds O FEhEss, Blggs +
FATH Tk, Flo, BEISUTHE CT, MG~ —F —FEOMRA % Ehi 7
HT L,

infusion reaction 23 &% H 4% Z & 3% 5., infusion reaction 2358 H LI E T
I, WYRALE 21T O L LI, EERNEIE T D F TREOREEZ o128l
THI &,

FURIRERERE S . T RAEERET R OCRIBEEEEERN L LN L2 B H LD
T, AAF| OB G-BAERT M O G-I P IZEHINT N W EERR A (TSH., 78
T3, #HfE T4, ACTH, I =anT Y —VEORIE) #5452 &,

[P RERESE . M LR ERD H bbb Z L0 5O T, KEIOFRG-FMERT &
O G-I S e I IR EER A (AST, ALT. y-GTP, Al-P, BV LB %
DOWPE) ZFEhT 5 &,

SEIER (IR L TR BHRAERZGT) HFOEERIRESE NS bbb
ZENHHOT, EFICIROEF OFBEMRT 52 L, £, IROEFE N
RBOOLNTHEITIE, HONCERENZZ2 T2 L )BEFELRET L L,
AHNOBEGIZLY | WEDOGRERINIERT 5 &5 2 bILb kA 7B IE
DHOLLNDZ ERDHDH, BEDPBROONTLEICIE, BELEFRIIS U
B 70 ik & BB 2 o [l & U ClE vl e BRI i 2 1TV iR EE O sy
BT & 2 BWER BN 2561215 AR ORE I IE, K ORIE B R
NWEVRIOBRGEEZBETDHZ L, 2, BIBEREFRLVEYOELIZX0EIE
HOYGENFRD B2 WIGEIZIE, RIS B AR VE LSO & 1 Fl oehn
bLEET DL,

B TR, BORRINOE I ARl L T LEERD BT 22 B3 H 5729,
AFNOEGHETRIZGEWEHOFRBU A ITEET D 2 &,

1 BUEIRI (BE 1 BUBEIR I 2 5 ) Db bbtv, HERFMES 7 v F—T &
IZELHZENRHDHOT, Ag, Bl EHZFEDER ORI LCMBEEO LA+
SEETAHZ &, 1 BBEREN DN ICEREEZIE L, AR 8l
RO 5EDOWE2LEZ1TH 2 L,

@ AHFNOERRBRICBW T, BEBGHS 2R, UIBRIIM4BEEETCORITE, 0
#% 12 WS EICHEDMEOFEEIT > TV 2 L 2BE 1T, AFIHG R EHICHE
BB CHHEROMEEREITH Z &

12



e HHEE T A KF A
NRA7vl) X~v7 (Bla )
(BR7e4 4 b—Z S EE 100 mg)
~ BRI ~

SHIEHE1 2 A (5f 248 AHWET)
JELAE S




ER/N

AN

XU ®IZ

ARFN DR, TR

IR AR

iR 2D T
BHxtGe L 70 5 B
BHIZE L TEE T & HIH

P2
P3
P4
P12
P14
P16



1. ZUoic

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
B, 6T, IWEORFEHNOEAIZ LY | FUREIKS 22 & OFH 72 Frli/F A%
FFEIMPERBINLH T, 2O DOEEKLZFEICLERET RIS 5 2 L BRED
PR L 7o TR Y RREMBGEE & O AT #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTH, EHMERL SO ORKE(LEEZXNL Z L L ShTnb,

HORE R FF ST, SRR L M7 0 7 7 A VBEEFEOES L &7 5 R
RHZENRNHD, ZOh, HMEROLEEVEICET A ERN oS T 5 E TOR,
WMELEHG DO BEEZ RS ZIT 5 2 EPWIRE SN BFICK L THERT 2 & &bz, BIFE
FDFEE U= B e kb & & D 2 & DS ARE 72— 8 O B &3 7 9 B B <t A
THLENEETHD,

L7eRoT, KA KT A TiE, BIFEERES ZNE TITE LN TV A EFEIH -
BHEm R S & | DUTF ORI O 7o H 2 HEET 2880 6 B R 8 35 2
FROEEFERREZRT,

B ARITA BT A %, MNATEBHE N EE S ERES R G, A8 HEAR AR
BRIRIE s . — M RTEN B ARERIRNFE S . — AR HEAN AR B SR kO
NESAERTEN AR OPESIVRI 2O o b & ER L T2,

RG L IR B EINL A b —F T ERE 100mg (— R4 a7 X~ T (Eis
THAHL %))

R ERDMEINE - B XITIERERR & F 9 5 B

NEERDRMEROCAE - @, A, Xa7n ) X~7 (Eiardfz) LT 1
[a] 200 mg % 3 WA MR XX 1 18] 400 mg Z 6 J HI[F R T 30 47 fH
DT T RITEFET 5,

il 3 B 58 3 #F  MSD Rt




2. KEIOFE. (ERET

FA h— & HEEE 100mg (— &4 a7 n ) XA~ Bz UT IR
Fl EvvH,) X, PD-1 (programmed cell death-1) &% ®D U %> K Té 5 PD-L1 & T PD-
L2 L DR EZEZEMET S, B MbigG4 £/ 7 v —TF LHURTH 5,

PD-1 1T T MAR S0 S GLRERE D & 284 D 72 OIS A AR DS FI - 5 T2 70 S0 2 il 4
AA wF T, PD-1 1, EFEZRREBIC WD TEER T MifuoMinLmIcBELL, B %
P B s % B o AR LB ST R 72 50 RS 2 95, 37 B, PD-1 (XU W REfE
ATHZ IRV PURZFRICL D V7P VnE 2 AICHIET 2% B&KTHh 5, PD-LI

IEFFRRC BT 2BBUT DTN TH LN, Z<ONAMIBTIE T Mlto@z 2
HIZEWENFEBLL TV D, DAMABIZIIT S PD-L1 O E3EBLX, B, B,
JEfmAaEE. JREE. FE/NRAEITE 7 E Ok 2 e A TTHRARR-TH Y | fRWAEGFE
& OB HE STV D,

BEE DD DGR T & PD-L1 FBEOFEEMED S PD-1 & PD-L1 OB IZNEE O
TR R B W CEEREE 2 ) Z LAURBR SN TE Y | BN ARIROER L L
THIffFSnTW5,

AFNZ, PD-1 & PD-L1 X OXPD-L2 Ot > ROfEGEHET L Z Lk, 5
W NBREE T OISR AR ENE T U v SERATEM L S, HUEE G 4 FE (b
T 52 L CHUEEN R A RET D,

AANDOVEFHBE A H D < i EE DRI FOGIT & 4@%“%%%bhwiﬁﬂi%tﬁ
RN f&z’»%é AHN DB G- R O EGRIZIE, BE OB Z oIATV . BREDPR
XY a0t j:%ﬁbt%ﬁLﬁbtﬁﬁmkﬂd&@%%ﬁOE%kLﬁbfL
@&W%%ﬁ%ﬁ% W DR OSIC & D RITEHI N gD 2 58121, BB B E AV
%/%@ﬁﬁé@ﬁ@ﬁﬂ%%ﬁﬁﬁgﬂkéo



3.%#%%
P8 T R AR & T 5 BHSEGRIE O KGR I3l 2 17 - 72 £ 22 B R BR O plois %
T,

[G2E]

] BRI R 25 T AHRRER  (KEYNOTE-048 #%)

(L FRERE D 72 TR S (e, R - TUHER M ONWEEE OO 38 TR fRiss 2 A5
LRS- E R R 882 Bl (HAN 67 flagle) AXIRTIC, BYXv~T7 (B
i z) (UT eYyXo~<7) Lnwd,), Zrtuv i (LUK I5-FUl &
9.) ROT 7 FFRAIOHHEE (LFRIER) 2 Z2xtifé LT, 5-FU &7 o758
FIOPEH T TAAN G (RANOF & G-HE) = K OAH] 200 mg 2 3 B IR (LT TQ3W
LW ,) BE (RAIEMMBEGR) OAIMER LSRG Sz, FEFHMEEE O
—O & INTAEFAHME (LT ToS) &v9,) IZOWT, ITT W T, KA
ﬁﬁ‘féif HMEFRE L R L CTHEICIER Lo, £70, AFIBMEE I L FIRTE & ik L

T, ITT E£FICHB W T, OS 1TFHELMEZLZ R L, combined positive score™ (LLF TCPS) &
W) N1 ULEDOBEFEEMIZBWT, OS ODFERIEENFED LI,

*1 o WPTRZICKHT DR & L TUEFPIRIEZ S 0IREN E i STV BE Tl 4#%is
BEOBRAIRE R B 6 AL ERGE L TV A AT, MAANAREE Shviz (7272 L
YELIRWTE T %61 A INICER BT L 723558138k <),

#:EYF~7 (FIEI400 mg/m?, 2[E1H LAFE250 mg/m?) . AT T F 100 mg/m? XL
VAT ZF > AUC 5 (mg = min/mL) K OV5-FU 1000 mg/m?¥/day (4 B B&#ee S0 3% 5-)

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

*3 . KHK200mg, A7 T F L 100mg/m? XTI HNAR T T F 2 AUCS (mg = min/mL) K O85-
FU 1,000 mg/m?%day (4 H fFFHEATR G DIEIZ Q3W TH K67 — A 5% AF#1200
mg % Q3W TH:H L7,

*4 : PD-L1& R8I LMl (S, ~27 a7 7 —Y RO v o58ER) ZREEMnEk ©
FRL. 100% 3 U 7= 5K 0E,

#1 AFIGEHES O (KEYNOTE-048 745%)

AKIOFH e G- bR LRt
(2814) (278%1)
hoefE (A) 13.0 10.7
[95% CI1] [10.9, 14.7] (9.3, 11.7]
0S™ N — K™ 0.77
[95% CI] [0.63,0.93] —
P " 0.00335

Cl: EHEXM. *1 : PREMITEREOT —% (Q0184F6H 138 U » b4 7). *2: BRI Cox Ll N —
REF T L AAFEIERE L Olg . *3 : J@Rlla 75 o 7 e



100
I I
80 -
70
Q) 60 AF1200mg Q3W. 7T FF Bl )k U'S-FU
PR o
B
& 409 T
H Ty,
i ooy T
- wvxv~7, FIFFRARVSFU HF’"'HH
10 -ttt
0 T T T T T T T T T
0 5 10 15 20 25 30 35 40
AR (A ]
at risk#{
AH1200mg Q3W,
75 FF U & (V5-FU 281 227 169 122 75 40 10 1 0
Eyxe~T 278 227 147 100 51 20 5 1 0
77 FF B L US-FU

1 AFIGERES O 08 O FRIfENTIF O Kaplan-Meier #i# (KEYNOTE-048 35%)

72 AFIBEME G OIS (KEYNOTE-048 #X5R)

ARH B P - (b LR
%5 30141 30041
houfiE (H) 11.6 10.7
‘ o | [95%C1] [10.5, 13.6] [9.3,11.7]
ITT S84 05 N — R 0.85
[95% CI] [0.71, 1.03] —
P fE™ 0.00014
%k 25743 25543
hoefiE (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: EHEXM. *1 : PREMITEREOT —% (20184F6 A 138~ h A7), *2: @i Cox Hufil N —
RET M L DLFHERE L oLk, *3 . Bille 77 0 7iE GELMHEPE) . *4: Bhla 72
VU RRE (R PE)



A #1200mg Q3W

3 o
” 50
B
& 404
b
D9 wvxs~7, 7IFFRARVSFU tH -y
0 P |
0 T T T T T T T T T
0 5 10 15 20 25 30 35 40
IR LA
at risk#
AFI200mg Q3W 301 225 172 125 81 37 18 2 0
Y XU~

75 FF K| 4 O5-FU 300 245 158 107 57 26 10 1 0

100
90
80
70
E\i 60 A FI200mg Q3W
o 50
% \
4\& 40 \,.‘"".
N
S e hy
vV XU, T TFFWAKUSFU ﬂ’r-fﬂ.--l....i..
10- “HH 1
0" T T T T T T ; |
0 5 10 15 20 % 0 35 20
AEAFIIR [A]
at risk#%
AF#1200mg Q3W 257 196 152 110 74 4 17 2 0
D N 255 207 131 89 47 21 9 1 0

7'Z FF 8K L OS5-FU

X2 AAFIHEMBEED OS O FREfENTE O Kaplan-Meier #ifi (KEYNOTE-0485X5%)
(L ITT £, FX : CPS= 10 EBHER)



(PD-L1 FEELRBLA D A 1)

] B IE R 25 T AHRASR (KEYNOTE-048 3UR) ([CHAAN DI BEOT —ZIZHD X
CPS BT 24T o T2 A 20 (BRERA 2T 2 5 de) M OVZEMEORERIZUL TO LB Y
ThoT-,

AAUZEBIEGEH OAZIEIZES LT, CPS 28 1 Rii DA AL RIERE L IRIEFEED
RTH-o7- (F3, K3,

AR EMBEE OGRS LT, CPS 2MEW T SRR EREIC 69 5 AR B 50
DAY — RN K E < AR D DAL, CPS 28 | KigDHE TN — RS 1 %
kREl>72 (4 KO 4),

723, PD-LIOFILRIUZ L 6T, RFORZEMNET 17 7 A VTR TH - T,

7 3 KEYNOTE-048 350 k51T B AF UL L #E D CPS Bl Tod 08™

PDLI %5 LA gy PRI DeeCH e e
o R e e

1=<CPS<20 ﬁ{%{gzgi;ﬁ gi 1;; [[89:’1115.'53]] 0.75 [0.57,1.01] ™ 0.25
crss | PMBEEE e T L0 o

CI: EHEXM. *1 : BEEITEREO T —4% (201846 H 13 A~ vA7) *2 : JEEHI Cox LN — K&
Fu (PRREIMEAT) . *3 : ECOGPS (0. 1) R OVHPV J&Z: (k. [atk) ZBRIKTF & L7- Cox Hfiil

—FETV
100 1009 2,
90 90
804 80
70 04 0 R

AFI200mg Q3W, 7T F A LISFU Y Xo~T | TTFHUAIKROSFU

!
i
L
b
H /

EfrE (%)
i

HEAER (%)
2

.........

Z)_
10- Ly 10
0-— T T T T T T T T 0= T T T T T T T
0 5 10 15 20 25 30 35 40 0 5 10 15 20 25 30 35
at risk % IR LA at risk¥ ELERIM LA ]
A #1200mg Q3 W, A 71 200mg Q3 W.
S5 MRS 22 W w0 67 36 9 1 0 e sy ® 0 % 13 8 4 1 0
YR~ T, YELeT
d ) 285 191 12 83 2 16 5 1 0 .
S % 8 U TU R i ® 36 % 17 9 4 0 0

3 KEYNOTE-048 BRI 51 5 AHKIGFHE 5RO CPS B TD 0S O HFf#ENT ;O Kaplan-Meier Hifi
(£ : cPS=1 O EFE LR, A - CPS< 1 DEELEM)



# 4 KEYNOTE-048 35123517 2 AFK|EM & 5 0> CPS Bl T 0S™

PD-LI %5 g gy T BRCT AT T s
crs<t Mlwmrn s s lorise 170862200

1=CPS<20 $f£§j§i§;ﬁ 1;: 18? %zg: i;?% 0.90 [0.68,1.18] ™2 0.028
o R T

CI: {ZHEXE], *1 : PRIMITREDT —4% (Q018F6H 138 4 v A7) *2: JE@RICoxL BN — KTV (I
SRWIMEAT) . *3 : ECOGPS (0, 1) X UHPVEY: (Bt k) ZBEAINT & LizCoxbbfi ¥ — RET L

100
m -
w -
70 7 —
< S
:5 60 A F200mg QAW é
B N il
% 407 \\'\ .]N‘:
<Y ) <
21 \ B
0] BT FTT 75 F UK K USFU t }"'|""i"i"|fﬁ"s
0 T T T T T T T T T o T T T T T T T T
0 5 10 15 2 % 0 % @0 0 5 10 15 2 % 0 %
o AR (A ] o IR (A
at risk£% at risk 5%
% # 200mg Q3 W 257 1% 152 10 74 % 17 2 0 A #1200mg Q3W “ 29 20 15 7 3 1 0
EYEYeT. 7 131 8 4 21 9 1 0 EYEL<T. 4 8 7 18 10 5 1 0

75 TR s R 2 77 7T RAIRUS-FU

4 KEYNOTE-048 B IZ 35 1) 5 AHKI B 5#ED CPS B TD OS O HFf#ENT ;O Kaplan-Meier Hif}
(7K - CPS=1 DBEEM, HK : CPS< 1 DEFHEM)



[Ze 2]
OE B FEFH MRS (KEYNOTE-048 #5)

BEFGIIAFIG AR GHE 271/276 51 (98.2%) . AFKI B L SR 290/300 1] (96.7%)
S OLSERIERE 286/287 il (99.7%) IZFRD i, TREREE & ORERGEAGTE TE 20
HERERGT, N2 263/276 1] (95.3%) . 175/300 1] (58.3%) K TX278/287 il (96.9%)
IR BTz, WIT N DORETREEIS D 5% L EORIERIZTERDO LB TH-oT-,

K5 LI ORETHEARIED 5% EOEIEN (KEYNOTE-048 ilfk) (2 AT SEEHD

FHERIKRSHE (SOC: System B (%)
Organ Class) AHIGE & 51 AHI BB 51 ee=-375 e
FAFE (PT: Preferred Term) 276 fi] 300 1 287 Bl
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
EEH 263 (953) 196 (71.0) 10 (3.6) 175 (58.3) 49 (163) 3 (1.0) 278 (96.9) 195 (67.9) 8 (82)
MiKE LY 2 RkEEE
1. 133 (482) 52 (18.8) 0 12 40 2 (0.7 0 118 (41.1) 42 (14.6) 0
ST BRI E 21 (7.6) 21 (7.6) 0 0 0 0 12 42 12 @42 0
i BR YR SE 34 (123) 8 (29 0 2 (0.7 0 0 38 (132) 16  (5.6) 0
I BRI E 91 (33.0) 50 (18.1) 0 3 (1.0) 0 0 90 (31.4) 59 (20.6) 0
i/ MR E 75 (272) 24 (8.7) 0 4 (13 1 (03) 0 63 (220) 24 (8.4) 0
Hi L OBk EEE
Hig 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P IR
FOR IR RE AR T 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) 0 0
H b
(G 28 (10.1) 0 0 9  (3.0) 0 0 31 (10.8) 0 0
T 49 (17.8) 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 (456) 16 (5.6 0
R P 67 (243) 22 (8.0) 0 2 (0.7 0 0 69 (24.0) 10 (3.5 0
Mgt 75 (272) 7 (2.5) 0 7 (23) 0 0 64 (223) 5 (L.7) 0
—f% - BHEFR L OGN ORE
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
(EIs9 18 (6.5) 0 0 (1.3) 0 0 9 (3.1) 0 0
HEISE D SR AE 77 (27.9) 26 (9.4) 0 8 @27 2 (0.7) 0 76 (265 14 (4.9) 0
FEHL 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
JYIE RS L O A BUE
PIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, fER L OWEAIHE
AL S i 2 (0.7) 0 0 1 (0.3) 0 0 16  (5.6) 3 (1.0 0
B AR AT
ALT #4)0 10 (3.6) 2 (0.7) 0 7 23) 0 0 15 (5.2) 2 (0.7) 0
M7 V7 F =8N 30 (10.9) 1 (0.4) 0 2 (0.7) 0 0 15 (52) 0 0
I v BRSO 46 (16.7) 28 (10.1) 0 1 (0.3) 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
RE D 21 (7.6) 2 (0.7) 0 9 (3.0) 1 (0.3) 0 30 (105 1 (0.3) 0
M ifn BR s 36 (13.0) 15 (5.4) 0 2 (0.7) 0 0 43 (15.0) 22 (1.7) 0
R L Ok EE
BARIRGEE 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 29 (105) 4 (1.4) 0 3 (1.0) 0 0 95 (33.1) 11  (3.8) 0
KT R U U AfE 23 (83) 10 (3.6) 0 9 (3.0) 6 (20 0 20 (7.0) 9 (3.1 0
1KY i E 6 (22) 2 (0.7) 0 1 (03) 0 0 19 (6.6 5 (1.7 0
PhiR R PR
TRTE LR 16 (5.8) 0 0 6 (2.0 0 0 15 (5.2) 0 0
KRR =2 —n"F— 15 (54) 3 (LD 0 1 (03) 0 0 6 (2.1) 2 (0.7) 0



FRERIRSEEH (SOC: System

BiEx (%)

Organ Class) AHINGE & 51 AHI BB 51 ee=-375 1E
FEAGE (PT: Preferred Term) 276 300 1 287 i
(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
B L OURKREE
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
SUERRBE & 1 (0.4) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
R g 5 (1.8) 0 0 6 (2.0 0 0 27 (9.4) 2 (0.7) 0
%@i " REFEARIIEA SIE 4 (14) 0 0 1 (0.3) 0 0 20 (7.0) 2 (0.7) 0
& D FEIE 14 (5.1) 0 0 21 (7.0) 0 0 24 (8.4) 1 (03) 0
5 22 (8.0) 1 (04) 0 25 (83) 2 (0.7) 0 101 (352) 17 (5.9 0
g RE 2 (0.7) 0 0 0 0 36 (12.5) 0

7k, ARFIGFHBEGRECR W CRIEMEEE 13 6] (4.7%) . KB « /MG - EED
THT9 B (3.3%) . kR E (57 2 « N —IEBRES) 96 (3.3%). AFHERERRE 27 3
(9.8%) . FLIRMREERERSE 40 1] (14.5%) . FIEMAHEREREE 1 6] (0.4%) . BHEREREE (R

A VMR REE) 21 #1 (7.6%) . D4 141 (0.4%) KON infusion reaction3 1] (1.1%)
DROONT-, T, BEORERE (RERBEIRERT, B, HEREIES) .
BB R RERRE . 1 BUBE PRI . BEAR. AR « RRBUT BAAE . EEAE A M0 E, K% -

il

SE DR, EELMERES (R MR TESREER, iR, ARIFERRE,
FERIERAESE) | MERE RAEBRE S O EL TR S rino T,

ARFN B ERE B W TRV E MR A 16 61 (5.3%) . KB -
B (1.3%) . BEEO LGRS (BERMBIEERE, 2B, FEREIES) 161 (0.3%) .
P RERE 22 15 1 (5.0%) . HUIRIRESBERE 2 42 (4] (14.0%) . T EEEEREREE 1 451 (0.3%) .

/NG -

HED THI 4

RIBHERERE S 1 61 (0.3%) . BimelmE (RAEHIEMEBRE) 56 (1.7%) . MKk - §
Bk 161 (0.3%), 5 & IR 141 (0.3%). B 241 (0.7%) K& T infusion reactionl {51
(0.3%) MO BN, £, MREE (72 « SU—JEEES) . 1 BFERE.
K- BT RARE, BAER R, Ok, EER MRS (M MO MR 5T
. WIMLMER ML, REFERES . MERERIEKIESE) | MERE BIEEEE K O ZITEE O Hivie s

D72,

AREIWERZEHR I EF S (AREERE 2 E5) 25 0EIHHRETT,

10



[Hik - HE]

AR OREREYEHETT L EZFIH LIV I 2 — 3 12k, AH 200 mg %
Q3W, 400 mg % 6 Bk (LLF TQeW) & 95, ) XiF 10 mgkg ((KH) % 2 M
IkE (LLF TQ2WJ &), ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. AAI 400 mg & Q6W TH G- L7=BEOARHF O E FIRREIZ IS 1T 2 Mg i (B
T [Cavgss) EWV9, ) 1E, AAI200mg % Q3W THeH L7ZFED Covgss & LT 5 & T
Ehiz (F&) . £72. AF400mg %2 QoW THG L =B AR O EHFIRBIZB T 5 i
AEMIEFIRE (PAT [Cmaxss) &V ) 1F. AH200mg & Q3W THEH L7ZEED Crnaxss
g L CEEZ T E TSN OO, BARNBEFIZE WD TR HER ST
HHE - HETH 544 10 mgkg (RHE) %2 QW THEEH LTZERD Chaxss & G LU TIK
EaERTETHENT (FFR) . SO, EERAELEE 2 FRICAA] 400mg % Q6W
TG L2/ TR (KEYNOTE-555 iBR) K 0 155 7= FRMEIC S < EiyHhhe
RIA=BFT v Ialb—ra il PRI LICEMERE ST XA —X LHEEILT (FR),
Mz T, BEOREIEIZ BT 2 BRI D & | AR OREE & A UIE e
& OBHEZ G A RS SE T VRS S L, AH| 200 mg 2 Q3W XX 400 mg &
Q6W THL L7IZBROgEE & & Ao X TRt & OB W ORGSR, |k
LD - HEOM TAEINEL OVREMEICAME R 2RI v & PRl Sz,

K6 AHNOEDBRE T A —4

B - B Crnax Cavg Chin Crnax,ss Cavg,ss Chnin,ss
(ng/mL) (ug/mL) (pg/mL) (ug/mL) (ng/mL) (ug/mL)
200 mg Q3W' <58§?g97) (27i35;1) (17;??83) (9123§L1) (49;??L0) (30§?§L4)
400 mg QoW (12;??24) (32i5§§7) (IOL?fOB) (14é??49) (SOi?gIB) (192?509)
4%;;%%gw (B;Z?gaﬂ NA UJ:?;4) NA NA NA
10 mg/kg Q2W! (21%,2223) (14;?41145) (11;,1 21 (423,2§33) (272,7282) (19;,9200)

F:1n=2,993, 100[HDY I =L —r a3 LY EH SN KAEIEO T IAE (2.5%4,97.5%4) . Crmax : FIEIHE
HHOREMIERIRE, Cog @ PIEHEGHOFEMIFEFIRE, Cuin : FIEHEEGE (A 702 F5H) ORKME
B, Cmaxss 1 EFIRIEIZE T D BT FIEEE, Cavgss 1 EFIRIEIZI T D M F IR, Cmines © EHIRREIC
BT D Bl i

T 0 56 BT EIIME (95% 5 HEIX )

§ : 41 BIORMTEEME (95%(FHEIXH)

NA : #3472 L

11




4. JEFRIZOWT

ARFN OG- RO 72 B35 22 W - FFE L, AFIOFHIC LY EEREWEHZRIL L
BRI T D Z ENMERTED, LFOO~QD T X T &z il W THEHT 5
REXTHhHD,

O MEFRIZHOWT

D-1 Fred (1) ~ (5) OWVWTINITHY T HiExTHDHZ &,

(1) JEAETEBRENEET 203 A2 FOE LIRS (B E IS A2 OE L SR B
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁ#mﬁﬁrh@&>

(2) FrEMERERPL

(3) HBEAFERFNFNFEET D0 AR (03 AU EEHEIREWRPL, 23 A iafs
W IRBE, 3 AR EEHERE B e &)

(4) FRALFEIEE 2 %8 L, S RAL RN 1 USSR 2EIENINEE 2 Ofiax KL UE
AR D AT > TV B itk

(5) HUENERES AN B BN ORisk IR D | 21T > T D fitiak

@D-2  FHGEE DAL FIRIE K ORIERFEBIRG OIS A53 72 Fiak & BEBR 2 D BE Al X
TEBHEM (FROWTNANIEZ Y T D EMITEBIER) 25, Y% OAFNIZE
TOREOEME L LTRESNTND Z &,

eSS

o [ERRFFEUTE 2 FEOYMFHEZE T LI2%IC 5 L LD W AVIRIR O BERIHE %
fToTWbHZ L, 5b, 24 EIE, BASEWREE 3 & URRIERFOE %
ToTnD T &,

o [ERRFFIAGER 2 FOMHIHEAZE T L7cRIZ 4 L1 Lo B SRR EE O IR
WHEZIT-> TR, 26, 242 R, 2N AFEMREZ & OESEEM G2 R O
FRRIHE 21T > T D Z &,

o ERNARFF SUTHEFHEALFFIUGZ OMENHE 2 T L7212 5 4ELL o 0 ESE
DEFFRIHMEZIT-> TR, 5 b, 2HEL I, BAEYELEZ ST OEAFIO R A
BIEDHRAIHEZIT>TWNH Z &,

&% AFN L DERICBWTCIREERSE OGN E 2B 5720, BE DOIRE
(ZY 72 B HRHEMIZ EOROWT IR TR 2573 =T (BESE I O{bF%
1R OBIWE R B DO REIG +53 72 ik & 1B & 5O [ERT) & OBRE/EHED ) &
WZET 5 &,
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© BN O [ 5L AE EE B O ARHIZ DOV T

PR S A BRI T 2 B AR E S, RS OfFRAE O, A9 - %7
VIR O BB NEAREE 25 D I ittt AEFRNRE LG5 0HE
EH, ENHCNITAT DN D RHINE > TWE Z L,

@ FIEH~DOXHRIZ 2N T
@-1 MR ARHNZ BT 5 Et:

VR MR R D B ES 7R BIE R 3 3842 LT2BRIC. 24 BEREISIRIAHIO T, Mi%hiak X
VB R (23U T, BB L BERICIE U CABRE R L O CT O RIVER ORI 4
B EDORERN Y HHRIZE LI, EHICRIGCATRRRAEHINE > TWnWD Z &,

@-2 BEREFEEICLDAEFEEZRISICET 52

8 AR I 0 5 B e s M OB RE 2 A T S IERICFE D EE e =2 U 7
EEDITEROA Y ) == 7 2ATOERE L F# A2 A TE 5 F— AERKH 2
fEShTWD Z L, B, BERICOWT, DABELEZDOFEIZHSIZEAMmESNT
WwWnHZ &,

@-3 RIEHOZKr-oRIGITE LT

BIVER (MEMMZREIIIN A, KGR - NGk - BEO TR, FHHRERES - il b2 e
Bk, EEREIEE R MEMER RS . WowiEs (TEAHEREREE . FRIHEE

=, BIFEHREREE) . 1 BBERIR. SO IEKR. Ak - BERUHBIRIE . ER. B DR
JEIETE (TPatER A ERARIE ., BORRIRARIEGRRE, ZIALBE, JHRBIESE) . infusion
reaction, 7% - RS, BIEAMEIIE, MRS (X7 2 « NU—EGERES) . DK,
B MRS (G MR SR BRI L, ARIFERES | BERERIERAESF) |
MERERIEMERE, FAZF) 1Tk LT, Hakhtak X3 BRE R B O BP9 2 A9 5 Al
SEE L (BEEROZWErOISICE L THREA OB EZZ T ONDRKMHFICH D T L),
EDIZE R LE N T E DGR - TWD Z &,

=5

=
]
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5. BEXG LR DEE

[B2h B3 % 1]

O AL D 70\ VR U TR RS 2 3 2 SHSE R F EROE B 2B\ T ARH
B Gl NZARA] 5-FU L O FFRFIO PR G OBMENREII TV 5,

@ AFNIERSILFESIFEZE (KEYNOTE-0483E) 23\ T, &fERICBWTE
YR~ T 5-FU KOV T FFRFIO AL L i LT, AKH, 5-FU KO F
FFHIFN OO G- L OARF MG OG MR R ENTWAS, 7277 L. PD-LI%
HE (CPS) 12k W AN RARZEANFBR SN AERBELATVDE L (p7
~8ZM) 126 CPS" bR L7c L CAAIR G- ORI GBOHW 2325 Z LN E LUy,
CPS MUK TH D I ENHER SN EFITB T, AFILSNOIERRI S5
B35,

* o KFIOZWE L LT, PD-L1 IHC 22C3 pharmDx [ =] (R5E4) 2VER STV
%,

@ TREICEZY T 2 BB T AR OFR G K OERITIEZ SN TIE, AFIOAZPED
WESLSNTELT, AFDOEREGHIR LB,
o fiTERAHIIRIE
o OTHIMENR SN TWRW i OHEEMEREE I & O OF A5
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(ZaECB+ % FH]

O TRICEYTLIEEFICOWVTIAFOERENERE SN TNWDL T b, AT
bipnz b
o KAIDRSY WRE DB E D & 5 B

@ IRFEATOFHIIZI VT FRLUUCEZ Y T 2 BE T OV TR, AFOEGIFHESE S 1700
D, AOIRFEERPUR A 2 NG EITIRY | HEREICAHIZEH T2 2L 2BETE D,
o MEMEMZEEDOEN X i&fiﬁ@ b5 B
o JESE R A CHRIE R 2 7B 5 BF K ONEBYME O R K A2 <0 G M it 2%
FEOMMIZRIEMEZE LN HA BN D BE
o HCOMEREBOED, UTEMERZE L < ITFERMED B R E OO
b5 EE
o BB (GEmSMaBEEL ST) Ob b EE
o OB EE AT D BE
*  ECOG Performance Status 3-4 "V o 4

GED BCOG 0 Performance Status (PS)

Score EFR

0 | &<MERIEFEH TS5, Bl &lE U HEAERPHRZ AT D,

PRRBIZI LUEBNIHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITI LN TE D,
RS N S

ATARETHL DT DRI O Z L3 N TAFELAERF TE LW, HHD 50%Lh Bid~» R Tl 29,

[BHNTZEHSOHEDEY DZE LNTERY, HFOD 50%LL EE2Xy ROz 1,

AW

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,
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®
@

BEIZER L THET & HIH

IS SCEZRIIIN 2, BUEIRTEER DM T 2 BRHE 2 3D & ARH 0 et Je O 1

MO DI B EFRE 7B L ChERT 52 &,

TREBRIARIZ N D | BBE XX Z OFHRICH MR OfERE 2+ 0@t L, [FE %215

ThoEETHZ L,

CPS LR L7z BT, AR OE GG E2HW§2 2 &N E LW, CPS BMERT

XRWEEITIE, AR O OGS Z @O L ECRETH L,

EREIMERO~RT A MZONT

o HEMREENDLOND Z ENH DD T, AFOEEIZHT-->TiL, PIHIE
W (B, FRUR IR, k) OREE OIER X MR o £, Bz +
STATH Z by Flo, MBS U CT, Mif~—F —H 0% FEhiid
5L,

* infusionreaction 3% H I D Z & 23 5, infusion reaction R D H AL AT
(X, WURE AT O & &b, FERMEIE T 5 F TREDREL 012842
THZ &,

o HURIRFSREREE | T HRAMSAERE R ORIBHMERENH SN Z ENHDH D
T, ARAIOEG-BIRART R O G- M P I X ESIIC N sre A (TSH, b
T3. #EHE T4, ACTH, L = /F Y —VEORIE) 2FEhid 52 &,

o IFEERERESE ., B LMEIEE R H O D T Lk D DT, RFIOHG-BHGET &
O 5 13 E I PR A (AST., ALT. y-GTP. Al-P, B U /L b %
ORE) ZEMETH &,

o HEIER (MERKMMLEERAEREEGT) FORERERIREENH DD
ZENRHLOT, EHMICIROEFOFEAMRT D52 L, £z, ROEFE R
RO LNTHEITIE, HONICEREBEEZZ2 T 0 L) BEZ2IEETHZ &,

o AKFOFEEITLY BEDOGIERISICRINT S & B2 BN D EEX R ESORRE
NHOLDLNDIENH D, BENPREDOLNTHEITIE, BEALEZFLRIILLT
BRI 70 5k & R BR A FE O [ AT & UGl ZR s Re W A1 T ) R E ok
BOSIZ X B EWER D3 5t 2 5-5101%. AFIOKRIES I 1k, K ORIE E R
NEVHOBRGE2ZBET L2 L, B, BIREEFRLVE L ORGIZXVEIE
FOUENRD B WAL, BB RE R VE DA O i il o8 i
LBETLHZ L,

o B THEEMNLEI AR L CHrORWERNRERT L2 ER"H 5720,
AR OEHHETHIZHEWER OB SR T2 Z &,

o 1 EUMEIRYE (BUE 1 BUBEIRG A2 S de) N bbb, HERFMES TV R—T X
WCEDLZENRBHDHOT, OB, Bols, NEH-SEDOREK DR BLLCMAEE D EFIZ1
SEETHZ L, 1 BERE NN aII G 2L, AR ) il
KO HEOWMYI RNEEITS Z &,

AFNOEGRRBICB N T, BG5GNL 9B, UBIZ1FEREToHITE, 0D

#% 9T L ITHEIMEDFM AT > T2 2 & 2B E|T KRG 30E B g
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