173 ) \—'/X\a
-3 ¢
—
e .
) “—"—%L—j

H\%Eijy- A FIE T 0825 5 &
& 348 A 250

woEF R
& REFREW |HEEEH () B R
\® B K

BEAFBHEERK - AEHERELELEEETERR
(& B % B )

RATBYRYT EHETEH) WA OREE RS A KA
v (3LE) DIERRUBEMEHEES A K54 > (GR/INEKIRH,

EEOE, SRR OS Y L NE, RE LS, BEE~A 2
u%%?%%TfEﬁCMSIngh)%ﬁfélﬁﬁ Rl
i, SRR ORIES) O—HREISNT

R EGEY L IO RASEF 2016 CERL284F 6 A 2 A EBRE) BT,
EFHEEROEROEEMIEEZND Z L PEVIAENLZ L 2RI T, &
ﬁm&%%%ﬁ:ﬁ%&$%wﬁﬁ#étwmﬁﬁﬁﬁ%ﬁﬁ4F?%yéﬁ
WAL LTHWET,
Aﬁ\mh7n)zv7(ﬁm%ﬁmz)%ﬂ(wmﬁ #4bw~¢ﬁﬁ
#E 100mg) IZ2WT, AR LTHERT 2ROFBEHEHRE GO LB Y KiF
BRMET A FTA L LTIRY XD LEDT, TOMEHICHE>TIE, .
KA RTA DN THERSNS LS, BENOEREERCERICH T2
RamEBENLET,
R, mA7u)zv7(ﬁh%ﬁﬁz)im SR/, BERAIE,
HHAE R U VR, REE B, MBEA 70T 74 PRRESE M
'SI-High) 207 2EEE, BHAE, HEEMERORERC LCEM
THROBREEHEIC SOV, AT r Y X7 (BiEFHEEL) BHORE
ERMEET A FT A v (RIER) OERROLT ) A7 GEEFHEL)
RANORBEERHEET 1 T4 G, BURBAE, SRNEDX
Y UNE, REERE, REESA 70T FREEE MSI-Hig



h) &35 EME, BARERCREEE O—BEERSNT (1 24F
8 A 21 AT EARKESR 0821 % 1 BEAYHEER  AEHERERLEEY
 EBRERM) KLV RLTERL ZBTT, ) |
Sff, a7 BY XvT (RETER) BEIKOVT, BHRE<A 7 1Y
754 MREEM (MS I-Hi gh) 247518 - EBBEOPREIDEE
BT B —HEERERSNEZ L, BAXEOHERALOREELRDS LD
| TEAEOER] ORITICONT) (T34 68 15 BAHTIRERSE 0615 8
1 BEAEREEERK - AFEERERELAEREEN) KLVERShT
LETHN, YA RFAE, ThERIHED LB OREVELE LD
<, BRENOERMEROERICHT 2 MM BE LT, 28, WERO
RO RREEN A K54 V13, AREEO LB Y TF,



S/ MK D BB A A 51 > DUGTEFT (SRR

piliEcis

5 -

IH

HH =D

(FAAERIERT)

e

(B AR AR

21 ~—

@-3 BHERAOZECRIGIZE LT _
RIER (MEMEMRBCML, KRIBE « /MEK -

HEOTH. BHEFR - X4 - IFfeESE - it
& - LEEE &, BEEREE (RETHEEE
RE), AHWEE (TERERERSE, ORI
. RISHEREREE) . 1 BUBERIF, S YO BEK.

ik - EERIARIE. IR, BEEOEBEE (P
R EIEFRIIE, FEMIRIRERRE, £
BE., BRXAIELS). infusion reaction, f¥4s - 88

5

JER, BEMGEAE, WREEE (X7 NLb—

FEMRAES) ., Dfifsk. EERMEEE (L&t
RIS, EiEE ., JRIFERES, MEEEAL
HAESE) . MIRBREMREE, %) LT, 4
R AT E BB OB 2 A T B ERT &
HEL EERAORZEHIGIE L THRERUTX
BEZIONBEMCHD L) HbICHEIARMN
BN TEAEHINE-THBZE,

21 ~2—

1 ©-3 BUWEHOBZET-CxSIZELT

BIfER (MEMERRBIMA, KIB%K - Bk -
BEEOTH, FFEEEE - BERE R, Biges
fRE (RMERBENERSE) ., WoWRE (TEE
WAEEE ., FIKIREEES, RIBHRERE). 18
BERIA, 5 & D IRR. fEk - BUBUHRIARAE, FEZ.
EEOREEE (TRIEREERME. B
IR AEREE, LR, BREHESF) . infusion
reaction, Bi# - #ElESR, EEMHEAME, MEE
EF (X7 N—EREE) . DHK, EERM
HBEE (Rt /MR MESRBER, AR .
TRIFERES, MEARNIENES) . MERBREGRRE, &
)T LT, MR T B E AR O F
MEHTHEMESEEL @EHERAOBEPRIEIT
BELTHRERVUXEEZZ TN RHEHD T
&) EBITERLER T E 2R3> TV
Zk, '

24 ~L—

6. HEEL CHEES <& 53

24 R— |

6. BEIH L CHET ~=%E
@ %)

(@ )




@ B .
@ERBEHERO=R T AL M2 T

- MEEHEER S ODNB I ERHBEDT, &
DB EIZHT- o T, FIEER (B0, Kk
R, W) ORESRR UES X SR DS,
BEREIHITIZ L. . LEITHE L THRE
CT, MiF~—Hh—EOREEZEHETHIZ L,

+ infusion reaction BHHbNBZ ¢ H B,

infusion reaction A3 LIZBAITIL. HE)

ROBEITS & LB, ERVEET 5T THRE
DREZ +ACBETDHZ &, -

- FORIRMEREREE . T RAGHERE K CRIFHE
BERHLDNDZ EBHDHDOT, FAIOEFH
WHEIR O EHE P I EHIC A oW ERE
(TSH, i T3, HE@E T4, ACTH, i =T —
NEORE) ERETHIL,

- BUENFR. BTAS, ITHEREREE. JTH. Mtk
HERBHLLNZZLRHDOT, AEORE
BRI R CHRSHM P I EH M FHERE

(AST. ALT. v —GTP. Al-P. B YAV ZEDRIE) -

EEETDHIE,

@ )
OFLRBIER D~ T A Y M2 T
- BEERERH DA ERHIDT, A

1 BloEEIz b > Tid. FHER (B5h, MR
| R, SRS ORESER U X BRE 0 =%,

BEETHTO &, £, BETIE T TR
CT, Mi~v—h—ZDREZPEHTIZ &,

» infusion reaction b bbhBd I LBH 5,
infusion reaction MFRWH LNIHFAITIE, EHED
RAMBEEITO & EbIT, ERVEET D E TRE
DREEHICBET DI L, - :

- FORBHEREEE . T RIKHEIEEE R ORI B
BERLLPIWDZEBHBDOT, AR OHS5H
BT O E MR T X EAIIC NS W RERE

(TSH, #@ T3, BE@E T4, ACTH, ML =nLFy —
NEDRIE) 2#EETHZ L,

- FHEREREE, W LMEEARHLEPNDS Z &R
HBOT, REORLFSLRIR RSB IXE
EREOVC BTHEBERRZE (AST. ALT, y-GTP, Al-P, E
VA VEORE) 2ERTHI L,




EUEAEOKEHRAEETA N T 1

OWETERT CIrIBXMEER)

i | v 1A
WL (FiGERiE ) D (RIS AGHER IR
17_—Y | 3@-3 BEHERADRWeRICELT 17~—2  |1@-3 EBIERORELIZE LT
RITER (FIEMERRBICZ ., KB - % - BIER (RAEMMRBICMEL, KIBE - /NB% -
FEOTH, BUERS - AL - IFHeES - i BEEOTH, FHEEEE  BeEBS s, B
% - PRI 2%, BESAEREE (RS R E R EE (RMEHEESALS), NOBES (FRE
K% NAWEE (TRICHERS, RIS | HehEreE, BRBUSEEIES. BITHERE). 18 |
| BE, BIBEEREE) . LEERE. 5P OBk, FERRAR, S OMEL. Fk - MSUSRAE. 1A,
g - MESME, Mk, BEEORBREE (f BEEOKEE (DR R, R
BUEREEERIE, SAHIERAERR, 2T BEIRAE R, SHATEE. MAMEAES), infusion
BE, FRMEE) . infusion reaction, st - B reaction, % - BEINZ. BEEMENE. MRk
Mgk, ERGENE, WHEESE (¥T2 - SL— = (X¥Tr - NUERRE) . O%, BEAM
EREEE) . OB, BEERMERE (St EREE (GRfetE d/ MR HEYREES . B PR
IR VESERERS, IR, R, M | FRIFERES, EIEMIERESS) . MIRAAEREE, A
HRAES) . MERARIEREE, RS LT, 4 ) It LT, MRk I E B E s o=
| RS LT B E R B O B 2 B BT & MEET HEM & L (BIEROBE-S3GIC
EHEL BUEROBHORISICE L TRERUE BLCHEROXELZT b EECHE D
BRI ONIEHCHD D &), EhIcmERa ), BEbIENRNERTE AEHRESTNS
| BRTEAEENESTNAD S, AP '
19— |6 BERELTESTXHE 19— (6. BERELTEETNXHE
(@ ) : @ ) |
@ ) @ ) -




@FLREMERA D= P A MZDWT
cBEEREREARSBDNAZERHDHOT, K
RIOEEIZHTe > Tik, FHEER (BE8h, R

RS W) ORERE WL X SURE O EmE, |

BEZ+TNITOIZ L, £, BHEICR U THEE
| CT. ME~—b—EoREEZERTIZ L,

» infusion reaction WHLbLNDZ EHBH D,
infusion reaction M3R® LATZHEIZIX. TH)
RAVEZRITO & L biZ, ERPEETHIETHE
OREE+DICBETE L, o

- ERIEERE . TRHAERE R ORI |

BERDLDND ZERHBDT, FEIOERSH
AR R O SR P E R I A S IR RER
(TSH, R T3, 5k T4, ACTH. =AY —
NMEORIE) ZEBTHI L, '

- BUERTZE. BTG, FFEEAEREE. RER. SE(LiE

BERPHLLNDZEBHDOT, FEOERE |

MR RO S Y B P I I iFEERE
(AST. ALT. v-GTP. Al-P, ¥ U AL ZDH|FE)
BEETHI L,

@xERRHER D= A MZ2WT

- MEERRERDH DN ERHBOT, &
HOBEI T > T, HEER (B8h, TR
PR, W) DML UM X SR ERS,
BEEHMTITO T L, Rl BES U THE
CL. MiEv— I —SORELERTE L,

+ infusion reaction RHOLPONHI LBHD, -
infusion reaction AFWH LN IHFEITIL, HH
RAVERITO L Ebic, ERBEIETHETESE
DREE T HIBET 5T &, -

- RIS . TERBERERUBIFEE
BERDHLDOND ZEBHDDOT, FAEIOESEH
BRI R RS YR TR ENOICN oI ERERE

|- (TSH, 28 T3. W5 T4, ACTH, M=/ —

NEDRE) 2FERTDHZ L,

PSS, BEERERE LB T R
HBDT, FEDOBEFHFIRORSHEFIXE
HE I PR AR (AST. ALT. y-GTP. Al-P, ©
VAEEOME) BEETDI L,




HMERDF VY S SEORBERNET A ¥ T A L OUETEF FASER)

& 1A

HHL—D | (FARERET) H—y (RS ERIBR)

8R—y | @3 BHEROZERRISIELT g—Y | @3 BUEROBECRRICRLT
BITER (MEMMERERICNL, KBE - NE% - BIfER (FEMMESIZMZ, KBK - /NB%k -
BEOTH, BUEME - IFRL - IFEREREE - T HEOTH, FHEREE - B ER, Bk
& ARCVEIRE . BIRAEEE (RMEMESE 5% (RATHEERAS) ., AHREE (FEK
KA NAWEEE (FRAKMERE, HiRBSE e E, PRIBEEES. fIFgERS), 18
EE, RIERkaEiEE), | BUEERM, 5 & 5L, FEIRA. 5 E IR, Rk - BRRURREEE, Lk,

| B - BB EARAE, B, BEEORERSE (F BEOEEREE (TEEREERME. K

FHHERREARRE, REHERERE, 28 IRERAERRE. ZTEALBE, FAAHES) . infusion
M, BXAAEE), infusion reaction, - £ reaction, J#¢ - BEIRA, EAEMHEEAE, MR
JRde. EAEMESLE. PPREREE (X7 - AL — F (¥7 - R—EEEHS), L%, BERL
FERRESE) | LRk, BB MKREE (GREMM/N RIS (St EfL/ MR PESREER, A2,
WA SRR, MR, FRIFERE . MRk IREFERE, ERERIERIES) . MIRBAMEERE, B
HRAESE) . MERERIEGE, BES) LT, X4 F) KX LT, HEMEER LI HEREE 0 EM
i ER ST B E R O E MM R E T A EM & HEETHEMEEE L EUHEADORE-PRIRIT
L (RITER OBZRTOXBICE L TRER UK BLTHEERUOXE*ZTONEEZFICHB D
BESZTONBEHICH A Z L), EbicET e &) ELICEYRNEBE TE B EHBRESTVS
BN TEDERENRESTND L, _ N

10 2— |6 BELELTEETNEHH 10—y |6, BEICHBLTEETEHEH

@ )

(@ &)
@ M)

(@ )




| @FABHERD<X Y 2 2 MeonT

BEMRRERLLDRAZERHDBOT, K
FoBEWHIz-> Tk, MEER (B8, Fk
PRI, ) ORESR R O X BRE DO ERS,

BEEHITITY T L, Fh, BEIE U THIER

CT. Mifv—H—ZORELEMTE L,

- infusion reaction 7§§596392"L5 Wb B,
| infusion reaction AFB¥H HNT-H B, EE
RAMEEITS & LB f_fﬂiii)@@';'éi'(“%%‘
@kf%+ﬁuﬁ$Té Eo

« BURIRHEEEEREE . T RABEEER ORI BH#E
E%ﬁ%&bhé_&#%é®f\ﬁﬁ@&§%
| AR R O S BB I E R NS W R R E

(TSH, W T3, ﬁ%14mm1m¢:w%}~'

NVEDRE) BEETHT &

- BUERTR, FFA&, FHgRefE. i, @
Aﬁmﬁm&abné_amﬁémf\xﬂmﬁg
B 4A BT M O3 5 H H P E 8 I FF B se th 2R
(AST, ALT, y-GTP, Al-P, t)wt/%me)
%%ﬁf% &,

@FELREIEHO=Z T A MZ2T
- BEMRERRLLLNAZ ERLHDT, &

,ﬂwﬁ%t&torﬂ\M%ﬁﬁ(Ewn\@w

REE, k) ORESEER VIR X BRMTE D EHE,
ﬁ%%+ MoATH o &, Fho. MBI UTHER
CT, MiFv—b—SEORELEETE &,

- infusion reaction BB BB L Bhb,
infusion reaction DBRHENBANE, B -
RABEFAITY E &bz, ERMPEET S ETHESE
DREETFIBRT DL, \
- FURIRHRERS S . T RCHEAERER ORIk
BERLLPNDZERHDHDT, Kﬂ@ﬁ%ﬁ
PRET A O S 2B P X EY I A SRR
(TSH, ¥R T3, WEHE T4. ACTH, a2 —
NEORE) TEETRI L,
CIFERREE . W LMIEEARD bbb B Z LA
HBDT, ARORERBTIROE SN TITE
HEC I EEaEME (AST. ALT. y —GTP, Al-P, ¥
INECEORME) #EBTLHZ &,




R BB OB GRS 4 N9 4 L OUETEIT (/A% ).

bai (=
HYP—Y | (FARFIERD) Y- (B TERRERE BR)
92— @3 RIEAOZEPHSICELT 92— @-3 BIEROZUFORICE LT
BIER (RAEMMESRICIZ, KB - NEk - BIfEH (BMEWMEBICIA,. KB%K - Bk -
BEOTH, BUEATSE - IFIRL - fFHgeRss - fF HEOTH., FHSMeRE - E{uEmg s, S
# AT R, BHERE (RETHEMHER EE (RMEREEBERE). NoWEE (FEME
HKE), ADWEE (FERAEEEE, FIRESE HEREREE . HIRIRERERES . BITHRAEEE), 1/
EE., BESEREE), 1BERA, 55 95FE%, PEIRIAE. 5 &SRR, Bk - BIBUHBMRIE., B,
fh - BREUGRIARAE., A, EEOEBERER (F BEORBEE (WEURLEBE. FE
FUREKEFCAMATIE, KEMEREREE, 2B IRIRFEGERE, 4L, HAHEES). infusion |-
B, BHXIEIES). infusion reaction, f#% - #f reaction, fM#k - BERRK, EREMESE, HPEE
Rk, HEiEFEIE, WREE (¥ Ab— E (X AU FEERS) . OT%. BERML
SERREE) . Offz,. EEARNMKEE (i RIEE (St i/ MR ESREER . Tl L,
WA SRR, it E i, FRIFERES. MR IREFERES | EFERIERIES) . MERERIEERE, i
BRAESE) . MEREREERE, BiZS) /LT, ¥ ) o LT, MR UL R E S i o0 B
R DIMEFREEOEMMEE 3 S ERME HEETDIEMEEEE L (BIIERORBRRM I
HEL (BIEROZEH-CHIZEE L CTHEERUX BLTEERURZELZI ORI & IZHE
BEZTONALECHB L), HHIDHET R L), EHIE BN TE S EEBES TN
BRTEBEHNESTNWAD &, ' k. '
11— |6 BERELTEST_XEHD 11— 6 BRECELTEETREHE
@ ) - @ m) o
@ ) ‘ @ )




QELREERDO=RT A M2 T

- BEHHEERHLDNEZLBHEIDT, K
KO EITH Tz Tk, PIFRER (B, %
RS, W) oWk U X BREDERS,
BEETOITITO T & Tl BT U THHE
CT, MiE~—H—EORELERT DI L,

- infusion reaction 23% Bbﬂ’b%) ZEBDB,
infusion reaction M) LNHBESITIT. EHED
RABEITS & L bz, ERPEET S E THE
OREF+FICEETDHZ &,

- FURIRBEREREE . TRABERERUBIFTRE
BERHLDNEI ENHEDT, FAHOEREH
AT R OB S R P EMIC NS ISR
| (TSH. ¥EmE T3. WeEE T4, ACTH, M= —

NEDORIE) BEBTH L. .
| - BUERFZ, FERA, FrignehEs. g, sk
BERRDSPNEZ ERHEDT, AFDOBRS
BRA AT R O S P E M I TR R &
(AST. ALT. v -GIP, Al-P. ¥V A E L EDME)
EERETHI .

N@EARRHERD<R VA M2 T

o HEMEREER LD ERHEDT, A
RORHITHI> TR, PHER (B, Fk

R, BORE) ORRR UM X RREDERSE.

BEEZ+MTITO >, Fio. HBEITE U THE
CT. iE~—H—ZORELERTH &,

-« infusion reaction BH LB LNRH 5,
infusion reaction 3 LNI-IFAITIL. TH)
IAERIT D & L HIC, ERAEE TS TR
DOWREEEF+HICHETAR T &,

- FURIMREREE | TRASERE R CEITHRE
BEERHLDLNAZERHDHDT, FAOEEGH
AT R USRI ERBIC A S WEERE
(TSH. MEHfE T3, WEHE T4, ACTH, M=y —
NVEDHEE) 2EHT D&,

- P REREE, W{LPEIRE R i) bbnsdI &N
HBHOT, ARO®RSHBHECEREHRFIE
R FEERER A (AST, ALT. y—GTP, AI-P, ¥
U EVEORE) 2ERTDIL,




%ﬁﬁ74ﬂﬂﬁﬁﬁﬁ(MSI—High)%ﬁ?éﬁ%ﬁ@%ﬁﬁﬁ%ﬁﬁ4Fﬁfvwﬁﬂ%ﬁ(%Eﬁ%ﬁ)

#r , 5]
Y- (FHREIBRD) Y- (IR IEAECHIER)
Tk ~MSI-High /7 5 EE_(EHENIGESEE | Rk ~MSI-High #H T 5 EEHE~
REAIIRB) ~ . - |
~MST-High #H 9 A5 - BB~ v
2 R—Y xtg L 7R DENRESUIEIR 2— x4 & 72 HINRESIAER -
1. BAACEFRERICHE U #T - BROREE BAALERERICHEE LET - BERORHE~
<A 7Y T T MNRLEE MSI-High) #HT A7 a7 T4 bARLEE MSI-High) 28T
HEEE (EENRERAEERSEAICRS) B (EREMRISESREREAICRES)
2. IBEYEIERATEEARELT - BROBHE~L 2 u Y | '
T FA FARLZEM MSI-High) 28 +AEE - E
H%_‘E“’ ) : ‘ .
4= 3. BRIRREE 43— 3. ERIKAkER

(B AACERERICHEE LT - BROSHEE
vA 7 eV T T4 bRKE_MSI-High) 24H%
B EERE (ARG NG SR D)) &
U RSB tE T - BROBEE~A 7 1
Y57 A4 bAREEN (MST-High) ZH 548 -
ELBEE | DARERCFAT 21T - 7= E e ERRRER D
AR &R, ,

(&)

(23 AR LR ISR LYY - BROBHE
v A 7 a7 T4 MRRZEHE (BF—MSI-Hight—

| &) BETBEBE (B ER EER

SBAERD) | DATMHC T2 1T - 7= E AR B
RO R
)

[(FshiE]

OEBRILFEZ T8, (KEYNOTE-164 35R)




[%ht] . |
<BACEREERCHEL LT - BREO
MSI-High # 63 2 HEE GRS HEER
BEICRE) > . :
OEBLFS D4838k (KEYNOTE-164 3B, =k
— L4 ’

(B&)

#& 1 BREREPREVCZEZHR (KEYNOTE-164 3
B ok— K A) (RECIST ver. 1. 1, HZhMEAR4T
SR PgRflE, 2017 £ 2 A 10 RF—4F 7
v bAT) . !

(& 0E) '

(Hg)

& 1 BHRBADEROEDE (KEYNOTE-164 =

B) (RECISTver.l. 1, AERITHRREE, P
JHTE, 2017E2A 10 AF—F Ay bA7)
(F B -

6~

| <IEHEI Bﬁ%ﬁafxiﬁﬁ - B3O MSI-High #8594 %
| FERE - ELRBE >

@EEHFIEM+AZE: (KEYNOTE-177 FER)

LSRRI O 72 VIS SR TR RS 2 T - RO
dMMR Xk MSI-High (PCR #:) =2 #1245 -
EIREEE 307 Fl(AARN 22 BlEEie) Z56BRIC,
AH 200 mg Q3% 5 DF MK UEMELT, HY
BRI ORR S D02 (T4 v v Fi 0 (L
T I5FU| EvH,) - RYF— b AT Th (B
T IRV F—1b) EW0H) - AXRFITFTF K

GE)




# (VLT (mFOLFOX6] &V>%.). mFOLFOXG & U8
Ny X2 (BETHEEEL) GLF [~ XeF)
WA XixEvai<T (BEFEERL)
Fley®y=7) 2n5 ), 5-FU-HFYF—F -
A Y ) FHh o EER ks (BUF_[FOLFIRIL

EW95 ), FOLFIRI RURNAR U X7 NigE Y %,

7] (F) ZXBLLOREERE, 2B,
HEF M TREETIBD b Fail, REAE

TR TERIED bRV EDIREMICEEL

TV 5 BE T, REILEOBIGEEM CRAET
BRD LN D E TARDOE G ZikEd 5 Z &N
el S, TEFMES IFEEEATHRA (X
T [PFS] & 35,) BRUSAETFHRE S, KA
ISR & R LT PFS A FEICEE L (B
4 XU 1),

F 4 AshPERkiE (KEYNOTE-177 35R).

(F_K '

(X &)
B4 1 PFS @ Kaplan-Meier i (KEYNOTE-177 3
B) ' '

TRy

24]

9 _—Y

[Zat]




B

<HBAEERERICHEELLET - BEO

MSI—ngh %75'3‘6 EE (ERER R TE SRS A

SIZRB) >
@@%#H%H#H?ﬁ%ﬁ (KEYNOTE—164 RER, R
— Lk 4)
HEFRIX 60/61 %l (98. 4%) ¢
B (57.4%)

Z. BMERIX 35/61
@D bnt, BREEN 5%ui:0>mu

FERIZITRDEBY ThoT,

*x b FEEN E%LJJ:GDE%‘IH’EFH (KEYNOTE-164 2%
B, R b A) (RAMATSER)
(#. W) :

OEERIE RS THERR (KEYNOTE~164 HER)
HEHELIT 60/61 4 (98.4%) iz, B 35/61
Bl (57.4%) Db, BEER 5% _EOR
AR TROLBY ThoTt,

# 4 FBIMBHR S%LLLDBHER ‘(KEYNOTE—164 e
) (ZetmiragEmd)
(E& ) o '

% 5 HHE kL EORIER (KEYNOTE-158 3%

10—

| #ERE - EIEE>

®I£l%,ﬂ%maﬁ§% " (KEYNOTE-177 288
AEFRIL, 149/163 il (97.4%) 1=, AMEHIL,
122/153 #1 (79.7%) KEH LIz, Wihdh O

THRBREN SHELLDRERIZ RO LBY Tho

7‘;
o

10 fs"?*‘/“. + 6 FEEN 5%J;LJ:®EIH’EJ% (KEYNOTE-158 3% | 8 —
' BR) (L2t sEM) o ) (BN RER)
< IR ETT - BRO MSI-High 2B T 5% -

Gamm) -

7T WThPrORETRARN %A LOBIER




©

(KEYNOTE-177 3ER) (oMMt S=EM)
(#_B) ' .

7pis, MRS 5 Bl (3.3%) . KB - /NMBE -
HEEOCTH 14 Fl_9.2%) . HREE (FF -
L—IEERESE) 14 (0.7%) . BIEAFE - FARL -
FrsRERE - AT - SR LPERRE R 26 # (16.3%)
FRIRARBEAEREE 18 4 (11.8%). T EeikiianfssE 2
# (1.3%) . BISHEAEREE 2 ] (1.3%). Bk

F RMEREETERE) 261 (1.3%), k- # |

A REAESE 1 4 (0.7%) . infusion reaction 2 i
(1.3%) ., #ERZ141 (0.7%) PBRDOLNFE, Fix,
BEOKEEE (PEUERETBTE, RS

BRSERRE, SR, ERAES) | 1 BRI,

Bege, BFERFRENAE, AR - HORER, 5 L5 BRE,
Gfhs, BEELMEEE (RN /NMRED P

R, WSMPER, FRIEEE, WEMRES) R
UL ERE R RREERD b o t, ABIfER

| BERIIEHESR (BAREEEEEEL) %

SOERFHERE T, | '
13— | £8 FHOEYBL T A—F 9 R— £6 FEOFMHIE T A-F
14—V | D2 xEE R BEETOERIER CRIEAR D-2 HBELDBETOLFRIER CRIERE

BSOS AR AR E BREFOEM (FX

10 —3

TR ORI -3 72 505 & RR 2 FFOIRED (T&

DOTRICEE T HIERM) 25, X

BB BROA

JOVTha RS T B EM) 5. MHBER oK




| BT s RO BEE L LTRBSATWA S
L. -

¥ BALEEEZICEE L BT - BRORHE
| A 2 YT 54 NREEM MSI-High) 24&
| FTAEEE (EREARAERPRESREAICRS)
- EERRIFREE 2 EOMNMPHEZRET Lo
Sﬁutwm IR OBRRHEZ1T o TV B b,
5%, 2 ERL I, #h%%%&&z&bf&%
BEZOTHERToTWAZ &,

- EATSIZFESE 2 EOMBTHELET LI
L FDOBRBBREAELTNAZ L, 35, 34F

PAEX, WE e DBIERE COPARYREEY

AU ABREOBRBHEZ (T > TV Z &,

% : I IR 2T - BRORBE <A 7 &
Y754 FAREEM MSI-High) #HTHE45 -
BEigE
|« EAfh A %2@@@%&%%%TLL%
5¢utmm ATBERDBRIHESZIToTWAB Z &,
5h, 2 ERLEE, PAERYEESZ L LILBER
EEZOPHEER T T3 &,

E%ﬁﬁﬂ 51% 2 EONPHERET L%

FNCHTAREOEEE L LTRBEhTWNE D

R CE °

& BALERERICHEELLLET - BREOEHE
E~xAr7a%T 54 MARREK (MSI-High) =6
THERE GEORIGRISRERECICRS)
- EMGIFRGE 2 FOFHIHERZET LT
5L EOBARRDBERTHEZITToTVD L,
56, 2 LR, m&%%%&%zkttm%
EREFOWERIToTWA T L, _

- ERRIIGE 2 FOMMIHEZET LzRIC

AFEL FOBEERBREAE LTS E, 9b, 34

PLEVE, Xt e 7 BRI T ONAEWRIES
SLB AMRROBKFHELT>TVBZ L,




i, TEEARE OB ARMFIEE e 5 FLLEOMH
LA ZDERET>TVDH I L, ,

- ERIRFFIRAGE 2 FOYRHHEZET Lictkic
AELEOBFRBEREZHELTNDZ &, 5b, 34
LB, S8R & 72 D EIERIE TO N AR ERIEE

2B AEEOBREIHEEZIT o TWVB I &,

15 ~—

@3 AHFROBECRISICE LT

BIER (MEMAEBICZ . K% - IMB% -
EEO T, BUERTS - FAS - NS - IF
% - WCHEIRE %, BHEEET (RAOEMERES
%), PSS (FRAMERS. TR
B, BIEMERERNE) . 1 EBERA, 55 B,
Mgk - HACRERMAESE, Weg, BEOKRERHE (F

B AR . B IR R, ST |

B, HERMEES), infusion reaction, 4% « &
Bk, BEBEARE, HEREE (X5 - Sl
FEREFSE) . LK. EELMKESE (St

BRI, WIAEE L, RIS, EIEh

BRIES) . MERARMEGR. BH%) IKNLT, 4
R T B E R O F I 2 T B E &
L (BUEROBEIRRSICE L THRER U
BETTONORMICH S Z &), BHICERA

11 -

| EEOTH, FFEERSE

@3 EfFEOZECHGICE LT

BIVER (REMEMRRICIN L, KB - B -
CREEMEIRE L. e
BE (RMSHEERAS) . NoWES (FEK
HEAEREE, TORBHSAEREE, BT, 15
FERR, R DL, F4% - ARSURBIE, BRs,
BEORBES (PEWREEARMIE. R
BERRIEMRRE, STACBE, BFMAES) . infusion

reaction, MMZS - BEMEZS, EEAFEIE, MR

= (XF - NEREES) . DD, EE2N0
WEREE (Safeih M/ MR PESREER . B M ikem
TR, MIDRIERES) . MEREAEER. i
45) TR LT, MR SULITBEE B o Y
MEHTHEMLEEL BERAOBERREIC
ML CHERVCEEEZSTONEEHIEH B -

L), BhICHEDROAENTE A EEIRBES TS




: | ERTELEHPESTD T L, P _
16— |5 RENRLREBE 12— |6 WEXKELRIEBE
[F4hiEicBa+ 5 5A] _ [B%hMic B8 2 %E]
DOFROBFIZBWTAF OB R Eh T @Fﬂ@$%_kwfxﬁ®ﬁﬂﬁbvéhfw
B, ' ' 5
o DAACETRIE R IO HIE U 11T - BROEHEE #hk%ﬁ&%k%ﬁbtﬁﬁ ﬁ%@ﬁﬁF
v A7 a7 A PALEM. MSI-High) 2HY e A4 7 uYTF 54 NREE MSI-High) 247
BEGE ®2 EENRTRENRERBEAICRD) 5@ B9 (RN R IBES R GEICRA) |
- IS EIR T AE AR LT - EROBEHEE~A 7 o 723, MST-High 2H35 = Litalbd ol X=as
_774%Tfﬁﬁ(m1m@)éﬁ¢5%%-ﬁ BB ETHRR) O oL = F B E-GRGEA
B MSI ME ¥ v ;b (FALCO)—EH~THlFET 5= L,
7235, MSI-High IZBI3 B AKID =2 3= Bl ' ‘ - ‘
e LT, BRits  MSI &N » b (FALCO) RO}
BR5E4 - FoundationOne CDx MRASF ) ATE T 7
A }Wﬁﬁ(*%éﬁ’b’(b\é
17— 6. BEIC %LT%ﬂTA%$¥ 12— |6 BECELUTHEET~EHH
(@ w8 ‘ (@ &)
@ ) @ m -

@XEARBHER DRI A Y M2 T
- BEHIRBRD bbh 3 ERHBDOT, K
R OBEI b > Tk, MPER (B, R
ARE, W) ORERRR L X SRR O EHE,

@LRBWEADTRI AL MZONT
- EMERRERH bR I L BB EOT, K

| FOBEGITH T T MR (B80h., PR
| REE, W) ORREUEES XBREOEKES,




BEE DT b, T, MERIS U TR
CT, Mi~—h—EORBELEHTE L,
 infusion reaction BHbbhaAZ 01 H 5,
infusion reaction 238 b F-HEAICIT, BY
RABEEITY & LI, ERBEET S ETES
OREEZ+HICEHETE DL,

e RIS AR E . T RAESAEEER ORI B
BEERHLLDLNDZLERHBDOT, AR ORS5H
MR O S M L E SIS N W RE R E
(TSH. 358 T3, WEEE T4, ACTH, mep=t/LFy —
NVEORIE) #FEBETHIE,

- BUEFE., A4, EsEiEE, L, sk
IBERBHBDOND L BHBOT, ARORSE
BRI R RGBT SR iR E
(AST. ALT, v=GTP. Al-P, FU AV ZEDHIE)
RERTAZE,

(W)

@AFDEERRERIZIB T, KEYNOTE-177 BT
id 9 BRI, 7, KEYNOTE-158 RERE U
KEYNOTE-164 3B (21ah— b A) TIIEHRRALEA L
LEMIZ OBRIC L., 1EMBRE 12 B L ich
PEDTEET o TN Z & 2B E T, AFKRS
FT I E S RE THROMEREITO L,

BEETHTITO Z &, T, BEITH U THE
CI. fiE~—H—SOREEZERT L L,

« infusion reaction BdH bbb dDZ LA H 5B,
infusion reaction EE® LNIHBAITIL. B
IRAEZEITD L& HIT, EERPEETZETRE

| DREBETSICBETHIZ L,

- FORIRHEARRESE . TRACAERE R OBIBHE
BEXRSLDLNEZERHEOT, FRORSH
ERTR OB S HE PILEMMICNS IS ERE
(TSH, FEHE T3, ###fE T4, ACTH, M. =/\F> —
NEQRE) EFEETDHZ L,

- PR, TERERP L Db D Z &N
B DT, AR ORGSR ORG-HME FiLE
IR\ FFASEERE (AST. ALT, y—GTP, AL-P, ¥
INErFOHE) ZERTDHII L,

(%) '

@AA DOERRRERIT BT, KEWNOTE-164 BT
FE9ERE L KEYNOTE-158 3Rk Tid#t 5-BAs4 D
b 1M 9BMI &L, 1EUBRT 12ARZ LI
BEOTMAEIT > TN Z E 2 BEID, AF#H
Pl EMRICEERETHROMER LTS Z

.&D




| BEMREORBERIBEN A F 7 A L OUFTER GrIERE)

il _ ]
s A (FHERIBRD) F - (B fEARERHIER)
10—y | @3 RIEROBE-THISITELT 10 _— | Q-3 - BWEROBE-CRRICEL T
| BIEA (MEMERRRICNA, KIBE - DB - RI{EA (RIEHERRBICMA, RIBK - MBZK - |
HEEOTH., BHMEATK - FFA4E - FREE - I HEDTH, FgEREE - BEREk, S
7% - BLPERRE 5. BHERREE (RS RIS BE RATHRENERS) . IowEE (TEE
| /%) IoEE (TEREHEERE, TRIMEE RS, RIS E, BIBHERE) . 18
BT, BITHREEREE) . 1 AUBRA. S & OER, FERF, 5 & DBk, Wik - BUHRMBE. Bk,
e - B RIIE, Bk, EEOREEE (H BEEOREEE (PHEREEIERRE. B
SR EERMAE, MERIERE, 2L BENRE(REE, SALK, BRBEFE), infusion
B, ERMEEZE), infusion reaction, B - #E reaction, % - BEMEA. BEREAMENE. WHiRE
B, BEMGEDE. HREE (¥F7 - N— | E FTv - N—EEHE) DK, BERM
FERREE) . Dbk, EERMEESE (GRRiki/s Wil (GEErEm/ MR HEEREER, Wi ER M,
BRIBA IR, wiltERAm, FREFERE, MENERL FREFERES, HEEEREIES) . MERARIEGREE, KX
BRAES) . MEREAEREE, BE%) LT 3 &) ITH LT WM LR BE R O
R LA B EREEOF MR E T S EM & MEATIEMEESEL EIERORHPLHRIC
L BIERAOBECRICE L TRERUX BMLTHERUXBZSTONIEHICHEZ
N BERTONOERMFICHD I L), EHILEYR &) BHICHEERLER TE D6 B> TVD
BERTEARHPESTNE L, . P , :
12— |6 BEZELTEETNEFH 12— |6 BRECBLTEETREFH
' (@ W) ' (@ '
(@ W) (@ &)




@FEREMER DRI A v FTZOWT

c [EMRRRHEbNAZERHBOT, &
RlOFEIZHT > Tk, FHEER (B8, PR
EREE, WS ORMBEUIE X BT 0EESE,
BELFRITITI Z &, Fio, BEEL CUTHE
CT, fE~—V—SOREEERTIZ &,

« infusion reaction BH LA Z LBH 5B,
infusion reaction MFOH LNAEHEIZIL. HE
RAEBEEITI L &b, FERBEIET R ETESE
OREBE BB T B,

- FURIRMEREIEE . T RAERER VRISIEE
BERLLPNDZLRHDDT, AHIDKRSH
AR R O 5 IR P X EH M- N o I R R A
(TSH, WEHE T3, WEHE T4, ACTH, fp=ansFy—
NEORIE) 2ERETH L, '
- BIfERTR . A4, IFséseRiE, IR, btk
NERBHEPNEZENHDEDOT, REIDEE
R R & S P I E R MIC TR REfR &
(AST. ALT. v-GIP, Al-P, 'Y /L E U EDAIE)
PEETDHZ L,

OFRBHEA DR PR MW T
e BEMRERARLSbRBZ T EBHDDT, K

ROREIZ DT> Tk, FHER (B8h, %
REE, %E) O E U X BiREoEES.
BEEHITITHZ &, Fie, BB U THE
CT, ME~-—H—LEORELERTIZE, .
« infusion reaction Wb HbNB I LBH 5,

| infusion reaction 3T BILI-ESITIL. EH

IRALEBEIT O L L bz, ERBENET S ETHRE
OREER BRI E L,

- FURIREERERES . TEAEERER URIB e
BEERDHLDLNBZ ENRHDOT, RH DB EH
AR R O 5 W P I ESINIC A SRR
(TSH, ¥FHE T3, #ERE T4, ACTH, M=/ —
NWEDOHE) BERTDIZE,

- P RERESE, EIkERERB LN Z &R
BHHOT, FRNOEERGHILCEREHRFIEE
BRI AT RERR R (AST, ALT, y-GTP, Al-P, ¥
INVECZDORIE) 2EBTHI &,




. SRS ORI A 17 A » OYGTHEDT_GHIAHIER)

#

H

B~

(FiRERERD)

BT

(Hr i RRERAIER)

13—y

@-3 BUEAOBWORIRICEALT

BIER (MEMEMERBICMA, KEE - NEK -
EEOTH. BIEMREL - FA2 - FFigekkE - 1T
% - kMRS, BHEREEE (REOTMENT
RE), RHWEE (TEEHERS. PRI EE
B, BIRHEREREE), 1 BUERIE, 585 ER.
e - BRUBARAE. MR, EEOREREE (F
BPER SRR . REASIEARERRE. £TBAL
%, EFRAIEE) . infusion reaction, FN#% - B
fRde, EIEEFEENE, HREE (X7 - Ab—

JERE) . DR, ERSLERES (Rt

WA R, MR, JREFERES, SRR

IRAEE) . MERASTEER. S wHLT, ¥

SRR ST B SRR B O P B A T 5 I &
L EIEAOBEIRHIRICE L THEER UK
BEZT ONBRMTH S T L), EHICHE R

| BRETEBERAIE-> TV 2,

13 ~—

@-3 REROZHPRICEALT |

BIER (BEMRESRICNE, KBK - DK -
HEOTH., FEEEE - ﬁﬂi’l‘iﬂﬂ%;}éa BHeE
izt (E%{ﬂ%ﬁaﬁﬁﬁ%’%%h s (TEE
BerElEE, FRIMEEREE, pE@eEEE) . 1 &
FERF, S & DBK, Figk - BOETRAARIE. R,
BHE @&Jﬁ%’ fEE (FPEMEREEEMARAE, & *E
B AR SE B LIEALBE, FHRMIEL) . infusion
reaction, fM#%% - BlfAk., EEMHMENAE, WREE

|E (¥ v N—ERES), LK, ER2ML

TRREE (Safe b/ RIS SR BER . PRI MR i
FREFERES, RS, MERRREGR. i
) LT, MR IR B E B RS o0 7 Y
HEATIEMLEEL BIERDOBETRRIRC
BLCHREROREYSTbh2&4IH B
L) EHICEARRERTE BEEINESTNG
Z, .

16 N—3

6. BECEL CHET <% FH
© W) |
@ )

16 ~=— 3

6. BECRL THET ~& 50
@ ) - |
@ ®)




@ERBWERAD~RT A ¥ Mz 2N T

- FEEREERE D LPNBEZERHHOT, K
| BloEITH - T, PR (B8, FER
REE, W E) ORERE UM X R D ERE,
BZEZ+5CAT O 2 &, £, MBI UTHER
CT, MEv— I —ZOREZIEBTH &,

» infusion reaction B bPNB I EBH 5,
infusion reaction A3FW¥ HLIIFEITIL, HEI

IRALEEAT D L b, ERPEE TS ETESE |

DIREEE T BETB L, .

- FARIREERERE S, T EMEREEE R URITSE
HERHLLNDZLBBHDOT, FHDEREM
BRI R OB S MBI PIZESRMICA S IBEBERE
(TSH, %8 T3, ¥FEE T4, ACTH, L arFr/—
NEDPRE) 2FMT DI &, _
- BUEATR, T4, FHmekESE. IFL. @t
BEXPRHLDLNDZZEBHDEDT, KEORE
Blagai k R EHIE P IX B TR E

(AST. ALT, v-~GIP. Al-P, F U AV EDHIE)

EEETDI L,

O@EREFAD=FR YA M2V T. _
- HEEMRERLLPh B ERHDZDT, &
ROEESICHIz> T, R (B8, FFR

| B, RE) ORERS R UMER X MREOERE,
BB TDICTI T &, Fio, BBEIS U TR

Cl, MiF~—"—ZDRELFERTI L,

« infusion reaction NBHBHONBEZ LB 5,
infusion reaction A3WW LN TLFE T, B
IRABEIT) L b, ERBEETSZECHRE
OREE+FCBETDI L, .
- FRISHERERR S . TRAEEEE R URIBH#E

| EERHODNE I ERHEOT, AFIOREEE

BT R U S BB i E e NS IR
(TSH. WZEfE T3. WFHE T4, ACTH, M=) —

NEDRIE) #FEBTDH L,

- IFHeElEE, EIEMIEEXRRH DN B Z &N
HAHOT, AFIO®RE AR R U SHR T E
HAROIC TR T (AST. ALT. v -GTP, Al-P, ¥
INErEORE) 2FEETH &,




 REBOREEET A KA L OUETER IR EE)

- (ShE

A - (THERRE) YT (HRSHREBHIS)

10— ®-3 BUEROZE-ORISICELT 10— @-3 RIERAORZEr-HIRICBE LT
BIER (RMEWMERICMZ., KIBE - MEXK - RIER (MEMmMERICMA, KBE - Bk -
EEOTH. BIENE - FFR2 - frleers « i HAEOTH, FEEESE - EEER, Bt
K - W EPEIRE . EREEE (FRAERIEMNE | B (RATHEETRS). ASWEE (TEE
K&, NOWEE (FRAHERE. ARBEE s, PRESEES. BITHERNS), 18
BEE, BIRHRRERE) . L BMERA. 5 & 5ER. R, 5 & D RK, SR - BEREmAFE, R,
BRes - BRI RARE., Bk, BEEORBRE (F HEOKIEESE (THMEREEFERAE, KEH
R A, EERIRAREREE, 2L MEPRAEfEERE. STEHLEE, FREESE) . infusion |-
B, A ES). infusion reaction, J#k - 88 reaction, BM#% - BElEZ, ERAEMMEE, MRE
k. BEMGEE, HREE (X7 - Sb— = (FF v NU—EERES) . LK. BELM
FERRES) . DR, EEAMEREE (Rl WEE (T MR SRR, EitEE .,
WA ESEBERS, YRR, FRIFERES. AL FRIFERSE, EERIRAES) . MIRARFEER, /i
BIES) . MIRAREREE, %) LT, ) o LT, YRt I E R o5 M
SRR LT R BB OB R F T AR & HEETHEMEEE L (RIERH OB
EHE L BUEAOZERRAICE L TIER X L CHEROXELZT ONIEBICHD
BEZIToh3E&ERcHB L), EbiCE A E) BEHICHRAENRTE 2EHINESTWD |

_ BRTEIEHBESTWEZ L, k. ' :
12 R 12— 7. BEZELTHEE T XHH

6. WEITEL THETAXHHA
@ ) .
@ B

@ ")
(@ #)




@FREMEH ORI A MO T

- EEERERRLDNAZERHIDT, K
HOBEICH T > Tk, FHEER (B8, Mg
PR, WSS ORESER O X BRE DS,

BRE+HIATI b, £z, BECKCTEH

CT, MiE~—h—EDRELERTIZL,

'+ infusion reaction 755‘&)6393’145 sl &755‘25)5,,
infusion reaction AF¥ BLNTZHEITIT. D
_&ﬂ%%ﬁi&k% rkﬁﬁﬁféif$%

DOARFEE 455 ﬁ%?é &
|« RURIREERERE . TEEERERT R URIBEE
EERHLDLID I EBHEDT, FAOKSH
YT A RS MR PR EHICA S EERE

(TSH. EME T3, BEHE T4, ACTH, m¢:»%/m
NEDRE) ZERTHZ &, .

« BUERTZ. BFRS. FFHsARREE. R M ki
EERB B LD ERNHDIDT, REDKRES
BE WA BT R OB 5 B R i E S B i AP RS R R

(AST. ALT. v -GTP. Al-P. t)max%wﬂﬁ)
EEMTBHI &,

@FRBHERHD<=RXT A M2 T

- REMERRERLLEDLND T EBHDHDT, K| |

Ko EZHTe»Tix, PHEER (B89, R
R, wkE) OMERERUE X SREOEMRSE,
HEZ+HIATI 2 8, Eio, BBEITE U TR |
CT, MiF~—h—EORELERT S L,

* infusion reaction Wb LPNDZ EBH B,
infusion reaction PR N ESITE. ET
IRAEEITS & L biT, ERBNEET S ECRE
OREEF oI BET5 2 &,

- RIREREESE . THRAEEERE R UE ﬁxﬁ%ﬁu
FEERHLLNAZEBHHDT, FEIOKRELHE
AR R OB 5 BRI ES M I N D R R T
(TSH, EHf T3, FEHE T4, ACTH, M=/ —

| rmome rEmETs L,

- FHEREmEE . BEHBE AR b bbb T L2
HHDOT, AFROREGBHSET R ORFHRPIEE
HENTITHSRERZE (AST, ALT, v-GTP, Al-P, ¥
YA EVEORIE) BERTL L, '




- BREFEREETA RS A
L RATrY v (BETEBZ)

(R7E4 : A h—F JIEHHE 100 mg)

AFI34 8 f
LA

BT




:t

Lz )
AF|ORH, (ERKEF

ERER AR '
HaER Iz oW T
BEMNBERDBE
BERBLTEETREER

R N

P2

P3.
P4
P9

P11

P12



1. IZL®IZ . ' :

EFLOEME: - LEMEOMROTIDITIL, B SGEEICE W EERERSRD bha,
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NBEPT, ThbDERSFEITUNERBEICHEN 2 2 LANEROREL 2oTRY, BB
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FEROREIEERZR A Z & L EnTHE, ' '
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Rk, BHA RFA U0, im*"ﬁr{ﬁ)\[iﬁéuulzﬁ%’ﬁ%u &, AT B AREERNE
et \—ﬁﬁ@&kExﬁ%mﬂﬁﬁkowﬁﬁﬁﬁAEﬁﬁﬁﬁé@%ﬁ@%&@&Lto

HBREZDERM : 4 M— S SFHHE 100 mg (—ﬁx:% AR AT (B

B %)
B ERAPEIEYE  PD-L1 Bt R AT 2 EBIREME DD HER2 MO FHFAHE I
- BRIE

ﬁ@ﬁ&%&ﬂﬁ fLOPEMEIEEH & ORI BW T, BE., AR, Ra7
ol Xw7 (BEFEEEZ) & LT, 1E200mg 2 3 @FEFEX
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BUPDIL2 & ORAREHEMET S, £ MeIges %/ 7 a—F AHUETH B,

PD-1 #RE&IL T MM SRE B RS s Bk B e DI S AR ASHI R 3 2 e Fa i 4
A4 wF T, PD-1 ik, EREARRIEIZ BV TS T MlRoMERTIcRERL, AEK
ERSE S RLELERI R AERIS 2 H#HT 5, Thbh, PD-1 XU N RER
ETBI LI X VRRRAFERICL D VT T REE RIS |32/ ETHDH, PD-
L1 @E%Fﬁﬂﬁ%hioh‘é%ﬁlibﬁ‘m’c%?67)) %< DR AMIATEE T MBI OE X 230

S ZBELRENCHER L TVWS, BAMIAI 31T 5 PDLL.OEFHIL, BN, M
. FFARNGAE, SR, JE/ANBRUNTEZ: ¥ O« R ATTRARRTFTHY ., B
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PD-L1 BEMED HRNE S EEREM D v b IR 2R M4 2 (BT HER2) &
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3 ARMER AT TQawl L, ) #E5HEERE" (FAUF U EEE (BT
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RUOSEFHR L S, AFHERREOHRRIEL T 7 ¥ R HEFEREOH HRE
Ll LT, PD-L1 B (CPS™=10) OAHF 323 4] (AARAN 28 flEEte) BT
PFS 2 HERER LE RI1RVED , |
*1 : AH 200 mg Q3W & BAF O{LSRHE: GRYEMINBE = L IZ3ER) 208 Lk [Fa
VEEY L0000 mgim: BUAALR T ZFF 2 AUC2mg - min/mL Fi%E (1=2—A 21 H
M, #=—XD 1, § BRIEKE) . A7V Z% &0 0mgm? (1 23— 28 AM, &
a—2AD 1, 8, 15 ARIZEE) XL nab-232 U # %0 100 mg/m? (1 =—R 28 H
M, #=2—2®1,°8, I5AEHICHE) ] '
*2: 77 R QBW & AT OLERE (BUEMAREZLICER) #0fRLE [Fay
# B 1,000 mg/m? BB AR FF 2 AUC 2 mg » minfmL ¥ E (1 =—X 21 B
Fl, #2—AD 1, 8 BRKEE) | /327 U F XA 0mgm? (12— 28 B, 4
a—AO 1, 8, 15 B AICHE) XL nab-2327 U # X0 100 mg/m? (1 =—2R 28 A
M. #=—2A@1,'8, I5ARKHEE) 1. ~ :
~ *3:PD-L1 ZFEHE LR EEMR, v2e77—CROU L850 2REFNR
HTERL, 100 R CE



#Fz1 ﬁ;ﬁﬂiﬁﬁﬁ (KEYNOTE-355 3 8&, PD-L1 Bt (CPS=10) 03!%%‘)

ZH| T 7SR H{LERE
(220 1) (103 %)
e (B 9.7 5.6
(95%CI) (7.6; 11.3) (5.3,7.5)
PFS™ ANHP— FER 0.65
(95%CI) (0.49, 0.86) -
P {E" 0.0012

Cl: {S#{RFR, *1: RECIST #A F7 4 ¥ 1.1 BUTES < ERTMILPRHAE, *2 : FH Cox g
NY— F‘%_—:r"/v‘i:J: 375 RS e DO, 3 @lln S iiE, BEKE (A
) 0.00411 _ _

——— FHANIE QIWHER R
—— SR

0 3 6 9 12 15 18 21 24 27 30 33 36
o skl | meBETEIR]

AANmg QWHESAE 220 173122 96 63 52 44 37 25 12 5 0 O
FSeR+{eRE 103 80 41 30 18 15 12 8 8 7 3 1 0

€1 PFS @ Kaplan-Meicr fi#t (KEYNOTE-355 38k, PD-L1 Bt (CPSZ10) OAH)



[ZetE]
EFMIHERTR (KEYNOTE-355 345R)

PD-L1 [ (CPS210) MBI 3 REMAITNRE 219 FliLWVT, ﬁ$$§%
ARG 216/219 6 (98.6%) . {LEFRIERE 100/103 #i (97.1%) 3B b, 1RER
HeORREAPEETERWEETRRIL, ThEh 212219 4 (96.8%) KT 97/103
i (94.2%) IBDLhic, WTh»HOBR TREFIEH SRULORIERIITROLEBY
ThHol,

2 wmmm%-@eﬁams 5%0L EDRIER (KEYNOTE-355 BB (Rt Ssm)

BERIRE (SOC System Organ Class) s Ca)
A (PT: Preferred Term) Z=H BF AT (LSRR |
(MedDRA ver.22,1} 219 103
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
£RIER 212 (968) 155 (70.8) 2 (0.9 97 (942) 67 (65.0) )

i 107 0
B BRI A 41 0
LR R E : 87 0
MM 0

15 (14.6) 0

A J32 (14.6) 1 {0.5) . ¢ 0
TH 48 @21y 2 (0.9 0 0 @n 3 @29 0
WkrR - . 11 (5.0 0 0 6 (5.8) 0 0
Bl : 90 (4L 5 2.3) 0 % @379 1 (L) 0
=[P 17 (8 0 0 7 68 0 0
ngak: , oM @y 6 @ 0 W @n 3 @9 0
_ 7395 I (142 1 (0.5) 0 13 (126 1 (1.0 0
i . 64 . (29, 6 . @7 0 22 Q214 3 (29 0
Bhm 12 {55 ! (0.5 0 (6.8) 0o 0
St ' 13 (59 0 0 4 (39 0 0
FEE 2 (100) 1 {0.5) 0 0 @9 1 (1.0) 0

TI=rT I/ b FrA7=F—FHIM 47 (215 16 (1.3) 0 17 (165 5 (4.9) ]
FARFRLBT IS RFUAT2F—EHM - 39 (17.8) 9 4.1) 0 15 (146 3 (29 0
M7 U277 7 —EBin 9 “.1) 0 0 7 (6.8) 1 (L.0) 0
1 PER IR . ' 52 (237 41 (87 0 20 (194) 15 (146) 0
W RE S s o 4 18n 19 @n 0 14 (136 9 (87 0
RERL - 12 (5.5 1 (0.5} 0 329 1 (L.0) 0

0 0

Sl o




BEHIKLE {SOC: System Organ Class) fis (%)
A% (PT: Preferred Term) AHIBF AR = g e
{MedDRA ver.22.1) 219 #]

Grade 3-4 Grade 5 £ Grade

IﬂeiTé ‘ 21 (9.6 0

0 1 (1.0) 0
HHE 18 (82) 1 (0.5) ] "8 (7.9) )
R =SSP ‘ 25 (11.4) 2 0.9) 0 17 068 1 (1.0 0
REMEY = o — 2 F— 17 (7.8) 2 0.9 0 2 1.9 0 0

) REE | ‘ 76 (347}

2 09 - 0 37 (359) 2 (L9 0
& 5 PESE ' 16 (3 1 (0.5) 0 8 {7.8) 0,
S8 : 36 (164 2 (0.9) 0 1 1on 0
BEfh BBk ELE 1o GO 2 ©.9) 0 2 (L9) 0 0

2R, AFEABICRBWCHEMEMER 3 61 (1.4%) . KB - MER - EEOTH 5 5l
(23%) | FWREE (X« NU—EERS) 2560 (114%) . BUEFFZ - AL - Free
5% - 2% - BLIERRAS 2% 65 4 (20.7%) . FRRIRHSAEREE 43 61 (19.6%) . BIBHAERES 2
B (09%) . BHRERE (RETHEEER, AREBRLSE) 2 £ (09%) . ERX 1 4
(0.5%) . 5 - HRAUTRIMEIE | B (0.5%) . FMdt - BERZ 1 41 (0.5%) « S HIEHK 14
(0.5%) | DFEZE 1 (0.5%) RTX infusion reactionl0 (4.6%) N@EOBNE, Fi, BE
O EEE (PEREEREEFEMATE, REHERIRERR, 2O, HXEES) | TES
MRk, 1 BUPERA, EEGEAE, EBLMKES (GREMEM/MRBOESEBER, Bt
R, FREFRREE. MIRAIERER) | MIRERERRR ORZEED bhRh o, ZFE'H’Fm.

%ﬁﬁ#ﬂiﬂ:%ﬁﬁ%’% (E?ﬁ?ﬁﬁﬁﬁ%%:aﬂ‘) ’%’é‘ﬁlﬁ’%ﬁf"%%ﬂ"@‘



[k - ] ' _ '
AEIOBEFBEYEECTVERA LY I 2 b—a ok ¥, FHE200 mgZQ3W,
400 mgZ GBI LT FQ6WI L5, ) XZ10 mgkg (KE) #2BHME LT
[QAWI &9, ) TG LEBEORKOMIE FlE SR S, FORKE, &7
400 mg% Q6W TR LG LI=ROAF O EHIREBIZT T 2 FHMBEFRE AT Capss)
EVi, ) k. AFI200 mgEQIW T L Lt%oocavgssaﬁufé EFRlERE (F
#) . Fi. AH400 mgh QW THE L= BEOAHA D EHRIEIC I3 1T B B i L i
(BAF MCumaxgsl &I ) 1y AFI200 mgZ Q3W TIRE- U7z BED Conaxss & FLEE U T {E
C EFTLEFAShIELO0, ARABFICEBNTEARENEREL TS HE - AET
BHBHAA0 mgkg (KE) 2QW TERE L72MED Cranes & LB L TIRIEZ T & TR X
Nk (FR) . bic, BHEQEAE & RICAA00 mgd QoW TR 4. L 751
AR (KEYNOTESSSSRER) X V& LN ARAEICES< BMEE AT A —F 1%, &
La b= a VXD FPRILEEMEIRE R Z A —F LIRE L. (TR) . AT, #¥K
OBIET BT 2 HRRREEICESE . AR OIBER - AP TRk OEEE R
T B3REHRIGET VRBEI R, A%200 mg® QIW X X400 mgZ QW TR & L7 I
ORERE LA IE2ME L DREIZ S W TR SWEER, LRoRE - BEOM
THMER R SRR ZRII RV E TRl niz,

R 3 FHOEGERE ST A—F

Fﬁ ?ﬁ . fﬁ E Crax Cavg Chmin Cmnx,ss i Cnvg,ss Cmill.ss
{ng/mL) {ug/mL) {ug/mL) {ug/mL) (pug/mL) {ug/mL)
200 mg Q3W? 59.1 279 18.1 92.8 504 30.9
: mg (58.5, 59.7) (277, 28.1) (17.8, 18.3) (91.7,94.1) (498,51.0) | (30.5,31.4)
123 324 106 148 507 203
+ - .
400 mg Q6W (122, 124) (32,0,32.7) | (104, 10.8) (146, 149) (50.1, 51.3) (19.8,20.9)
00 mg Q6W | . 1360F - ‘ 14,9
() (135.6, 136.4) NA (14.4, 15.4) NA NA NA
: 220 144 119 428 779 197
t .
10 mghkg Q2W' | (514 923y (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

+:0n=2993, 100 BlD¥ I al—z ik B S BMESEOFRIE (2.5%K, 97.5%58) . Cox - HIEES
BORBMIFPEE, Cog: VEEGEOTHMETRE, Con: WEEESE (V4 20 2 BEH) OREMEHR
i Cruaxss ¢ Eﬁﬁﬁﬁ;uklféﬁlﬁllﬁligtpﬁﬁ Cavgss - Eﬁﬂiﬁglukif}u’):}ziﬁjmm TR, Chinss * ERREICET
D AR i R B -

1 : 56 OE{TESE (95UIETRERM)

§ 141 PDE(TTEHHE (95% SRR

NA : ﬂ%%z‘;b :



4, FEERIZDOWLT .
FEI DR EFEORBE LB - HEL, AHOBREICLY ERBEUEHZER LR
RSB 2 ERNERT D, UTOO~@DT R TR SR TERT - <
'C‘??;Zao

@ ﬁﬁkowr

D1 Tﬂw(nfvw)wwfnmkmﬁTéﬁﬁThé &,

U)E&%@kﬁmﬁﬁﬁéma SRESHILRRLES  (HERFRSA R %@%Mﬁrh\

 HEEASARS ﬁﬁ%%ﬁrh\ﬂﬁbhﬁﬁr 50 &) o

(2) e _ _

@)ﬁﬁﬂﬁﬁ%bﬁﬁ#émb%ﬁﬁﬁrﬁ(ﬁb%%ﬁﬁﬁﬁﬁﬁ\ﬁb%ﬁﬁ%

- WorEE, AR %@%ﬁ@rﬁ&&)

(4) SRS EREEARE L, A EREN 1 RP:U’H%{ CEERRERINE 2 CDﬁE&EJ‘E -‘ffr~
AR EITF- T BHER

(5) PRI B AN O MR B B H BT o TV B HER

D2 UBmOLEEFE R ORI REI OIS P ms L BB A OER (TROV
FRCERS T B ) 85, MR OAAICH B IRORIER & Lﬂﬁaﬁém» v
C k.

%

«  ERFSRAFERGE 2 43505%%95?{!5‘75:{!57 LiztkIC 5 FELL OB AIEROBRRIHEL1T >
TWBZE, 5b, 24ELL R, ﬁ\h%%‘ﬁ(ﬁ’a‘:i& LI ERPRIESFE DFHER T > T
WHI &,

. [EfffREFERISHE 2 @@@J%W%ﬂﬂ LM&L 5 DL OILFEO N A SRR B A TR
ﬂﬁﬂsﬁﬁ%ﬁ%wﬁﬁﬁew% FFoTWBT L,

@ ﬁW@E%mﬁﬂ%EOWHLOWT

ERELERERIERET O HEEPERE S, BEEAEENLO l‘*#ﬁ?ﬁ A, AghE - ﬁé
 SEHYEHOTER VEMEICR D IRHRML, AEESSRA LB OREES. %
‘E@?ﬁﬂ’ﬁbﬂéﬁﬁ”ﬁ%o TNBT &



® BUWEA~OHIHIZOWT

@-1  HERABIC BT 5 BN
MIEMIRRSOEERBIEHSRAE LRI, 24 BRDREHOF, %% m
BRIV T, %ﬁth@%ﬁmmurxﬁ%ﬁﬁwcr%mmwmmﬁwku%m

REOHERAY B HICB b, EbICHR ARl EHsE-Tna L,

@2 ERAEHICLIAEFESNCET 5B |
| BABEICHD bR MR R AT B EREE SEERE=S U v
EEWIEERORAY Y —= F 2ITOEIEE LERE R TX 55— AERBHSE
HENTWB I E, 2B, BT, RABRE L ZORRCHSICERSh TS
T, - .

@3 BWEAOBMTRHRIZE LT
B (REMRERICINA, KIB% - MBs - EEOTH., BERE - FR2 - F
BEREE - P48 - MR 28, BHIMERE (RMIEMEEEA. ARERES) |
PSS (FRAKERE, TORBGHERS, BISREES) | EERE. 5Y5
Wide, Whide - HUUGRURE. Mk, EEOREEE (PEMRERRE, RS
| EARAEIRRE, SISACEE, BERBES) | infusion reaction. MUY - BEMEZS. BEMFESE.
WRERE (¥70  NU—ERRS) | DK, ER2ILKEE GotEi M
FEERBER, YRMAEEIL, REBRE. MEUNBES) | MBRERTEERE. L) oL
T YRR LR ERMMOETHE A S EM L EE L (R OB I B
LTRERUKER ST OB R DD T azﬁgkﬁ@mmﬁmr%amﬁmgo
TWaHZE,

10



5 REMNRELGHES
(AT 2FH] - :
O B - ERLBICHT 325 EORRED 2V PDLI Bt (CPS210) DOFRALT
VEREEMEND HER2 RAEDFIRTREIHRILBAE BT, FAIL LR
%(#A/ﬁt/&uwa77%/ Aﬁ)ﬁ#?»lﬂnww¢Jﬁ#tw)
k@ﬁ%&%@ﬁﬁ&ﬂréﬂfwé
7283, CPS LT 3FF D= = W%kLT MR7E4 : PD-LI THC 22C3
pMmerﬁﬂjﬁ%%éﬂfwé

@ TRk %TéﬁﬁhﬁﬁéﬁﬁwﬁﬁﬁUﬁﬁﬁ%howfﬁ Kﬁwﬁﬁﬁ#

BEESATELT AFIDBSRGE 2B,
o DTARIOHENRR STV OHEEIEES & OptES
. R - TR '

[Zettic 4 5 FH)

® Tz %Téﬁ%‘hob\ﬂﬂiﬁﬂ@&%ﬁxmh}:é:thb\Za kan 5%
fThipnz &,
o FEIORDCR LIBBIEOBERO H 5 BE

@ HBBAETOFHEIZS erﬂL&%T&%ﬁkowfﬂ FH| O HITHR IR

WA, MOBRFBRRESZVESIERY , MELFHZEATI L EEETE

3. : _ :

- HEMMKROSIIIBHEOH L 8%

--%%E@@Er%gﬁ%%wé%%&U%@&@ﬁ%ﬁ%ﬁﬁ%&%&%ﬁ%@
SRR HR bR DA% '

- HOARERBOS Xﬁ@@%&%b<iﬁ%&®aaﬁ TR R DRHERD b
LRE

. Wﬁ%ﬁ%(mmﬁm@ﬁﬁﬁéﬁn)mbéﬁﬁ

©  REOBEISEEATLIRAE

+  ECOG Performance Status 3-4 ™0 O#%E

(E1))

ECOG @ Performance Status {PS)

_ Score

ER

0

A IREA EhTE B, SeMEN0 & R LA RAENEMSGIRL TA D,

RO LU VEMITHIRR S du o 20, SHTAET, SfERCHoCORRIMTI LT E 3,
A < dv g, AFREIER

HBTAECASOGDE Y O LG T TAEMMERITTERY . BEO 50%0 Ez~y FATE Y,

1
2
3
4

RohzAa0deR Yoo E UM TERN, Ao 0%l e~y FOalFTRId,

2 MRV, BAOFOEbDE L iksd TEiV, Bt~y FARTTE I,

H




o

E%Iﬁbt%a?«%%ﬁ

%HI%%LMK G IRFE S MRS B B IC B S & AR O K ST
(RO DITREREREHICHR LT LERT 5 2 L,
ﬁﬁ%h%jﬁ\%%Ku%wiﬁkﬁﬁiﬁvfﬁﬁé+ﬁmwb A& %
BThbEETEIL,

FRBEMERADRI AL MO T

PR E NS BN T LAk 20T, AFOREITHI- Tk, THER
(B0, FREREEE, WS ORRROINE X BREOEES, BErHoT
5 &, 7o, BECSCTHE CT, fE~—b—SoREREMT5 &,

infusion reaction 3% AL D T L W35 D, infusionreaction D LN FEITIL,

HRAEEITO L &b, ERAEET 2 X TREORES THIBRTE I L,
RRSEEEE, TEEMERER OBIERERERDLDIB 2 ERBHEOT,

AF D 5 B AR R U 541 R R I E 01T U4 IS AE IR (TSH. IBHE T3. e

‘T4, ACTH, M=o F/—AS0RE) 2EET3Z L,

BUEFF2, A4, FERES, Fk, BEATREH LB am%éwr
FF| O 5T R OB G- M L ERIEYICATH#REMRE (AST, ALT. y-GTP, Al-P,
EUNEEDRE) BEMT DI &,

Eiﬁ&(M%ﬁ&oﬂ%%ﬁ%&%Ah)%@E%&WEEm&%bné &
BHDOT, Eﬁﬁéﬁkﬁﬁﬂbﬁﬁwﬁﬂ%ﬁ@wﬁ‘é ks Ei, HEG)E%?)W’E’&)H’L
TR EITIL, ﬁ%mkﬁﬁ&@%1wﬁéioaﬁéh§¢5 L.
FROBEEZIC LD BEOREIIGITRET 5 LB X DI Dy RKBFRER D
bbh3ZeNbd, BENBOLREBAITE, BB L BRI UicEMeyrn
ﬂ%&ﬁ%%ﬁo@%&@%bfﬁ@&ﬂ% SETEATV, BEORERRIC L SR
tERBEEDN D BAIL, AFIOERIEII P UL, RURIBRERLE VB0 S
FEETSI L, 2B, BRRERVELOREIC LV EERAOEERRD bR
WEEIZIE, BIBRE ST L UAOREMEFR OBMbBETHZ &,

BERTHR, BER»LEVARE L THLEEMNER TS Z &ﬁ*%étbf) A

- AOBREHRTHICHEWER ORBICH2CERT D Z &,

LRI (B | BIER 22 T) Bbbbh, ERFEMES FT Y RV ARES
:kﬁ%é@f N8, Bb, RHSOERORRLMEHD LRC+HHEETS
ko | BERESEDNICBAICEESEHEL, A VA ) VIHDR S EOEY)
&ﬁﬁ%ﬁi_a |

AR OERHRRBRIZRBV T, KEYNOTE-355 R i3t 5Bk b 24 3% T 8 38R
DE. MR RO AT BT LT, FO%E 12 B L IcEE OGS
ToTWier EEBEIL, ARHEES T ERNCEERE CHROMBEITD = &,

12
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1. LBz L '
| EEROFYME - BEMOREDEDITIE, WA EFICE SV EHIERERIRD
BB, LT, IFEOFEEMNTOEIC L Y | FEAEIRR 2 Y ORH kB Rk
FERRPEKBENDIFT, INOOEERFRIDHERBEITRMTD Z L BERED
ML 2o TRY BREFEVECEE L E0EA T 2016 (R 28 4F 6 A 2 AREHE)
BN TYH, BEFMNERREOEAORE(HEERSZ L LI TS, .

BRERREEERIL, EEERRRAE e 7 7 A ADREEOERS LB bR
L RBTERDHD, O, FIMERUVEREMICET AERE+OERT S E TOR,
UBRERGORAR LM< ZT 22 LB ENIBHICH LTHERT 2 L &bz, BlE
BBRBHR LBV ERMIEE E B LR —EOE G T EREE T E A
THIENEETHS,

LiedoT, BHA RFA4 0T, BREERLINE TIRELNTWHEREIRZR -
BEPHRANCE-SE, LTOERMOEHGEREZHEET BN OUNERER, E4
FRUOBESHEERT,

BB, RKHA RIA ik, MTBOEAER R ERSEBASHE, ABHEREBEARR

RPRIES 7R, —IRAEEBA AARBRNFES, FEFREFIEDEA BFMEES RO

—IRALEIRA BRARIERAF R OWMA Db L ER LT,

R LR BIERR : %A M5 SR 100mg (4 LT 0 ) XvT (BiE
TAEHR))

M EROPERIHE | GIRTREREST « FFE DA

SRLRBMERCHE « BH, KA, ~A7RY X7 GRETERL) LLT, 1
B 200 mg % 3 MBI 1 [ 400 mg % 6 ERIRIRT T 30 57
AT TR 5.

B IR T % 4 MSD RS




L

2. FH| &K, (ERBF

#4bw~ﬁﬁmﬂﬁummﬂ A «Afn)z77Wﬁﬁ%ﬁmx)uTT$
F] &vv9,) X, PD-1 (programmed cell death-1) & ZDYH FTCH 5 PDLL KU PD-
L2 L OB EBEMEET S, b MulgGs £/ 7 n—FHETHD,

PD-1 #RE&1E T MERA SR S EE IR S D> D kL 5 7 DI 28 VAR F i $ 3 e fasE il
A A wF T, PD-1 bE, EEERREBICRWTEER T HEoBREREICREL, BOf
RS % U ABE BRI RRE S £ HE3 5. $72bb, PD-1 RYH v NER
ETAZLILEVRFEZFERIZL BV I VEEZAICHET 2% B4 ThH 5, PDL]
DEFMEZBIT HREBETLTHTHEE, EOBAMETIE T HMignBs 2z
BIELBRNCEELTWD, BDAMIGIZ ST 3 PD-Lt OFEFBERIL, BHKE, BEEE,
FFHERasE, R, #mmm%ﬁ&gmﬁktmhr%%raﬁ%v%n VAR

L OEEREE STV,

ﬁﬁ@ﬁb@%%%%&kﬂng%ﬁww%&maID1&HMJ®@%HE%
DEBEERICE NV TEEREEIZED ZEBFRINTEY, ﬁt&mhﬁﬁoﬁma
LTHiREsh T 5,

ﬁﬂﬁ&@l&HHA&UHMQ@WU%VF@ﬁ%%@%f&:&ﬂiﬂ\ﬁ%
WONBRE TR ORI RAHEEM T U o8RGl &8, sk 2 EEEL
T2 L CHEBIRLRET S,

| FHI DRSS GBEORERIRIC L ARERERL bbb, EEXEIFTI

BHFREMERD D, FHIOREFRVEREHRITIT, BEOHRE TV, REFB
H BTEAITIT, BB L FRITHS U SR 72 5000 & BB kD ERT & S L Ol
EIRBERIRBHT 21TV, BEORERIGIC X ZRUERNREDN 2 HEICIL, BIFRESV
& VEIOBREEOHTRABEIT 5 NERD B,



3. ERERRR
BIRRTREZL HETT - R OIE/NHURETHE DRI 21T - = =2 IR RRBR O i %
Y, '

(H%hiE] .
QEREFLMMARER (KEYNOTE-024 3U8R)
 ALFERIRE DRV, EGFR BIB-FE R, ALK Bl &G 784 R O PD-L1 B4 (PD-

L1 38 LB 5D 58e (BT TPSI &1 3,) =50%) DYIRRARERE
17 « BREOE/NMEMITEEZE 305 51 (BARN 40 flE2E5Te) Z3RIT, AH 200mg3
IR (BAT TQ3W) L5, ) BEOFMERTREMNN, 77 FHHE % EtoiZk
HLZERIE (BATF T80CI L3, ) &xtRE L TR &N, o, EEFEMTRE
EATHRRD LI HEIC, RAET 2R IERSRD DRV EDBRIICEEL TW
5 BE T KELAEOBEGTI CREETARD b ECHRAOR S 2T 2 =
LAEREE S, EEFHEIE B I EERAGHMA (CAT TPFSI &), ) | BIKREE
R B i SATERRE GIT Tos) L), ) & &h, BT T FHRRIE &b
HBELB LT, PFS, RUCOS (FREAT) 2 HBICER L,

*:24 WA E THRESNICBARFRIOREFFILL, TOH%, FRETHIBD b

KREEH TR L ENE,
#1 HEMERE (KEYNOTE-024 38)
‘ 75 F A %
A 290 me QW P
: ' (151 151)
R LA ] 10.3 © 60
(95%CH) (6.7, NE) (4.2,6.2)
PFS™ SNP— FHER . 0.50
(95%CI) (0,37, 0.68) -
PE" <0.001
FofE (A NE NE
: {95%CI) (NE, NE) (9.4, NE)
Os™ A= R 0.60
(95%CI) (0.41, 0.89) -
P {E* 0.005

CI: 24X, NE : #fERT, *1 : RECIST HA FJ4 2 1.1 JRicE-S s pdu)E, 2
BRI Cox [P — FEFAMICZL 577 F T HE 2 ST bFERE & Ok, *3: JE’E%JD &'7 v
7 HGE. *4: PHRFROT —Z 1 2016ES5SA9HLw b2



90 - ' 200 QW
80 i N wmenemnes FIEFPATE OGS

0 - 3 é T “.9 .. 1,2 . 1§". -r .1.8
at risk2 - ENEEEEMa]

AKj200mg Q3W - 154 104 89 44 22 3 1
7'13‘1‘!3%’&3131&5%‘1‘ 151 99 76 - 18 9 1 0

X1 HrdEic X ZaPFS@%%@W#@Kapmn-Memr@ﬁ (KEYNOTE 024%&)
(PD-L1EEE (TPSZSG%) DAE L) -

100 1
90

80 i |
70 ] | M
£ 60 7 ‘“‘“ﬂs--g,

5.50 - ‘ hﬁ‘;ﬁl-ﬁ-ﬂ;ﬁ e

¥ 40 -
bt 40
30 |
20 -] —— #ma0omg 3w
10 e yorrmpesserms o
G T T 3 ooy T T
| o 3 6 9 12 15 18 2
at risk2 e

FR1200mg Q3W 154 136 121 82 39 11 2 0
FIFIRAESTIEEE 151 123 L 1060 64 34 7 10

X2 osmtlnﬁaﬁﬁmm#aixaplan-maerﬂﬁ (KEYNOTE-024308%)
(PD-L1iBtE (TPS=50%) DHBEELME)



OEEEILFESE L /IHEFE (KEYNOTE-010 3E)
T IF A B ST RFRE 2895 PD-L1 B (TPS=1%) DUIRTEELRdE -
1T « BROHIARERE 1,033 41 (BAA o1 fldets) &, &% 2 mgke
Q3W 5 F U8 10 mglkg Q3W REDEGER CRLMEN, My Feikflm (UUTF
DOCI &vH,) ZRERE L THEtEiz. 2B, EgiI CRAETIRD bhi
A EEETERTIERAED DA VEDRBEMICRE LTV A BE T, RE
PARE O GEHT CRAEITIRD b3 ETAR OB ST TiEE Shie?, EH

I H 1L OS R UNPFS & &4, AKIZDOC LB LT, 08 #AZICER L,
*1 : EGFR BZTFERBM L ALK B RETHEEOBRE Tk, 775 HI% STk
FEIC LB IRREEICAI R, T Eh EGFR EEH X3 ALK [REER 28 ¥ 5 518

BB & 5B AT 2 RESMAIAR LI,

*): 24 B ETHRESNICBSEAHOREZ T L, 20%, KHETHERD LRIE
AITREEETERILL émo : '

#%2 HEhMER (KEYNOTE 010 3ER)
ZAF 2 mg/kg A&l 10 mg/kg DOC
Q3w Q3w
' (344 f51) (346 #1) (343 1)
g [A] 10.4 127 25
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)
08 | "¥F—FHr" . 071 0.61 ‘
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P fii* <0.001 <0.001

ClL: fEHE M,
E
100

H 2 JEAI Cox el — REFAIZ LB DOC & DLk,

hr Rl == R

—— AW 2mphE QW |

90 -
80 - wnoun B TOME Y GIW
70 - —_—— REyFul
Reod -
'ESO- : T IER
40+ Huom mimner
30
20 | SN
10
0 LLALLALLLLLE LA L R L DLLALLLLLLALALLL RS SLELY LU LU LA L AL LAY RLLLLELLALALLLALLLELALL] LU L A L LAELLL
‘ 0 5 10 15 20 . 25
at riskd EHemiA]
R 2mg/kg Q3W 344 259 115° . 49 12 0
XM 10mg/kg Q3W 346 255 124 56 6 0
B+t 343 212 79 33 1 0

E 3OS DBAARHTRFD Kaplan-Meier i (KEYNOTE-010 38)
(PD-L1 it (TPSZI%) @E«%‘%Eﬂ)



@EIEEF B IR (KEYNOTE—ISQ AR
ﬂz%ﬁ;‘ﬂﬁo) 72v, EGFR BIBTFERRBMERD ALK ARG TR DU S
17 - BROFERFE LRI NIRITERE 616 5] (AAAN 10 Hl2ET) ZXt&IC, &4
200mg (Q3W) \ A FuFxE FF Y o hRFl (BT TRA RSt R &) )
RUOTSFFTHE (AT TFURFIANRT T F ) OHFREE GRIGEHE) "o
EHHERCREMHEN, IR, 22 hF RRUTZFHEEAOHRRES (b3EE
LR UENRE LEEERRR TR SRR, WEE b, 77 F T RANSAY EM
MBEFTLITBRL, #EEIRR4 a—RETE Lin, 28, ERHE CHRBETHR
B ENEBET RAETEZRTERSRD bRV EOBEKRMICEELTHWHIBET
L REDEOEGFM CHRAETERBDONS ZTAAL A b Ldt FOURKS
BUEGT A 7 LS TREE SRR, EEEEE X 0S RUNPFS L &fu, AHl, ~4A b
UHFE FRUTSFFREIOFAFEEL TR, ~A FLFE FRBT T FFHREID
BrRFKE L LT, OS RUPFS 2 A EICER L, :
*] ¢ Z<Hl 200 mg, AR R LE K 500 mg/m?, AT ZF 75mg/mzﬂli73)1/1’7°7’7"‘/
AUCS-(mg * mL/min) DIEIZ Q3W (F2—X@ 1 B BlcikE) T4 2— 5%, &
" H1 200 mg RO A b LFk | 500 mg/m? A% Q3W Tk 5 SR,
¥ PSR, LA b LEFE R S500mg/ml,. YR TTF o T5mgm Z AR T T F v AUC
5 (mg+ mL/min) QOJEIZ Q3W (Fo—RD | AHKEE) T4a—-REE#, 77k
BREUSRA b L%t F 500 mg/m2 s QAW TRE Shit,
*3:24 WA ETHREINEHR A OREERIEL, FO%, KEHET
Sl ERTEI L SN,

NEDH b

%3 APERK (KEYNOTE-189 3ER)

AFGF AR (bR
: ' (410 ) (206 1)
g (B NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
os™ NP RER? 0.49
(95%CI) (0.38, 0.64) —
. P{E® <0.00001
o (AL X 4.9 |
(95%CI) (7.6, 9.2) (4.7,5.5)
PFS™L ™ N— R 0.52 : :
" (95%CD) (0.43, 0.64) —
P{E™ <0.00001

Cl: EHEXER, NE: #EFRH, *1: FREMSOT—F (20017 F€1LASRAAy NF 7, *2: @
B Cox WBINYF— FEFAZL DT TER, RA bt FRUT T FFRAIBERCERED

DR & OB, *3: BRIn 7T 2 2B, %4 RECIST ¥4 FIA ¥ L1 RICESSERT
A 37 S TE ' S



100 7
90
80
N 707
& 60 7 .
i 50 ] W‘f*»uw%
307
20 7] —— aM200mg QIW. NANLEEERT TS FAAMHRIEIE
107 ——— FStuft, AP ABRRUTSF+EIRRHELRES
S A AT S
. at riskg EFHELE]
AH|200mg Q3W, R ‘ .
AM¥ERRUFSF 410 377 347 278 163 71 18 0
FRAIHRHE SR '
TSl AANAE
RRUSSFHERIHE 206. 183 149 104 59 25 8 .0
{Lpfis :
X 4 OS DHFEAEHTHFD Kaplan-Meier #i#t (KEYNOTE-189 #R)
100 - =
g0 - e RN QI RIMA RO LIRS £ 908
80 - e TBUA, AN NS LIONRY 7 D55 SN
g701.
& 60 -
50 4
& 40 1 ™~
| g 30 - \ﬂ”‘(&h
20 - Moy
10 ‘i-—l--a-o-'—c--w-t»%
g - ' ; , vrref
0 3 6 9 12 15 18 21
atriskl wABEmIR
FWU00mg QIW, R |
AbbEERFMITL 410 322 256 148 80 17 5
HRMBUT5F 5N : . '
TR, At
BFRUDLKTNRY 206 140 80 40 16 3 1 0
FSFHER ‘ )

BS FHRTRRNEC LS PFS QRO Kaplan-Meier Hif

(KEYNOTE-189 35)



@E LR MARER (KEYNOTE-407 FRER)

{LRFERB O RV, IBRAREERETT ﬁ%wﬁﬁiﬁéﬁdwmﬂﬂﬂﬂiﬁﬁ%‘ 559 B (A&
ASOFIEETe) BRIz, AF200mg (Q3W) | AVRTFTFURUANRT U L
XIEAZ U EFE (FAT IKEEE) (AT Tnab-PTX] & 3,) OftHKRSE (R
EEAED " OFSEETESEN, IR, IVRTITFURENT D FXEALX
IX nab-PTX OBERRE (LERER) 22 LE_HEERABR TR S, W
b, N2 U FFEANE nabPTX T, EYEMBBFZLICER L, &R 4 =
—AETE Lk, 2B, BRI CRBETHIRD bhEAIZ, TR AT 2R TR
AERY B IRWEOERRINICEE L T 5 B T, RIEBA RO BRI TR EET
Wb BB E TARIDRE 2 ET 52 & HERE & SR, EEFHMEEE X 0S BT
CPES & S, FEL, DART T FURVNRT U B FE AT nab-PTX QPR EIR TS
TR, ANVRTTFLRUNRY Y Z 2RI nab-PTX OHFARELHEL T, . 0S &
TRPFS ZHABICER L, ‘

*1: A% 200 mg, #¥27 U # %)L 200 mg/m? i nab-PTX 100 mg/m?, HARSTF L AUC
6 (mg* mL/min) DN GBW BHl, 2 ) FFEARBHNRS S F U i3ga—2
D1 BBIEE, nab-PTX &= —AD 1, 8, 15 BEIKHEE) T4 a—ABEHE, &
Hl 200 mg 2% Q3W THeBEhi=,

¥ F TR, A7 U F XN 200 mg/m? XL nab-PTX 100 mg/m?, BNARFFF 1 AUCE
* {mg * mL/min} OEIZ Q3W (£F|, A2 VFFELARCHINRTFF U AIFEI—AD
1 B EIHE, nabPTX A& —ZD 1, 8, 15 H BlzikE) 14:—24&5?&, 73
RS QIW TiREINE,

*3:24 AR FETHRESNEBE %iﬂ:%ﬂm&ﬁ%ﬂpitl, T D%, ERETHED Bxht%

_&5%%—@% BrilEhi,

#4 :'ﬁ;ajﬁﬁjzﬁ (KEYNOTE-407 %ﬁ&)

AF P FBE SR IERE"
© (278 ) (281 i)
FRIE DAL 15.9 3
. (95%CI) (13.2, NE) (9.5, 14.8)
oS |- AP Fik7 0.64 :
(95%CI) (0.49, 0.85) -
P {f" ©0.0008
foLfE [H] . 6.4 4.3
 (95%CI) (6.2, 8.3) (4.2,5.7)
PES* " ANY—= KRR 0.56
: (95%CI) {0.45, 0.70) —
P {E" <0.0001

CI: ‘fni‘ﬁ[—ﬁﬂ\ NE : #ERT, *1 : FEMRITEF DT —F 1 20184F4 7 3 EliJ/ FEZ7, %2 B
B Cox AP —FEFAIZL 67’743‘1‘ ANRFZF o RUY Y 2 XE AR nab-PTX
DOPFFARE L O, *3: BRI 75 7 BE, *4 : RECIST WA F7 A » L1 UICES< R
TSz P Y ‘



100 T
90
80
70
R 60 ]
B 50 -
0
4 407
30
ZO-H- ——— &MN0og QIW, nmms&mdnaUsr#tmmznabnauswu

10 ‘ _
4 = TERA IRTIFIRENIUSFEILR b T U S B

0 3 6 9 12 15 18 21
& 7ZHAR (]

at risk¥¥y

AH0mg Q3W, AL - | .

TSFIREFRIUIEEN 278 256 188 124 62 17 2 0
 Ridnab-i$7U 9% '

ISR, ARTSFY

RURTUIHEARE 281 246 175 93 45 16 4 o

nab-117Y 9+4jb

K6 OS @qﬂfﬂﬁ?ﬁﬂ’v’?@‘Kaplan-Meier Hi# (KEYNOTE-407 35k)

100 -
a0 _ —_— R QIW, BIRTSFYRUNZU S B R I TV S
80 _ e FEEH, HRTFFIREATUI AT END-NT VT EL
€70
¥ 60 ]
ﬁ 071
j ] 4 .
’ 20 T " p——y
10 A
0 -3 6 g 12 15 18
at risk2% | FERETHR [H]
FH00mg Q3W. ALK
TSFURCRIUFEL . 278 223 142 57 23 5 0
Nignab-f7Us+tl
73tk HLRS5FY ,
BURIUT£EIRE 281 190 <90 26 12 4 0
nab-R7UIEBN ‘

7 BEHTRREE XS PFS OH TR O Kaplan-Meier Hif
(KEYNOTE-407 $8%)

10



®@%#H%m$ﬁrﬂﬁ (KEYNOTE 042 RER)

{LEIRIEB 072\ EGFR IR F R AR, ALK SRS TR R O PD- L1 B (TPS
21%) DOYIFRAE SHe AR AT - BROF/NHRATRERAE 1,274 51 (BAA 93 BlaEte) %
- BFERIZ, AF| 200 mg Q3W BEOERR TREMER, 75 FFHE SRk e
RHBL LCRM SR, 28, BRI CRAETIED bR BE I, REETER
TIERNERD N2 VEORERINCEE L TV 5 BF T, RE RO ERFTE THRE

HETTARY

B bLD E TAFIORG AT 2 2 ENRFREL Shic, ERFFEEEB 1L 08
&h, FFNIT 7T REAEST{ERBE LB LT, 08 2FE

L—LE L 7“&9

*:24 4 A ifiﬁfiéi’bt%%”ﬁ‘liﬂiﬁﬂa)&ﬁ-%qﬂitb DIk, Hﬁ%%ﬁﬁ?ﬁ?n@&b&ht@%A
KEEERTE DL L ahk,

%S5 ﬁﬁhréﬁﬁﬁ (KEYNOTE-042 205%) (PD-Ll ﬁ%ré (TPS=1%) UJFB%‘%EE)

T F K ST
A 200 mg Q3W ey _
Bl 637 Bl 637 fi
o RofE [A) 16.7 12.1
;g;%% os*! (9.:5%(:1) (13.9,19.7) (11.3,13.3)
(RURER) N — iR 0.81
(95%CI) {0.71, 0.93) —
P {&™ 0.002
ks 299 300 {7
: o hofE [A] 20.0 12.2
gg;iégj os™ (95%CI) (15.4,249) (10.4, 14.2)
: NP R ' 0.69 B
(95%CI) - (0.56, 0.85)
. Bl 338 5 337 {4
o e [A] 13.4 12.1
53;%;;&‘/" os" (95%CI) (10.7,18.2) (11.0, 14.0)
N 0.92 - B
(95%CI) (0.77, 1.11)

*3 EE‘J Cox A~
BRI T IRE

Cl: (SRR, *1: PO T —¥% 1 20184E2 A 26 b v bA 7,
— FEFMZ X BT T T B & Le(CEEIRIE L DL,

11



100 7
90
80
70

& 60 4

| ﬁSO__

4 407
- 30
20

10 A

— EE200mg QW
e IFFUMER GRS

at risk%x
AA200mg QAW 637
TIFHRAESOILPRE - 637

TYTTTTET TPTTIETRTPTITRT I

6 12 18 24 30 36 42

SFHRIA]
463 365 214 112 35 2 0
485 316 166 88 24 1 0

E8 0S8 ajtPﬁ:’ﬂﬁEﬁH#@ Képlan-Meier g (KEYNOTE-042 3B)
(PD-L1 BtE (TPSZ1%) DBEHERM)

12



[Z2i4]

OEEERBMHERS (KEYNOTE-024 AR
HEEGIIAFHFTE 148/154 B (96.1%) R T* SOC ¥ 145/150 ] (96.7%) ITRDH BN, 18
B & OERBERSTETE RVEEESIT, RN 113/154 61 (73.4%) R 135/150 4
(90.0%) T BN, WERIPORETREER UL EORHERITTROLE D Tho

7?‘-
“a

F6 WTRIOEETHARYE 5% LORIER (KEYNOTE-024 3%)

(MR A RE)

BRERIRAE (SOC: System

gk (%)

Organ Class)
HAFE (PT: Preferred Term)

A
154 71

SOC ¥
150 ] .

(MedDRA ver.20.1) £ Grade

Grade 3-4

Grade 5 & Grade

Grade 3-4

Grade §

2H1{EA 13 (73.4)

40 (26.0)

(50.0)

71

(51.3) -

I 7 A

E BRI e
T REREIE

(0.6)
(0.6)

- ‘ g (52) 3
1
I

mw*&m%»ﬁ .

R

e T )

 FREREEETE 0 12 (78)
iﬁﬂﬁﬂﬁi%- ) S

T : : ) (14 3)
ED ‘ 15 (9.7
[P 4 (2.6)
W 4 (2.6
[k - 2O MERLUREMAOKE

WhE 5 G

g ‘ 16 (10.4)
R 1 0.6

6

I .

1

T ' 16 (104

CBRBE

ALT g0 o (55) o
2 (13)

AST 330 8 (52)
me 2 L7 F =1 3 (19
FHERERL 0
TN e 0

AmRERS 18

fREER R USREE

HHRIE e

it Sy N ik 4
 IRER B LU AR

—

w13 @d

PREREE

WRAE
. RiRE= 2 n AT
LR IS L ORI

Nb—‘:

(1.3)

| MERL O TAREE

BLRERENR ‘ 8 (52)
T DEEHE 12 (7.8

@8

08

(1.9)

[==1

(9

=]

©&
203

N === - R o T )

o H

(=

(0.6)

(0.6)

1 (0.6) 135

co oo

oo

cooo oooo ol

o000 o

8
34
17

20

. 65

18

0

44.0)
(5.3)
22.7)

(13)

ary

(13.3)
(433)

(12.0) .

(20.0)

(28.7)

(6.0)

(5.3)

(3.3)
(10.0)
(13.3)
(12.0)
(10.7)

N
60

on

80

0.7)
2.9)
(2.0)

29
2
20
8

— bW N

L o oON =

(100)
60y

[

O

(1.3)

(13.3)

=]

(1.3)
2.0)

(1.3)

©7

(33)

@)

oD

(4.0)
6.0)

@0

Len

cooo

CEI

3 Q20

‘oo ool

H-N-3

coo oo

coooceoo 00O Oo:-

o

cooo

HE 11 (7.1)
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ek, ARV CRIEMMRR 9 # (5.8%) , KBk - EEOTRH 8 4 (5.2%) |
WHERE (F7 2 - SU—ERES) 241 (13%) | FSIERE 2201 (143%) . FR
IREEREREE 21 B (13.6%) . TEAMERE 1§ (0.6%) . [ BEERFE 16 0.6%) .
BHEREE (RMEMEEERS) 14 (0.6%) . K160 (0.6%) . FHs - SR
REIEFE 10 (0.6%) KN infusionreactions ] (3.2%) B@BH LN, T, BEEORE
BEE (REHIRIRERR. SN, JREES) | BINHERE, DEFEE, B
7% - B, B Y OIESK, D, SR MER R EERER, e & OTREER
BB Lol AEERRRRAIIEESS (BREREEEEZ2ED) 250
EERRERT,

QEMRLFSE I/MAEE (KEYNOTE-010 #ER)
AEFEFRIT 2 mg/kg Q3W #¥ 331/339 41 (97.6%) . 10 mg/kg Q3W #¥ 330/343 %1 (96.2%)
B U DOC 7 297/309 5 (96.1%) IR bi, WRIE L DR RBEFEPIBTETERWVWEE
HET, FNFEN 215339 B (63.4%) . 2267343 B (65.9%) F.U* 2517309 5 (81.2%)
WD LN, WO CTREARD SULL LOBEERIZITRO LB Thoiz,
£7_WPNSORTHBRN S%EEORNER (KEYNOTE-010 BB (R2MARTR S

FERIRSE (50C: System - flE

Organ Class) - 2mg/kg Q3IW Hi¥ © 10 mp/kg Q3W R " DOC #

HFAFE (PT: Preferred Term) 339 343 309 %

(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade5 4 Grade Grade3-4 Grade5

2BIER 215(634) 41 (12 1) 3(09) 226(659) 53 (15.5) 3(09) 251 (81. 2) 107 (346) 5 (1.6)

VAR LUV o SRERE R i
G2 10 29) 3. (09) 0 14°@1) 1 (03 0 40 (129) s (1 6) 0

” ﬂ*ﬁﬁ&f e LOD 00 L0 00 404 812 0
@Nﬁ*ﬁéﬁﬁ{ﬂf LB 0 0 BEn 0 0 1 (03).. 0 0

CEmMEE o e
THE 24 (7.1} 2 (0.6 0 2 (64) 0 0 56 (13.1) 77023 0
E 37(109) 1 (03) 0 ° 31 (9.0) 2 (06) O 45(146) 1 (03) 0
RAgE . 13 38 0 0 720 1 (@3 0 43139y 3 (1.0) 0O
RN 1235 0 0 1368 103 0 2408 206 0

Uik RHWERLCEEIMIORE - T T
Fiati 20 (5.9) 1 (03 0 19 (55) 2 (0.6) O 35(113) 6 (1.9 0
W ' 46(13.6) 4 (1.2) o 49(143) 6 (1.7} 0 76 (246) 11 (3.6) 0
FAH S RNR 515 0 o 4002 0 0 21 68 0 0

EMo o 0es) 10y 0 M@ 0 - 0 17 (55 1 03 0

CREERREE L T L e
iﬂ'“’“ﬂfﬁﬁ’f T S N SO J01 (L) S U 0 24 (8 196 0

B iR RN L S S s MIEEE PR s S

| SEIER 3,,(0:,9). L DL S ) S 017 (55)‘._._. 0. .0

é‘}!&m%ivﬁﬁﬁﬁ%ﬁﬂ’ﬁ% A s
Wi B GE 3 9. 0 0 2 (06 0 T (327) 206 o
DR 25 (74 0 0 32 (9.3 0 0 56 103 o
BB C 29 (86) 1 {03) 0 40128 1 (03) 0 14 45 0 0

2%, 2 mykg Q3W BER T 10 mg/kg QBW BHIB W TENEN, FIEIEMEA 15 6]
(4.4%) BRU 1441 (4.1%) | K%k - EEOTH S B (1.5%) RU241 (0.6%) . &
BB REIEE (BREREIBEIIE B, STAIHE. SR %) 1 1 (03%) RO 1 i (0.3%) .

14



C PREE (T N U—ERES) 241 (0.6%) RO3H (0.9%) . FTHEREREE 23 41
(6.8%) B2 4 (6.4%) . FURIRMAEREE 32 B (94%) RU'35 41 (102%) . T
RMSREREEE | B (0.3%) R UM 1 B (0.3%) . RIBHEEMEE 2 1 (0.6%) XU 1 41 (0.3%) .

| BUBERRIE 1 B (0.3%) RO 2 4 (0.6%) . BRERE (REETREEERE) 4 6
(12%) RO O, gk 1B (03%) RUCOM, gk - SRECHARIE 1 6] (0.3%) RTF
0 #, infusion reaction 2 il (0.6%) KZUC' 64 (1.7%) AW bk, £, BEHEN
JE, Mgt - B, BY Ok, DR Suthi MRBA SRR, Bt E U
FREFBARD bhvdole, FRHERRBRILIIEEES (BRREERELZSD)
PETEERETT, ' '

OERERSH IR (KEYNOTE-189 3ER) - o
A EFSITAFIGEEEE 404405 6] (99.8%) R U REE 2001202 ] (99.0%) KD 5
. EREE ORRERBSTETERVWEZTERIL, Thei 3721405 ] (91.9%) &
U0183/202 B (90.6%) IR BT, WTIPOR TREEMN sS%E EOBHERIL TR
DEBDTHoT, :
£8 VPR OETRIERMR 5% LOBIJER (KEYNOTE-189 BAIR)  (de At r)

BB 4yEH (SOC: System ¥ (%)
Orpan Class) AHGRAEE {CEERET
" EARIE (PT: Preferred Term) R 405 4] 202 45
© {MedDRA ver.20.1} 4 Grade .Grade3-4 Grade5 4 Grade Grade3-4 Grades
2EIER ©372 (919) 193 (41.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
CERL USRI L e e e e
- YN 154 (38.0) 55 (13.6) 0 77 (381) 27 (13.4) 0
FEFMEAT P BRI A 25 (62) 24 (5.9) 0 4 (20 4 (20 0 .
T AMERRASE 22 (54) - 8 (2.0 0 12 G910 (05 0
FFehERig D i 101 (249) 59 (14.6) 0 45 (22.3) 22 (109) 0
L uvRERAE 69 (1700 31 (77 0 27 (134) 13 (64) 0
CPUSMREE - LT T e e
 FLRIEE T 2 (54 2 (05 0 3 (s o 0
- LU €7.) S U 14 @69 0 . 0
a5 67 -(16.5) 0. 0 24 (11.9) 0 0
FHl .78 (193) 15 @37 0 22 (109) 4 (2.0) 0
T CO187 462) 12 3.y 0 90 (446 4 (@0 0
AR 26 (G4 2 (0.5 0 15 (74 1 (@05 0.
@R 74 (183) 7 (7 0 39 (193) 4 @0 0
C R RSB I UREMIORIE T
Akt 53 (13.1) 16 (4.0) 0 31 (153) 3 (L3 0
% <134 (331) 20 (4.9) 0 62 (307 3 (1% 0
HEIE D S I 30 4 3 07D 0. 14 (69 1 (0.5) 0
i il 27 (6.1 0 0 12 (5.9 0 0
sEE 24 (59) 1 (02 0 4 (2.0 0 0
LB R UFERE
| mEgE L2 @y 1 02 0 w 6o 0 0
L HRAREE el L I T
ALT #4im 3 (94 2 (0.5 0 .16 (79 3 (1% 0
AST 8440 : 28 (6.9 0 0 10 (G0 1 (05 0
S mHZ LTINS 32 (79 1 (02) 0 12 (59) 0 0
I M BREE A 2 G4 1T 4D 0 12 (59 6 (3.0) 0
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FEMRIE(SOC: System % &) ' ‘
Organ Class) AFHIBEFRRE {LEFRE R

HAEE (PT: Preferred Term) 405 {5 202
(MedDRA ver.20.1) - 4 Grade Grade3-4 GradeS 4 Grade Grade3-4 Grade$5
TR & O : . -
RERBER 84 (207 4 (Lo} 0 42 (208 1 (05 0
L EYIEVoMME 2 645 20 3 a9 0 0
| ERRE ey e e T T
,,.%ﬁ%ﬁ,” ,,”,"QTMQDW;Lm@$mmmﬂwFﬁﬁm@® 0 .
CRWE KUSCTARIEE 0 0 e e e
B Ee 1 @mn 0 0 12 (5.9 0 0
% 5 FELE o 37 0.0 0 0 12 (5.9 0 0
BI5 - 51 (12.6) 5 (L2) - 0 17 (84 3 (1.5) 0

RIS, ARFIBE F0U C RIEMERRE A 16 #1 (4.0%) . KIBJs - EHEED T 20 B (4.9%)
HREREE (¥ 72 - S U—ERES) 1041 (2.5%) | FFRemE 62 41 (15.3%) . Ak
FRAREREE 32 7] (7.9%) . TERMAHAERE 24 (0.5%) . BIBHERESE 1 4] (02%) .
1 BUEIRIR 1 ) (0.2%) | 'BHSEEIEE (RMERIEMNRRLE) 2541 (6.2%) . Mgk 2 4l

(0.5%) K Urinfusionreaction 5 # (1.2%) @D LIz, i, EEOCOKBEES (BF
FIRRUE R, AL, REES) | Bk - BMUTRARE., EEMEIE, MK -
B, 5 & 5D, LR, R/ NI SEEEE, IR RS I & UFRIFERE X
mbBﬂ&motnﬁﬁﬁﬁ%ﬁ&ﬁﬁﬁﬁgﬁ(%%ﬁﬁﬁﬁ%%aﬁ)%ﬁ&%ﬂ
wERERT,

@EREEFBIHERR (KEYNOTE-407 BER)

HEFRILAAEE 273278 61 (98.2%) R USHIEEE 274/280 ] (97.9%) IZFBH b,
BRE L ORRBEEITE TS RVWTEERERIL. ThTh 265278 #l (953%) R
249/280 5] (88.9%) (=3 bantuwfﬂmmﬁf%ﬁ¢ms%ut®ﬂmeTﬁ®
EBDThol,

£ OTFNAOBTREARNR 5% EORIER (KEYNOTE-407 RE) (oA S

SREDIRAE (SOC: System L)) ‘

Organ Class) A AR ! (bR

FEATE (PT: Preferred Term) - 278 fo] 280 {7

{(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 Grades

£EI{EA 265 (95.3) " 151 (54.3) 10 (3. 6) 249 (ss 9) 152 (543) 6 (2.1

CULEAS RTORU SRR L L T e e R
E=qiil 123 (44.2) 38 (13.7) 0 17 (41 8) 43 (15.4) 0
* BEEMELT PREAME 14 (5.0) 14 (5.0 . 0 10 (3.6) 10 (3.6) 0
| i Bfeige iR 23 (83) 12 (4.3) ] 19 (68) 12 @43)- 0
S ERBRAME 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0

_ n’nfjxmﬁ;r o 8l(91) 18 (6.5 0 - 38207 16 5D 0

RSP

kﬂﬁ!ﬁ*&n@ﬁ 17 61 1 (0.4 (] 2 (0.7 0 0

C TERMMREETE 668 0 0 3 D —

L EEEE R R O
{5 S31 (1LY 1 (04) 0 25 (89) 0 . 0
TH 61 (219) 8 (29 0 A7 (168) 4 (14 0
Bl 85(30.6) 2 (0.7 0 S84 3 (LD 0

0 0

14 36 (129) 1 (0.4)

16

25 (89) 3 (LD



BERAAM (S0C: Sysem B %)

Organ Class) o AHIGFRRE I (=27 37t
438 (PT: Preferred Term) 278 ¥ 280 {5
{MedDRA ver.20.1) £ Grade Grade3-4 GradeS ﬁ: Grade Grade 3-4  Grade 5
T AR AR L IR ML OWRIE L e
EIE 46 (165 3 (L) - 0 41 (146) 6 (2.1 0
45 : 54194 7 (25 0 52 (18.6) __7__'__(25) 0
ASTH#m . 14 (5.0 0 0 58 1 ©4 o
ik d , 24 (8.4) 17 (6.1) 0 28 (10.0) 24 (8.6) 0
ISR B R A 23483 5 (1.8) 0 16 (37 6 (21) . 0
i i R g . 30(108) 11 (40) 0 28(10.0) 10 36 O
CREESRUSRME e e e
AR 47169 5 (1.8) 0 57 (204) 4 (14 0
 BesRvoamE 15 (54 1 @4 0 9B) 2 0n 0
CEEBRBIUESMEMIEE T e L
BBEnA 36(129 1 (04 0. 24 (8.6) 2 (07 0
‘ ﬁﬁl&]r e 21 2 @7 o 26 (93 1 (04 0
'Htﬁ'ﬂ.% 23 @83l 0 0 7 (2.5) 0 0
fﬁ*ﬁﬂ.u—a-—nzxﬁ"“— 550198 3 (.. 0 37 (132) 2. (0. 0
| BERRE 15 G4 1 (04 0 13 @6y - 1 (04) 0
RifERE =2 - 8F—  31(112) 0 0 ______36 (129)_ 2 @0mn 0
)il‘ﬁ:roJ:U*Fi”F?ﬁﬂw’ﬁ%’ e e e L
THEEIE 126 (453) 1 (0.4) 0 100 (35 73 (L) 0
7D EEE o 29 (10.4) 0 - 0 15 (54 o - 0
it © 28 (10.0) 0 0 .20 (7.1) 0 0

2, AFIETB W THE MRS 14 B (5.0%) . KIBE - BEEOTH 14 6 (5.0%) .
RIRREE (X5 L - AL —RERREE) 5500 (19.8%) | ATHSEEREE 26 7] (9.4%) . FIR
SHEREE 31 41 (11.2%) ., TERAEMEEE 24 (0.7%) . BHERE (REEMEL
BRE) 641 (22%) BT} infusion reaction 6 Bl (2.2%) BEDLNE, T, BEEOK
REREE (ESHRRAEGR. S, EREES) | BIRMEEE, | R, K
%, B - BGEARE,. EEMME, MK - filER, SRR, Dk, fE
- R HEIRBER . TR MLEE B ORSFRRES IR bhizhoi, EIEEIJ{’FH%%@%HC{H.
PR EEEES (Eﬂ:ﬁiﬁﬁﬁﬁﬁ %:ﬁir) ?’a‘:atr%ﬁrft%%tr'ﬂ‘

GE R H%m#ﬁf‘:tﬁﬁ (KEYNOTE-042 ) ‘
' ﬁ%$§t FEAHIRE 610/636 ] (95.9%) R UMEZRHRIERE 606/615 il (98.5%) DB
R & OEEMEATECE RVEEESRIT, THEN 309/636 B (62.7%) R
U~ 553/615 B (89.9%) IZRB®H BILTZ, M*mb:@ﬁ'c%iﬁﬂﬁ: 5%LL EDBEIERIZT®
DEIY 'C"’%o'ﬁ_o
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210 VPRAORTIERSS %5 EOBIER (KEYNOTE-042 3080 (22 HARTXHEE)
ERIKEE (SOC: System % (%)

Organ Class) ' A [z
HAEE (PT: Preferred Term) 636 %) ‘ 615 Al

(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade _ Grade34  Grade3

£EHER 399 (62 7) 104 (164) 13 (20) 553 (89.9) 246 (40.0) 14 (2.3)

MR LY SREE _
A 35 (5.5) 4 (0.6)
A i BRkiEk 10 (1.6 0
i skigiar e 5 (0.8 1 (02
qufbmiﬂ“ 3 (05 1 (0
RS il
mﬁﬂm*“em@r ‘ 37 (58 1 (0.2
o PRIMSREETE 69 (108) 1 02)
BB
fmR . g (1.3) 0
TH ‘ 34 (53 5 (0.8
Ei 31 (4.9 0
b3 o 7 (LD 0
e 15 @24 .0
i AR L ORI ORIE o
4 14 27 (4.2)
OB 50 (19
CESRRE U T
ALT #801 45 (1.1)
AST g0 41 + (6.4)
T RER B 2 {0.3) a
/R SR S 2 (03) R
_ EadEs 3 05 0
BB LTSRS T e T SRR S
CABEE a0 6H 5 @8 0 109477 9 (5 0
CmERASXORAMMIE T T e e
M ' 27 (4.2) 0 0 46 (1.5) 0 0 _
%Wﬁ .20 @D 1 0y o s @n o 0
:E%Hré-—a—mz\%- ' 1 (02 0 0 50 (81) 5 (0.8 0
RMMEE=a-nAF—- 3 @05 0 0 4 (67) 6 (1) 0
CRERER MBS LCMEREEE - e e e
. Fliggt . 68 B @0 1©y 0 0 0
"EEBLUETESREE . . S
ikt 2 (03) 0 0 136 (22.1) 7 (LD 0
SR ' 46 (72) 2 OB -0 15 @24 0 0

229 (37.2) 80 (13.0)

35 (57 10 (1.6)

88 (143) 46 (7.5)
.56 ) 10 (18)

NN -
- N-N--P

SN

20y 0

o

e

68 (11.1) 0

46 (15 1 (0.2
184 (299) 7 (LD
31 (5.0) 0

97 (158 2 (03

coocoo
coo oo

=]

. 60 (9;6) 10 (1."65‘,'"
Lo 102 (166) 8 (13

o

(0.5) ! L
B ) S

Ll W

=
o

53 86 5 08
42 (68 2 (0.3)
86 (14.0) 54 (3.8)
64 (104) 20 (3.3)
- 71 (115) 32 (52)

Q4
0.6)

£ o

o
ococococo.

oo oo o,

>3 46 (72) 3 (0.8 0 27 (4.4) 0 0

238, AHIFEIZ RV TR E MRS 49 61 (7.7%) . KB - EEEO T 10 #1 (1.6%)
HEORKEE (FREMIEIRERR, W08, ERAES) 14 (02%) | fREE

(F S« NU—EEFEE) 1§ (02%) . FHSERSE 76 51 (11.9%) . FIRIREHERE
FO201 (14.5%) | TREBRERE 3 G (0.5%) . BIHEENEE 3 51 (0.5%) . BHE
PEE REEFHEMEERE) 34 (0.5%) . FELK1H (02%) . DFdk 16 (02%) &
X infusion reaction 6 ] (0.9%) BRIz, Fh, 1 BUEFRE., fidk « B EARE.
HIEMTIEAE. B4R - RIS, R & DR, SRRt/ MR R ER, M B
UFREFERES 1580 B gl o 7o, ARWERSEELAILIBEH & (MEREEEE 2 ST0)
EEUEMERERT,
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(R - ] .
FEOBEAEDBETCTALHELEY I 2 b—Ya itk V), &H 200 mg & .
Q3W, 400mg % 6 BEME (UUT TQeWI &5, ) Xt 10mgks (KE) % 2HEM
RIRE (BLF [QaW) 2u1D, ) THE LBOFA 0MEFRESRR S, £ 0k
BOAH 400 mg & Q6W THE L7z BROAF 0 EFIREBIC T 2 P miFPRE (B
T FCagss] £V 30 ) b, AH 200mg % Q3W TG L7 BED Cavgss & IFEIT 2 L TR
Ehie (TR) . £k, &F 400mg & Q6W Tk 5 L0 &F| O EEIREIZIIIT 55
BEMIETRE (BLT MCraxsl &I, ) i, AHK 200mg & Q3W THE: L7ZERD Couxss
LB LCEERTT EPRENE V00, HEABFZBOTAEESHER ST
AHE - BETHDIFH 10 mghkg (KE) % QQW THEE LB Cuaxs & L TR
EERTETRENE (FH) . oo, BEROEREZXHRICHH 400mg & QW
THE LA SHERER (KEYNOTE-555 3AER) X ¥ & bh-ZREICE-S < RpEhE
NREGA—FE YIial—avitk Uﬁ‘r?‘ﬁﬂbf:%%@]ﬁé/ﬁ%—& LHEIL(TH),
ME T, EHOBBIZHT HEBEERRBEICES S, FHOBRFEE L AP TR M
& DEFEERATT ARBELOSE T NADPEE S, FH] 200 mg & Q3W Xidk 400 mg &
Q6W THE LBOBRER L AHE R LM & OBEICSOW TR SRR, £
Lo - REOW THDMRUREEICARRZRIIRVWE TRl SN,

# 11 FROROGIE AT A —F

Fﬁi"ﬁ . Fﬁﬂ Crax Cavg. ) Cmin Cmax,ss Cavg,ss Cmin,ss
{ug/mL) (ug/mil.) (ug/mL) (ug/mL) (ug/mL) " (pg/mL)

200 mg QAW! 59.1 27.9 18.1 92.8 50.4 30.9
Mg (58.5, 59.7) (27.7,28.1) {(17.8,18.3) (91.7, 94.1) (49.8, 51.0) (30.5,31.4)

123 324 10.6 148 507 203

A
400mg QEWT & 10y 104y | (32.0,32.7) | (10.4,108) (146,149) | (50.1,5L3) | (19.8,20.9)
200 mg Q6W 13600 14.95 .
(ERE) | (135.6, 136.4) NA (14.4, 154) NA - NA NA
220 144 119 428 279 197
t -

10 mglkg QW' (518 923) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

t:0=2,993, 100[ED>3I al—a il VEHIAEBMEEOTRIE (2.5%F,97.5%/K) « Cmax @ FIEIH
EHOBBIIETEE, Cug : AEHEREHOFHME PRE, Co: HEHSE (Y4 702 BE) OREMTE
I:Pﬂl%ﬁ\ Cm:ul,si H iﬁ"::ﬁtﬁg‘:ﬁlj 5%EM%LPﬁ%ﬁ\ Cn\lg,ss . Eﬁ?lﬂiﬁﬁliﬁﬁ'émiﬂmﬁﬁ*iﬁlﬁ\ Cmin.ss: Hﬂ;ﬁﬁﬁgl‘:
BB B (R i R ‘ " ‘ .

1 : 56 DTG (95%IERER)

§ = 41 FlOMRTEHHE (95%IEIERH)

NA: XL
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4, HERIZoWT _ .
FRIOBMRE IR LT, KBRM L LTHEARERE (%) MR- T
HILhb UEBELHEIIICERTE MR THILERH D, TOLET, EEMY
zﬁﬂfﬁﬂ#@ (RMP) (Z&-3% | AADEIRMZSMEERTE~OH IS5 5 HEiR
THoT. FHOREFFEDRBE LR - BEL, FROKSIZL Y EERBIERE

KB LU BIZHET B &mz%&tb.HT®®~®®TAT%ﬁtTﬁ£k%mT_-

EHTHRETH D,

@_ ﬁﬁ?ﬂ {Z2onWT
@1 Tﬂ@(n'vﬁ)owfnmk&éTéhﬁﬁ%é L,
(1) BAEFMRESEET 2R ABIERILARRS ERETIRS A BIOEIL SR,

C MRS AR LSRR, HUAS A BRRRER &)

() FEBEERIT

(3) FBEATIEB RIS 5B ARBRLSALE (A BIEIRERDE, A BICES
WA, MRAD IR &)

@) AB(LFREZEFRE L., AR{LSEFRENE 1 sk bSEisEme 2 okt
A% BB AT TV ARk

" (5) PIEMEEEAIL S E A ORR LG EBHET o TV AR

D-2 Eﬁfﬁﬁ{t%iﬁ&&f}ﬁlﬁ’ﬁﬂﬂ%ﬁ%@ﬁﬁbC—f*’;’}ch%D?%kﬁ%’é‘%’&ﬁoﬁﬁﬂi (TRD
WERMCHEYT B ER) 55 YRR OARIZET A RRORES L LTREB SR
TnsHZ &,

=

«  EMRHFTEE 2 FOMMPHEZET L%IC 5 £ LB ABROBEEHE %
ToTWDI L, 5H, 2FER, BPAFRYRERZEL LEBREFFOMER
ToTWBZE,

. ERRTEE% 2 FONMIHERET LIRic 4 0 EOKERER LT s
&, Hb. 3FEL R, it 0725 A SR e B o PR AR IR P DBERBHE 21T -
TWAaZ L, '

@ BRACEESFHREHOEHIZ ST
EELFHERICEF T 2EEENER S, RESENLOFHREAQ, ﬁ;dl 22
2HSRZMFTROBTER D EMS T 5 BHIEE, A5ER08%AE LL%AOD‘??E":
EH, SREIMPIITONAENNE-TWE L,
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@ EMEA~OBRIZONT
@-1 HEERRHEIC T BN
B MEATR RO ESRBIERNRAE LIc, 24 BUZREROT, YERY -
IR T, BB L BIAERICE U TABREER G CT S0RIEA OEANCL
FERREOBENRY BB b, EHIRmiERARNBEoTNnAZ L,
: |
@2 ERUEFEFICLIEEESNNICET I EY
BABRICED B EMN MR R OS2 2 EREEEREHERT=F Y
EEDIERORY ) ==V PR TOERE L HRE T TX 5T — AEHEHRH 8%
BERLTWB T L, 2B, BHEEHIZOWT, RARE EZORKICHIICEMEShT
nBk, | :

@3 BlEROBECRRICBE LT . - =
RIVEM (MEMEMRBICINE., KIBYE - AIpge - BEOTH, BUEF - Fr£ - T
Hepepads - AT - LIRS . EMRIEREE (REYMEMEAS), WHBES (T
BEEHEEREE, FRISAEEE, BITHEEREE), | BRI, S &5 k. 7% - I
AR, B, BEORMEE (PEEREETIRE, REHBIREGER, £
B, HREEL) . infusionreaction, MMZE « BEMEL, EEMENE, WREE (X5
NU—FERERE) | D g, BEAR MEREE (Gt d/ MBS SEEER ., YR L,
FRIFRREE, EMERIBRES) . MIREAERE. MBS T LT, MR UL RE
FHBEOEMME ST B BN & EH L GEUEROZEPRIGICE L TIEROXELE
Fehatichs L) | EHIHENZLERTE BEHRETWBIE,
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5 BENBKLARIBE
[E%hHEIZ BT 5 ]
® $H®¥ﬁ&@@?ﬂ@$ﬁukwfﬁﬂimTéhTmé
o ALEFEREHER O, M%Rﬁh%zﬁﬁi,@K@Aﬁh%@&ﬁvmmn%
- (TPS=1%) DEIRTRERUELT - BROFEIMMEEE
« TIFTREEELIVERIEE R T 5 PD-LL Btk (TPS21%) DUIRTEER
HEAT - BR OIS AE (Fols, EGFR BiETERBM L ALK Bie®
BFBIEDBRE T, FAFN EGFR F 1 i —EHEEXXIT ALK Fu
VT —EHERORBREEZRATIRAE)
ek, TPSIERAT Y A= (BETFHEE) 0= #/%Wﬁ(ﬁm$
PD-L1HC 22C3 pharmDx & =] ) ZRAWTHET DI &, _
@ FH OMOTEMEEA L @f%ﬁﬁ#i@@i?‘amﬂi%‘h_ BOTHPHERT ST
B
e AR LF R FRUT S FHE L OFERRS « LEREREORY, EGFR #
BFERBERD ALK BB GTFEEORTRERIET - BROERFELE
FE /N o R
o BANRTFTFURVNRS Y FREARE nab-7 U F AL UD{%EEEL ik
EFREREO RV EIBRARERIET - BRORT LRI/ R B
@ LFFIEEDRVEST - BR O/ NETEEHE X, PD-LURE T PD-L1HBE (TPS
Z1%) THIIL, AR OBEMEELZETHETHD, £, EHELERECR
TARREMICHEN RV EZEZ b5 BEITH LTI, PD-LIBBERRIC»Hb b
T ER T ORI U CETRERERE L O ARG EZET I LN
TED, BB, FFOREICHT > Tk, BRRVA K74 v (AREESR
LEABRTHIL B,
@ TR %Té%%Lﬁf%ﬁﬂ@&%&@ﬁﬁﬁ&homrm:ﬁﬁ@%ﬁﬁm
WL ESNTRE LT, FFlOTERGZLRBRN,
- IiFREERE
. ®T$ﬁ®ﬁﬂﬁ#TénTw&w@@ i@%ﬂ&@ﬁﬁ&%

D Gz, HEBRAA T4 (BARMEERE KBV T, FJ 4 A RSP ERAEERE A
(DECOG Performance Status 0~1 *2 € 75 5%l L, X1Z@ECOG Performance Status 2 2 BF C1L, H3
HAHHEA (FEd2eAS) OBARSHHERENTEY., 20k 3 2BE T, Eflkkiogt
AEARMECMESS L EELLND, '
#2) ECOG @ Performance Status (PS)

Score ER

0 | Z< R ERTE 5, RRMLFC AR EE R HRR T s,

| RHAIZE LCEEIRIIR S L2 08, BITTRET, BIEESE- THOMBRITI Z B TE 5,
Bl - B, TEESIER

BohiBAOSOEYOIE LATERN, AP0 0% L2y FAETFERST,

Pt b —

é<ﬁwmwuEﬁ@%@@b@:amﬁ<?%twa%ﬁm&vwmﬁ%vﬁffo
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AT THAOHOEY O & iE T A TAREREEITERY, BFED 0% EEAy FATEST,




| (2t BIY 5 90E]
D T@L&é?éﬁ%homrﬁxﬂwﬁﬁmﬁakénrmé &ﬁ% &@&n

:bf;b\"

e

K%@ﬁ%kﬂbﬁ@f@ﬁ&@@&é%ﬁ

BRI OFTMIC BN T FRICRY T2 RBEF WSV TIR, AAlORSEI#ER S L2y
2R, MOBEERERRVESIZIRY . EEIZ ﬁ%‘l%’ﬁﬂﬁ"%’) LEEETED,

B EMERRDO SR ISBEEN H D BFE
M%E@ﬁﬁ?ﬁgﬁ%£wé%%&Uﬁﬁﬁ@ﬁﬁﬁ%ﬁﬁ@@%&Wﬁ
LD RIEREERALONDBE

B SRR B OR 0k Ri@@%@%b<ﬁﬁ%%@ﬁaﬁﬁﬁﬁwﬂﬁﬁ®
bHHBE

Wﬁ%ﬁ@(ﬁmﬁﬁﬁﬁﬁﬁ%aﬁ)®%5ﬁﬁ
ERORBREIBREEETOBE

ECOG Performance Status 3-4 %2 (B3
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6. BEERLTHBETREFE

O EACESIO A, BUERFEE NRIET 2 RS ICE S & RFI O RHER U ER
ROl LEREREAIEMLTrLERTI I L,

@ Rk ELE, %%Rﬁ%@%ﬁ&ﬁ%ékufﬁﬁé+ﬁﬁﬁb Ha%%
ThbRETr L,

©) I&mﬁﬁwvi/ﬂ/ﬁkowT

MEEMRARDH bbhdZ ERHEDT, ﬁ%@&%h&torm TIHAE
WO(BEId, FRIREREE, WHkE) ORERUHE X BREORES, BEEL+
AT &, Fio, BEEC T CT, MiF~— b —S0RELFET
BTk, - '

infusion reaction 234 b D Z &3 % 5, infusionreaction 353D bRIBEIT

i @@&L%%ﬁikt%k\Fﬁm@@?éifﬁ%whﬁ%+ﬁhﬁ$
TAHEILE,

FLR B A h%\TEW%%E%&W@%%%@%ﬁ%Bb%%:eﬁ%éo
T, A OB S EIEAR RS L L ERI DM IR (TSH, Bt
T3, iE#E T4, ACTH, MFE=AF Y —LEORE) 2ERTB L,
BUEITZ. IFFRE, [PEEIEE, g, IUUEEEASLbDAB 2 LD S
DT, Kﬂ@&%ﬁﬁﬁ&vﬁﬁ%ﬁ¢ME%%_H%%ﬁ§(MH ALT,
¥-GTP, AP, VUNELEORIE) #EHTDIZ L,

RE OBk ITPARIRERGELEED) SORRRBEERS bDID
EBHBOT, EHNCIROEFEOFERRET I L, T, BORFEMR
Wb NI, BN ERBELER T KO BEREETI L,
FEIOBEI LY | BEOCREFRICER TS &£ 2 b REAPHE
Rbbbhsdz b dihs, RENRD LRSI, BRLAHFSIE UK
TP M AR R & KR A -0 RN LSS L BRI 2 4T B DS
BRI & BRHEE BNEDI 3B, ABIORE 1L, RORIE R
NEVEIOBRESEEBT B L, 28, BIBRERVEYOREIC LY ElE

ﬂwa&%ﬂs-ﬁbanfm%A;_bi BB B B R VRV B DS S i B 03B

bEETDHZ L,

HEHT R, #ﬁﬁ#%ﬁﬁﬂ@@LTWBﬁﬁﬁ%%ﬁ?é ERBBIED,
AFOBREMETHICLEFERORRIC+ARERTI L,
ﬂﬁﬁf(ﬁfl”ﬁﬁf%ﬁﬂ)#%Bbh\ﬁﬁrﬁ&PT/b VA

REBZLRHBOT, QB B, ELEOEROBELMBEED LRI+

SEETL L, | BEREAEDNIBEICRREEZPIEL, £ XY R
OB ESEOHORNBELITI Z L,

@ FEOERRBICHT, KEYNOTE-024 3B U KEYNOTE-042 BR8R T3 550
BEH 5 9 T LT, KEYNOTE-189 RERTITF 5BIA» S 6 BER W 1288, B
Bz 48 EEETOBET L, F0% 1287 L2, KEYNOTE-407 BERTII#R 50t

B 6EE, REAKVCISHEA, UKL EEETIBEIL, T 2EITE
I DFMEEIT - T EESEI, ﬁﬁ&%#ﬂﬁ@%k@@ﬁﬁﬁ@%
DHEREITIT L,
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Bl A A K542
RhAT Y X< (BEFHEEZ)
(EFA - %4 M—& SR 100 mg)
L ~ERAEA~

T2 92 A (4F1348 AT
EANEE |




Bk

Lk
FHIOKK. {EFBF
i PR AR
HERIZ2VNT
BhExtHE B BE

R

BEBEUTERT & T
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P3

P4

P16
P18
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1. B8z

EESBDOFYNE - BEMEOHBEROHITIE, RFXEZICESWEEERERMERD
bBID. EhiC, ITEORFEEFOERIC LY | HEERERR EOEFHRITRIEAR
FEERGVPEREINDLGF T, ZHLOEERZRICKERZBE RT3 2 L3RR
BREEL o TRY REMBGEY L REOEASE 2016 CERR 28 45 6 A 2 B BEHE)
BT, ﬁ%%@%w%@ﬁﬁwﬁﬁm#@%@é ELEhTnag,

SR ERR EIERRERM T 7 7 A AREEOERS 28 bR
RAHBTLERHD, ZOD, HPERCEESECET 2 EES 08T 5 = TO/M,
UHEREOBRELM BT LAMHSNIBFIH LTHERTS & L bic, BlE
ADFERUIRTHERNIEE L5 Z e WHRER—EOCEFE2 M- T IERISE THER
TEHIEREETH D,

LIeBoT, BHA KT 4 Tld, BRBERZ nifrﬁanfméﬁ%ﬁ%%
RENRAICESE, DUTOERGOBHERER ZHET BN LEREF, B2
FROEBEEEZTFT,

BRI, BAA FTA 0%, MIITBIEAEIR G ERBSBRASHE, ARHEEBEARA
MRIER Y, —REEEA AARERNFESR AT EA B AR ERESOH T
Db &R L,

| HRETRHESRS T P R 100mg (— AT R Y X<T (Eis
TR Z))

HEERIPENINE  BHRARE :

%wmmme§ BE. BARE, a7 n) X+ (BEFHEEL) LT,
[E] 200 mg % 3 AH NG 1 [E 400 mg % 6 IR T 30 ﬁf’a’i
T CRERET B, 7 L. IFERHEBREORS X, R511H

| k12 b AETLT B,
4 ¥ WR 5 ¥ 3 . MSD #&Ht




2. EFIOREK, ERBF

#4bw~yﬁﬁ%&ummﬂ—hﬁ~mA7n)zv7(ﬁr%ﬁﬁz)u$T$
%Il v 5,) bk, PD-1 (programmed cell death-1) & Z® Y H> FTC¥% 5 PD-L1 R PD-
L2 & DFSEEPEBERET S, b MEgGd £/ 7 a—F A5 Ths,

PD-1 SRE4I3 T ABHASa s B AR HE D B IR B 7o DIT S SRR SF A 3 B 2 Sasis il )
AA wFC, PD-1 13, EERQREICBOCESER T HIEOMRIBmMICREIRL, Bk
ERE B O TVREXIDER A ERS 2 HHT 5, Thbb, PD1 RYU VNV FER
BT B LIV ARSAGICLB VY I MERFAICHIET 2R EETHD, PDLL
DEEMEBICBITARIITLTHTHER, HLOBAMIETIE T MIROHE 2L
C BIECVBERICEBELTWS, RAMMBIZBI 3 PD-L1 OBEFKIL, BHioE. HigE.
Frimpass. SRR, JE/ VRS Ok & ?‘;ﬁb’@%ﬁé’ﬁﬁ@%‘@&; D, EWEERE
OFEESRE SN TS,

BEDO R A DEERIG T & PD-L1 FH O réz’n . PD-1 & PD-LI o)a@;%m@%
UJﬁFE:&L%MTEE&&%U%?ﬂ ZENRTFEENTEY, FlRBARROERN &
LT hTwa,

AN 1m4tHMJ&UHna@ﬁ)ﬁ/%o#A%miTé sk, EE
1N T D B BB B T U L BRI &R, HEESE 2 B
T5Z L THIEEDRERIET S,

L AHIOERBFICESOGREORERINT L BIERER S bbh, EEXIIRETK
BLWEMENH D, FFORETROEERIZIL, BEOBRE TV, REPR
D HNIZHEIIL, FBR L FRITE U MR 508 L R E OB &8 LTl

ENR@ERBE R, BECHRERTIC L SBEASEDNIREIE. BIBEESV
T A C’)?’i%ﬁ%ﬂ)nﬁﬁl RIEET O BDERH B,



3. FREERRR
M L& A D AR FR R | SR %ﬁo T_Itﬁﬁﬁ‘ﬁ;ﬁ%ﬁ@ﬁ%ﬁ%zﬁ“

(&%htk]
OEAE I b#E5tE (KEYNOTE-041 3tER)

ALEFEREDRVIEA B AT (BEFERR) T M) AwT] &0 3,)
EEERN2 LURACETOERIEREE T RGBT EMRAERSE 42 41

CHEMERRATSR 37 61) BiBT, AH 2 mgke 3 WRIME U fQ3W) 21 3,)
B EOFHER REERRT S RE, 2, EETHET ﬁﬁﬁﬁ‘?ﬁh’é&) BILZEAIT,
JRBIEIT &3 REIRBERD B2 WSROI EZE LTV 5 BH T, RELIGEOHE
B CRBETSRED b d ETAH O 2T 5 2 L NS Shviz, TEH
B E T AZEHR[RECIST HA FF A v 1.1 FRICES  drdefilEn L 2522FEH(CR)
XiFHaES (PR)] . 24% (O5%IEMEXR : 12~41) Thot, ds, FANIREL
- EBEIR10% TH o7,

®?ﬁ%%ﬂ$ﬁfﬁ%ﬁ (KEYNOTE-002 #5&)

A Y AT ;5%ﬁﬁéﬁ¢émﬁwwfﬁﬁﬁ&a@ﬁaﬁ&ﬁ%L\Kﬂz
. mg/kg QAW 5. F U 10mg/kg Q3W 5 DA MR UM, (LHTE (X HARY
V. TESAIR, AARTFFU NP Y ERENRBIVRTTF U +37 V5 %
T, BT TICCHE] & 3,) e LTRSS, 2B, BRI CREETHS
B b E AT ERRTERTERNED ARV EORKRIICREL TV S EF
ThEL RIEI O BT CRAETHRD b b CARIOR S 25 = L 237
e & S, EEFMEIE B XL (BUT T08) &3 ,) RUMESEREAFRRE (B
T IPFS) 210 3,) & &R, ARNTEEEOEL B LT, PFS # A EICEE Lk,

#F1 AR (KEYNOTE-002 3ER)

Al 2 mg/kg 2% 10 mg/kg B
Q3W Q3W
(180 f31) (181 1) (179 1)
RofE [A] 134 - 14.7 11.0
(95%CI) (11.0,16.4) (11.3,19.5) (89,13.8)
0S | ~NF— FE2 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P i 0.1173 0.0106
HgfE [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PES™ | nF— N 057 | 0.50
(95%CI) (045, 0.73) - (0.39,.0.64) —
P E" <0.0001 <0.0001

"CL: {E#EM, *1: RECIST HA ¥4 ¥ L1 fRICHE-S < HURBRE R ONEES M EIC & 53040,
*2 1 BRI Cox HefINF— FEF NI L B{bEERE L O Elg,

“3: BRIE 75 RE




100 1<
90
80 4
70

& 60

ESO'_

# 40
30 -
20 -
10 '

0 -

———— F 2mgrkg QAW
e R 10OME/E QW

at riskiX
M 2mg/kg Q3W
Z#10mg/kg Q3W
(L%

180
181
179

0 3 6 9

131
138
115

12 15 18 21 24 27 30 33 36
Sm (A

95 70 61 11
99 79 67 12 0
80 . 60 48 9 0

(=]

M1 OS @ Kaplan-Meier #i#& (KEYNOTE-002 #5)

—— XM 2mg/kg QAW
—— FM10mgrkg QW
T '

Mmﬁwww

0 i T
oty s s it

at risk¥
8 2mg/kg QIW
RI10mp/kg Q3W
(o2 5

180
181
179

153
158
128

74

12 14

-4 6 8
fENRADNEN (A

|
10
26 . 9 4

3@ 15 5.
15 4 2 1

53
55
22

82
43

Bl 2 PFS @ Kaplan-Meier %2 (KEYNOTE-002 3E)



QiENEMHRER (KEYNOTE-006 :A5) .
A AT ICEBEEEDRNTIA LY AT E2EERN 1 LI ALETOIL
FRIERZH T 2R BRTELREERBAERE L0 gius, AA 10 mgkg Q3W &5 &

T 10 mg/kg 2 AR (CLT TQ2wWl & 5,) BEOFAGHERUREMEN,

w7 R RE LT &N, LB, BN CRBETIRD bAIBEI, KAHE

A YA

TERTIERSED SRV EDOHRIYICRE LTV 5 B3 T, RIE L o B G5
TREETHRBD b D E TARORELMET D = LA L SNz, TEFER
X 0S RUSPFS & &h, AFZA LY A= 7 Ll LT, 08 LU PFS 2 FEICIER L

7o
#2 AR (KEYNOTE-006 328%)
AF( 10 mg/kg ZAH 10 mg/kg LV LT
Q3w . Q2w
(277 #1) (279 151) (278 1)
hifE [A] NE NE NE
(95%CID) (NE, NE) "(NE, NE) (13, NE)
OS™ | ~¥— K" 0.69 0.63
" (95%C1D) (0.52, 0.90) (0.47, 0.83) —
P {E" 0.00358 0.00052
houfE [A] 4.1 5.5 2.8
{95%CI) (2.9, 6.9) (34,6.9) (2.8,2.9)
PFS™ 5 | /n4F— FE™ 0.58 0.58
(95%CI) - (0.47, 0.72) (0.46, 0.72) —
P {&" < 0.00001 <0.00001

Cl: {E4HER. NE: #ERA, *1 : PREEFEOF —F (201543 A3 8y A7, *2: BRI
Cox LN = REFMZLBA Y AT O, 3 BRI 7S5 Z2HE, *4: RECIST H
A FSA 214 RIS Mar Ltﬁkﬁﬁﬁﬂlﬁ)}c%ﬁ%%ﬁﬁlﬁk;Znﬂﬁm *5 . PTG O T —
¥ (2014£.'59FJ 3 E{?‘J/ kA7)



ALVLTT 278 186 a8 42 i8 2 0

K4 PFS @ Kaplan-Meier Ei#t (KEYNOTE-006 BB

100
90 -
80
70 7]
& 607
# 507
ff 40- .
307 ——- FM10mg/kg QIW
20 | e ZM10MEIRE QIW
10 ] —— srunzz
0 e PR prrrrreT rererrrT, preenPTeT T reTrr
0 2 4 6 8 10 12 14 16 18
at risk#4 EFEMLA
AAli0mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
FR10mg/kg Q3W 277 266 251 238 215 202 158 71 18 0
AEULRT 278 242 212 188 169 157 117 51 17 0
B3 OS ? Kaplan-Meier Hi#t (KEYNOTE-006 #08%).
. 100 - _
90 ] e e 90 10Tk CZW
80-_ e e PR 10TIE e G
870_ —_—PULTS
# 60 -
ﬁsn—
) ¥ 401 +
§3°'_ 4"”'1'*"‘1']
20 . '*"T"E‘
107 -1
0- LALAULILLE B T T RN B T j‘”'“""
0 2 4 6 8 10 12 14
at riski | L REERETEN ]
#M0mg/kg Q2W 279 231 147 98 49 7 2 0
FM0mg/kg Q3W 277 235 133 95 53 - 7
0



DEFRIFEMAERER (KEYNOTE-0547E) -

FEYBREOAT M # OEERAESRE (ARALFEET) 3RIC, itk
FEFEE & L TAH200 ng QBWREOEMERCEREMER, VI RERMBE LTH
R&ni, FEREEISMARATYR (WF IRES) L1 ),) L&h, BAETS
TARL LT, RESEEEIER LT, '

3 AR (KEYNOTE-(!S#?&&)

%1200 mg SR
Q3W ‘
(514%1)) (5051
FafE [A] NE 204
(95%CI) (NE, NE) (16.2, NE)
RFS™ MY FERT 0.57
(98%CI) (0.43,0.74) _
PE"™ <0.0001

CIl: {B#HE M. NE: #EFRT, *1: HETEOTF —F : 2017410028 4 v A4 7, *2: @Rl
CoxlbINF— FEF VL BT R EOLE, *3: B@iln /7 o7 RE, Q3W : 3HERMRMRE

. #E., NE : Not Estimated

100 -
90 -
-80
& 70-
o
# VY]
%40'_
g 307
20
10 7

0]

0

at risk# |

AEI200mg Q3W
TSt

T T T

3 6 9

T ]

i5 18 21 24

HERREFEERIR]

514 438 413 392 313
505 415 363 323 264

182 73 15
157 60 15 0

<

" XS5 RESOKaplan-Meierdi#t (KEYNOTE-0543%8%)

@) AJCC (American Joint Committee on Cnancer) #EI4E (357D WHES< M. A7 —J WA TRY
yﬂﬁﬁ?‘]@ﬂfﬁi?ﬁ;?ﬁg 1 mm BOBEESDI,

8



[Z24xiE]
QOEMNE I b HRE (KEYNOTE-041 3R5R)

HEFSRIT, 41/42 6] (97.6%) [TBED LN, BREL ORRERBIBTECERVAE
COEERGE, 34/42 6 (81.0%) KERD LIz, T SULLEOBHEBIITROLBY T
Holr, _ :

%4 SN 5% EORHER (KEYNOTE-041 SRE) (2 otAmiist @)

— _ (%)
BERIRSEE (SOC: System Organ Class) 9 IWEE
IAEE (PT: Preferred Term) mgﬂ;%_f%
{MedDRA ver.20.1) 4£:Grade Grade 3-4

34 (81.0) 7 (16.7)

' AST iEJJl] . 3 (. 0 - 0

F HEEE 6 . (143 ) 0
BRI BBk 2 6 (14.3) 0 0
ZE BB 3 (7.1 0 0

7233, MEMEMRE 18] (24%) . KB%e - HEDO TR 261 (4.8%) | AFHAERE 3
Bl (7.1%) , TEMEEEREE 2 6 (4 8%) . FUIRARMEEEREE 6 ] (14.3%) . infusion
reaction 1 ] (2.4%) BRUEE HEk 1 f (2.4%) HRR/d bIvi, Eio, HREE (X5
Vo NU—EHRRE) | BEREREE (ROEREEBRY) | BITEE. | 1 ORI,
BEEOKSEE (RERRERE, 2B, EREES) | R, Bk BEUHaE
i, BAERIEIE. M2k - BElEAL, DR, S/ MRIBDMSEHER, BiERm
R OFHEBEIIERD bdol, AE 4@%%%&7%&&55@5% (Eﬁﬁaﬁﬁ‘fﬁﬁﬁ%a
i) %ﬁﬂ%-ﬂ*%%ﬁ“@'

OUAE BRI (KEYNOTE-002 TRER) _
HESSIT, 2mglkg Q3W B 172/178 1 (96.6%) | 10 mg/kg Q3W #f 178/179 # (99.4%)
ROICC & 167/171 Bl (97.7%) IKBH b, HREL OERBRJBGETERWVWEE,
HEIT, ThER 121178 1 (68.0%) . 133/179 Bl (74.3%) RUX 138/171 i (80.7%)

WRDH LN, WO CREAREN SHLLEORIERIITRD LB Thoiz,



F5 WPRHhORTREEN 5% EORWER (KEYNOTE-002 BB (e fgira i m)

. , Fldk (%)

#E ’t"g];"?#ﬁ (SOC: System 2 mg/kg QAW 10 mg/kg Q3WiE | 1CCIE
Organ Class 178 # 179 i 171 4
JEAZE (PT: Preferred Term)

(MedDRA ver,18.0) % Grade Grsaie Grade 5 4 Grade Gr;‘_ic Grade 5 24 Grade
2R 121 (68.0) 20 (J1.2) 1 (0.6) 133 (74.3) 25 (14.0) 138 (80.7)
s SO oS R e R e N

Gl 5 (28) 1 (06) 0 7 (39 0 0 35 (20.5)
B Bk E 0 0 0 0 (0.0) 0 0 14 (82)

W P EKIRP IR 14 (82)

14 @2

0
15 (8.4) - (10.6) 2 0. 14 (82)
8 45 o0 16 (89) 1 "0 56 (32.7)
2 (L1) 0 26 (15.2)

HEES S ORE ORI S
6 (34 1 0.6 0 3 (4.5) 0 10 (5.8)
40 (22.5) 2 (1.D) 0 52 (29.1) 1 (0.6) 0 62 (36.3)

(3.4) 8 (4.7)

26 (15.2)

0 0 14 (82 2 (1) o0

SERR 1 11 (6.4)

BL e £ UL T AL

IRESE 5 (2.8) 0 0 1 (0.6) ] 0 35205 1 (06 O

b4 17 9 (5.1) 0 0 9 (5.0 0 0 2 1D 0 0

T D EE 37 208) 0O 0 42235 o 0 6 (3.5 ] 0 .
Rt 21 (11.8y 0 0 18 (10.1) 0 0 8 {47 0 0

R IR B , 5 (28 1 (068 0 10 (5.6 -1 (0.6) 0O 0 0 0

2EMOR 10 (5.6) 0 0 3 (5.0) 0 0 2 (12 0 0

2k, 2 mghkg Q3W R 10 mg/kg Q3W BB WT 2, RIEMNER 1 F
(0.6%) BTR4 Bl (2.2%) . KiG% - EEDTHILF (0.6%) RU6H (3.4%) . ik
M (FT2 « NU—ERRES) 24 (1.1%) KO0 . FFHEEES 13 41 (73%) &
1541 (8.4%) . BHREEE (RUEEHEMRAS) 14 (0.6%) RO1H (0.6%) .
TEAHEERE 141 (0.6%) ROU3H (1.7%) . FRIBEGERES 4 6] (7.9%) RULS
# (8.4%) . infusionreaction2 fFl (1.1%) RT3 4] (1.7%) . BEEOKEEE (R
TRARE R, SIHIEE, FIRAIES) 1 (0.6%) R 41 (0.6%) | HEZE 141 (0.6%)
BU0 B, BEEMENEOBIRG1F (0.6%) . MK - BEHER 0 FIR TN # (0.6%) |

10



N EY 5K O RO 2 Bl (L1%) REDBRE, Ele. BIREE. 1 EERRA,
{52k - BRTRMARIE ., DRZS. SRRl MR VESRBER, YA i R ORI
Wb b olc, FREEHARERRIIEEES (BREEERE2ET) 2ETHERH
 RERETT | '

®¢ﬁﬁ$%m¢aaﬂt5ﬁ (KEYNOTE-006 3R 5)
HEEHIT, 10 mg/kg Q3W B 264/277 51 (95.3%) . 10 mg/kg Q2W B¥ 275/278 1 (98.9%) -
o OVIPL B 239/256 ] (93.4%) BB BN, BRBEL OEARBEPTETERVEETE
CBiE, RN 202277 B (729%) | 221278 B (79.5%) BTN 187/256 i (73.0%) 12
b b, WIS ORTEERER s%L EORERIETRO L BY Thotk,

#6 VWTNIOBRTRERN 5% EOBHER (KEYNOTE-006 RE)  (EEHEMRITHRAE)

| BEAKSE (SOC: System D1 O4)
10mg/1<gQ3w3¥ 10mp/kpQ2WEE TPIEE
Organ Class) 277451 27845 ' 25645}
HAFE (PT: PreferredTerm) ‘ 4
{(MedDRAver.18.0) 4£:Grade ' G:;'a:e Grade 5 . &Grade G;iile Grade 5 2Grade G;a;ie Grade 5

0

LHIfR

Ll 'ng
LR R RE FLHEAE

’E;Htmmgﬁ?ﬁ
o (1.8) 0 10 (3.6) 0 0 15 (59 0 0
Kde 8 29 5 (8 o 4 (1L4) 4 (14 0 19 (7.4) 16 (63) . 0
T 40 (144) 3 (1) 0 47 (169) 7 (25 0 58 (2278 (31) O
LR 11 .0 0 0 20 (7.2) 0 0 1 o4 0 . 0
Bl 31 (112) 1 (04 0 28 ¢101) 0 6 22 (86) 1 (04 0
0

A0

“woam ”"31M(112) 0 0 32 (115 1 (04 0 16 (63) 2 (08)
' 39 (15.2 1.2)

13 (5.1) 2
2.0) 1

6 (94)
19 (6.8

39 (14.1) 40 (14.4) 65 (254) 1 (0.4)
37 (134) 0 0 41 Q47 0 0 37 (145 2 (08) 0
31 (112) 0 0 25 (90) 0 0 4 (1.6 0 0

7238, 10 mg/kg Q3W BER T 10 mg/kg Q2W BEIZBUWNTENEIL, HIEMRMER 4 4
(1.4%) BTR LB (04%) . K% - BEOTH 104 (3.6%) RO 13 6] (4.7%), . #
RIEE (T2 - SN REERS) 241 (07%) RO 06, FF#EREE 1440 (5.1%)
K23 01 (83%) . TEHEEREE (RAIERIEEEAE) 281 (07%) BT 16 (04%) .
TEAEHMEEREE 1 4] (04%) ROV (04%) . FURIRESEEREE 28 1 (10.1%) RKF33

11



# (11.9%) . BIBMES 141 (0.4%) B2 (0.7%) . infusion reaction 7 f (2.5%)
ROS B (1.8%) . 1 BURERRSR 1 0 (0.4%) ROVOH, BEEOCKEEE (B/EHEIEIRE
R, 2B, BHRAES) 0 FIR T 1 F (0.4%) | BES 141 (0.4%) B U1 B (0.4%) |
ik  BUSUARIAREE 1 1 (0.4%) ROMOBI, Mize « Bz 0 IR U1 3 (0.4%) . T
CESEDRE 3P (1.1%) R (04%) BB LN, Fio, HEMFEIE, LF
ge, SR /MR HESREER . TR I B USSR SEERB IR b o 1z, AEIfE
MBTLRGUIIEEESR (BIRBREERYZED) 280EMERETT,

@ERHLRIFMAAERR (KEYNOTE-054 7U5k)
HEBRIIAFATETIL 475/509 61 (93.3%) 12, 77 ERBETIK 453/502 #1 (90.2%)
WWHEBR Uiz, BRELORNREENBETERWEERSRIZ. AFBTIX 396/509 4
(77.8%) &, 77 BARBETIL 332/502 1 (66.1%) ITHR Uiz, WL OB THRFSE
M SUUEOBHERIZTRO L BY Tholz, ‘
#£7 WTh OB TRERN 5% LOFER (KEYNOTE-054 5  (ROMMiTSaE)

mERHARKSE (80C % (%)
SystemOrganClass) y. i ficid Placebo®f
HEAE (PT: Pref‘g:rredTerm) 50917 5020
(MedDRAver.20.1) £Grade  Grade3-4 Grade5  £Grade  Grade34 Grade$
éEIH’_EFE 396" (77.8) 74 (145 1 (02) 332 (66.1) 17 (3.4) 0

5

4 (0.8) 0 8 (163).3 (06 0
8.6 0

. (6.8) 0 0
(269) 2 (0.4)

Y .85 (16.7) 0 0 49 (9.9 0 0
B ) 49 (9.6 0 0 - 32 (64 0 . 0

7245, ARV T RIBTHEREE R 15 1 (2.9%) . KIBZK - EAECD T4 23 1 (4.5%) -

PR 46 1] (0.0%) . BHREREE (RMETIENBRS) 24 (04%) . TEER

BEREE 11 1] (2.2%) . FRIRMESEERDE 105 ] (20.6%) . BIBFHEAEREE 5 H (1.0%) .

12 -



1 BISERRIR 5 61 (1.0%) . & 55k 2 5l (04%) . Fhek - SBUHRUMIERE 1 41 (0.2%) .
e 2 B (0.4%) . BEIEMIESE | B (02%) . DK 1Al (02%) NS infusion
reaction2 ] (0.4%) BBDONTZ, T, WREE (F7 v« NV—EREHSE) | BEE
O EREE (FRRHRILEGRRE. SR, FRERES) | bR - Rk, SRt/
WA MR EER, R 0 R OFRIFERBITR® bhab o le, ARHERARIVRILIZE
EEE BRRREERFELED) 2EUERERETT.

13



[Fﬁﬁi AE]

RIGEIERAR ﬁﬁmﬁiﬁﬁéﬂiﬁﬁ%%ﬂ% & L= ims ER BR PR (KEYNOTE-OOZ 2R
U KEYNOTE-006 3RER) DF5E. 2 mg/kg Q3W, 10 mg/kg Q2W KB TF 10 mg/kg Q3W
OWTHD R ARICBWTHYFAOFPER CE S ERIIRD bhiaho
o ' ‘

AH ORHEFZEMBIREMRITORER., BURAERAEIZRIT 5 200mg QAW REFEFD
AUC e (ERARTEICIBIT D 6 HHE OIREE-RFRMHR T EH) O RE [10%.5,90%
A] mg-day/mL) }X 2.16 [1.45, 3.04] mg-day/mL T3 ¥, 2 mg/kg Q3W 58D
AUCqs 6w (1.32[0.722,2.06] mg-day/mL) E3H{ELL, 10 m'g/kg Q3W 505D AUCss guk

(7.49 [4.32,11.3] mg-day/mL) # FEl-7%,

- EMEAERETNE L LT AR OBRBERUGIRIT OR R, *ﬁ“ﬁéﬂtﬁﬁ! EHE Q
mg/kg Q3W 5., 10 mg/kg Q2W 5K O 10 mglkg Q3W 18 5.) OHEFHC AUCssw
LR UREN E OMICHEEZBEIZRD bhiehol,
AFOBEFAEMHEETVERR LY I ab—a k), A% 200 mg %
Q3W. 400mg % 6 EEIMM (BT TQ6W) &\ 2.) ik 10mgkg (FE) 228
MR (CLT TQ2wl &5 ,) THRE L-BoXRF oM FigEARN ST,
FOFER, FHE| 400 mg & Q6W TIRE LIcBEOAF D ERREBIZLIT 2 FHMmME -
FIRE (BAT TCugssl &VVD,) 1. A 200 mg & QAW THE LIZIRD Coypes &
BT 3L TRIEAL (TR). £, FH 400 mg & Q6W THE LzBEOAZ D
ERREBILBT 5 EEMBFFRE (AT TChasl £VY3,) . AH] 200mg & Q3W
TEHRE LIZED Crnss L EEE L TRIEEZRTEFRHES R D OO0, BAREANBHFTE
WTEABRESHR I THW DY - BETHIAH 10 mgke (KE) 2 QQw T
5 LT BED Coanss & HB L CTIREETT & FRISAE (TR, b, E4SaE

- BEERHBICAR 400mg T Q6W TR E L s IMERE (REYNOTE-555 #U8R) -
LB ENT KU E S SRYBE AT A—F1, T2 b—TaXic kv Tl
L 7BRMIENIE NS A — X LEEBL L (T3, MAT. ERoFmERT 3HER

- BRI ESE | REIORBE L EOMEITREeN L OB RT3 RERIGE
TABHEE N, FH 200 mg & Q3W it 400 mg % Q6W T E LEEORER
L AEE TR L OEEIC W TR S KR, LEORE - %ﬁ@ﬂﬁf?ﬁ
R VORL m;%ﬁﬁf;:ﬁﬁm@u Ve TFHIE Tz,

14



£ FHOFKBEL AT A —F

m % . m i . Cmax Cnvg Cinin Cmax.ss Cﬂ\'ﬁ,ii Ci‘uin.ss
{pg/mL) © (ug/mL) {pugml) | . {ug/ml) {ug/mL) {pg/mL).
200 mg QW' 59.1 279 181 928 504 30.9
| <Y me (58.5, 59.7) (277,28.1) (17.8, 18.3) (91.7, 94.1) (49.8, 51.0) (30.5,31.4)
123 324 10.6 148 50.7 203
t : g
400mg QEW! | 195 o) | (20,320 | (104,108) | (i46,149) | (50.1,51.3) | (19.8,20.9)
200 mg Q6W. 136.0° 14,08 :
(EEE) | (1356, 1364) NA (14.4, 15.4) NA NA NA
220 . 144 119 428 279 197
10mgkg QW' (515 23y (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

+:n=2,993, 100 AR I = b—ia itk W RHENRTEHHEOPIME (25%, 97.5%K)  Coax : FIE
B EGORMMBETBE, Cop : MEHRLGEOFHMBPREE, Con : MEBGHE (o 202 BEH) OREL
WARREL, Craxss  EHERIBICIS T B RA M FIREE, Copes : ERRIEIZT T 2 FPMBTRE, Cotnss : EFW
BRI HRARMFPEE ' '
11 56 BIoOMYEHE (95%ERXMH])
§ : 41 PIOETTIE (OSUlRIARI)

NA: BEER2L

15




.4 HERRIZ DT

: *E?A@]%Tﬁﬁfiﬁlﬁ%@‘ﬂ@uﬁ?éﬁ(; Seft & bf{ﬁ)ﬁﬁﬁﬁﬁnﬁﬁ (£fIfRE) MEE
B TWDZ b, SEURELHEIICER T OWRTHILENHD, TOLT,
EIRG U RS EEFHE RMP) ZE-3&, FEDERSZLMERED~OW HHHS
HOHMR ThHo T, FHORENERBELDZY - HEL, AFloREICLEER
BIER 2R LIRS T 2 Z E BB ERTED, LTFOO~@DF =T &z Mk
EBOTHERT B ETH B,

D HRIZoWT

@1 TR Q) ~ 6) OVPRAIRESTIHERTHE L,

(1) BEAFEREIMEET D BADIREEILARRE GRE RS A DROEBIL SR,
HUIEEAS A RS R L e, MRS A B el A2 &)

Q) HEHEERR

'G)ﬂﬁﬁﬁﬂ%ﬁ?ﬁfambﬁﬁﬁﬁrh(mbﬁﬁ@%&ﬁrh AR ﬁ@%
WAFEE. BNABFEEEHEERRER &) -

(&) Hh{bZ ﬁ&i&&EL»%%m%ﬁ&m%lxﬁ%%m%ﬁﬁm%zwm SR HE
IR B EHEET- TV BHiR

wj#ﬁ@ﬁ%ﬁMﬁM@mﬁmmﬁﬁﬁkw6@&%ﬁorm6m£

@2 BEMEREEOCFRIERTBEEMA R ORI HoR M SRR 2 /o EM
(FROVTNPITEET D ERD) 2, HEBRAOFANCET 2 HWROTEE & LT

BEIhTWaI L,

£

o  [ERIGRFTFRER 2 EEOVHITHERZET LRIz 5 EL OB AEROBEKRIHEL
T TnA IR, 9, 24 EIL, PARYEER T L LERIEBFEOTHESL
fToTWNAZ Ly,

. E%ﬁﬁﬂ@%zﬁwmﬂﬁvéwatﬁksﬁutmﬁgﬁiﬁﬁ ﬁ@%
FRBREZHELTNAIZ L, :

@ BRADERSFREEDOFHIZONT ‘ .

EFSERETHCRT T IEEENRES N, MRAE»DOBPED, A - &
HEREIEROTHEHR VCEMSIZHT 2 [FRE M. FEFSERRBE LGS ORE
H. BEVRESPIATOND BHIDBE>TNDB I E,
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'® BHER~ORRIZOWT
@-1 FBI{EFARBRREOR S I B4 2 E ik .

B A S O RS RBIERANRAE U Eic, 24 REAZREHOT, YHisX
IOEHERER T BV T, BE LEEWERICRE U TARSE R CT 08| fEFH O@FI %
Eﬁﬁﬁ@ﬁ%ﬁ%ﬁ*ﬂ%%h\ﬁ%ﬂﬁﬁﬂ%@@ﬁﬁ%oTW5:ko

@2 ERREEL b AERENSIC T S E

S BAB _%baﬁmmmﬂ%&U&ﬁ%ﬁfa@ﬁﬁgﬁﬁﬁwm%_&J/ﬁ
 BEDEERORY ) —o U S ETOERE L FHEEE TE 3 F - LEREHAE

HENTVWB T E, BB, BHEEEIZOWT, mbﬁ%k%wiﬁh+ﬁkﬂﬂéhr
AV Rl

®@-3 E'H‘Fm@%%’?ﬁﬁmiﬂg LT

BUER (BEMEMRBICME, KIBRE - NBR - EEOTH, BUETE - A F
HREEREE - AT4¢ - IR 2%, "SiERE (RAEREIEETAS) | WO WEE (T
EASBRERE, PRIRSAEREE, RIBMAERES) | 1 ZFRA, SE DMK, % -]/
PUGRIARAE, e, EEORSESE (TEUEREMTE, REEERERE, &1
JIHE, EFRIEL) | infusionreaction. MMZS - BEEZS. EEMGEENGE, WEREE (¥TF
Ve NU—JEREEE) | DA, BERRMERREE (RN SRR, itk
i, FREFERE, SEEAES) | DRAAEGRE, BES) I8 LT YRIERX
EERSI O MM % A 3 2 AT & U (RIER OBEFSRISIC B L TR ER X
B2 ond&tichs L) | HLicENRABN TR A ERAE-TWB L,
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O THROBEIZBWTAAORSMERRERTHA,
. m%ﬁmﬁwtw&UM%ﬁmﬁw%6&%@#?%&%&%@E$%
© EREREORAT VI &Y OEMERARBHEIC T SHTEMBRE
B, EMFﬁﬁ%KﬁEﬁTéﬁﬁkkWTm EMFM%ﬂKiéﬁﬁ%%E‘
15L&, ‘

%) ?ﬂhué?éxﬂm&ﬁﬁoﬁ%ﬁﬁkowfm:Kﬁ@ﬁ@&m%4én13'
b9, ARIOBERBE R LR,
o fMOPEHEEAEHFR LTRSS SNIBE

[ &tk4c B3 3]

D TFEICHYT AN TIHAR DS AR E SR TNE = Lib, FEET

bliwnwz e,
FHORES Lﬁbﬁ@ﬁ@%&@@%é%%

@ %ﬁm@ﬁﬁhkmeﬂL é?éﬁﬁuowtm.$%®&5mﬁﬁéntw

« MHOEFRBRIEB2VHEIRY | EEICAFIEERTDHZ L2BRTED,

< MEEMREOSHSUISEDDH 5 BE

- EERE R 2 0 5 B L OTE B DR IS IR R

- BOMIZREREERS LN D BE

©  HESERBOAH. R@E&%tﬁb<mﬁ%ﬁwaaﬁrﬁﬁw%ﬁﬁw
bhoBE

© HEBHEE (EhplaBRErEt) 0bsaE

© REOBRRAXEMEERHTLBE

*  ECOG Performance Status 3-4 ®2 D@EHF .

t#2) ECOG & Performance Status (PS)

Score . E

0

2 HEREDNTE D, BWATER LA FEGEIHRRITL S,

PIRANIZBA LOTEENIHIR E N B2, BITARE T, BIERPHE- TOERIIT I LB TE 5,
) BRVVREE, SRR

BRONHSOFOEY DL LA TERN, BHO 0% LEEXy FARTTEIT,

1
2
3
4

2LHTRY, BEHOHFDEY DT Lidad TR, B2y FRABET R,
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6. E%L%bf%ﬁ?ﬂ%$ﬁ

X6 %HI%%uMK.ﬂﬁﬁﬂ%ﬁ#%#féﬁﬂ%k%ﬁ%ﬁﬂ@ﬁﬁ&UﬁEﬁ

. RAokDic NERERETSIZERLTHLERTHZ L,

® %ﬁﬁ#h%¢B\%%Rﬁ%@%ﬁkﬁ%ﬁﬁmﬁﬁ&%+ﬁﬁwb FEZ&
ThbETdZ L,

@ FREEROwRIAY MMZOWT

RVEMERE R R D bbh3 = L iH B DT, FHR DTG HTe > T, @@r

® (B, Wﬁ@% WW%)@@%&U%%X%&E@%H% ko

SEATIZ k. EE, E2H UCHER CT, %7—ﬂ~%®@§%%ﬁT
ATk,

infusion reaction RdH bbb Z EWdH Z) infusion reaction 23528 6 nBEEI
3. EERAEBEITY & L b, ERAEETAE CREORES oI EE

félko

RS, TEARERERORBRERERD DN D I L RbHH0

T, AFOBEHENR R SHIMTITESGICASUEERE (TSH,
T3, #EHE T4, ACTH, M =2 AF Y/ —LE0ORE) 2EETHT L,

BIERF, AL, IPMEREE. TR, BLEREARHEDbRBZENHS
DT, AFOREBRARR OB L E SR IFEEIRE (AST. ALT,

y-GTP, AP, B YL EVEDORE) 2EMT52 L.
585ﬁﬁ(ﬂ%&&wﬂ%%ﬁmﬁ%ﬁn)%@E%&ﬁﬁ%ﬁ%%bné
TEBRBHBOT, EHMIZIROREOFELESRTLHZL, £, ROEY

A ONEHEIIT, FEONCEREELER T AL I REEENTSE a
FHOHEEIZ LY BEOGRERICERT 3 L& X bh b4 REBPHE
BbbbhaZ Rbs, RERRD LRSS, BHLEFERIE L
AR a0 & BB R o BT & HHE U CEYZERNRZE 217, BEDRE
Rz & 2 EHER RS RbI 3B, AFOAE T IE, RUBIBEE R
NEVHORSSEERTS DL, BB, BIBRESATL OREIZ I EIE
FOWERED LHRVBEITIE, @%&E$w%vu%®ﬁVWWﬂ®ﬁm

BEETDHI L,
_&%%Tﬁ:#ﬁﬁm%ﬁwﬁ&ﬁbfmﬁﬂﬁﬁﬂ%ﬁfé ERBHDHID,
- FHOBEERTRICSEWERAORBRICHHERT S T L,

| BIERRE (R 1 BYERR 2 A0 Md bbb, SRELY, N7V R-v X
CELHZENHHOT, AB, B, BHZEOERORERMBED LRI+
SEBRTDHZ &, | BERARELNEGEIIIREEPEL, 4/2)/%
HOBELEDBEN 2B LT 2 &

@ EPW%T%tﬁ&ﬁéﬁﬁﬁkﬁﬁﬁéﬁkm $ﬁ®%ﬁ%&thT 5.
Bl 3 0 A LA, FHLIGIE, BB 1 200 6 B L cH kD
BEATo TN L 2BE, RS TIIEMNICHROMRETIZ L, .

® ZLUBRBOELHECERE~OWERHNREL L THERT DERICE, S OHRK
RRICBNT, HERIED» DRAFFRE T 12 8 & ICHMEOFHE LT > T
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T L RBEL, FHOBSPILERNCSROMRREEITH = b, 720, LRI
BIEE LTERTIEAICE., AR0ORSHIT R AETETBH L,
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~EHAROEF Y VNE~

ERR2 94E1 1 A (4F134E8 AT
JEAE A



ER7

A o

I UBIC |
AFOR, 1ERBF
e PR BAR

- JEER IO T

BERE LD B
BEIE L TEET R I0E

P2
P3
P4
P?
P9

" P10



1. FLYIC

EESOH M - REMEOHR DR DITIE, %ﬁi%%k%dwtﬁmﬁﬁmmﬁb
BB, SbIT, ITEOREEMOESIC LY . FUFERRA ¥ QR0 JR e
FEEANPEBENDTT, ZRLOEESFEICVNERBFITHRET 2 2 & ASRED
BEL2-oTRY BREMEBGEE L U OEFRTTE 2016 CERK 286 A 2 H Fiﬂ%ﬁ%m)
RRBWTYH, BHMiERLEOERAOREHEELZRLZZELERTVS,

PR 1, AR R AT 1 T 7 4 VSBEEDEER LB 5 MR
RBZENDDB, ZORD, ENERUESHICET 3 EHPTOERT s TOM.
UHERROBEEZM ST 22 ERHESNABFICRH LTHERTS & & bic, BIHE
FANREE LB BB E & B 2 L BN THER—EOEM 2 E R cER
TBRIENEETHS,

LiedioT, KHA RT4 0T, BREESCINE TIELN TV B ERESN -
BRI E S & | UTFOERGOEERMER P HEET B0 D LEREE, 2
FRUEEERYTRT,

IR, KHA FFA 0%, MSTATHEE A B IR ERAER O, AHMEA B
BRIEES S, — i EEA B AEEANERRUC—BEAEA B ALEELS0BH 0
b LYERL LI, ' | :

WL RBDERS %A FA—FEREEE 100mg (—if4 AT a Y v (EE
' FHEMZ))
RELRATENRNE : BRITHBEDHRARIE Y L E
HELRIRERUAR : BE, BMAIIL, Ra7nl X7 (#ETFHERL) LT,
[E] 200 mg % 3 BRI 1 B 400 mg % 6 BT 30 4/
M TERRHET 5, :
4 1E R 7 ¥ F . MSD #&tt




2. BAHOFE, ERAEF

Fof h—F EHEHE 100 mg (—ik4 RAT ) v GREFHEEEZ) . BT TH
F; 2 3,) 1. PD-1 (programmed cell death-1) & E DY H > KCdH 5 PD-L1 B PD-
L2 L OEASLPHEEEETS, v MelgGs /) 7 n—FAHiETh2, '

PD-1 5813 T iR SR Ar B iR A Bk 2 7 IC S AFERR SR AT 2 =2 i il
AA »F T, PD-1 ik, ERRDRERIZ O THEME T MiaofliRRmIcEI L, BER
RS S RUNE SRR A RERISZHET 3, T72bb, PD1 XY FERE
AT A LI LV HESEERICLE I EEr AT AR/ ETHB, PD-LL

DEFAEMIZ R 2RBRITDTNTH DR, L OPAMITTIE T MiOBE &ML

21T EBRCEE L TW 5, BSAMIIZIT B PD-L1 OFERT, EHIAQTE ., AR |
FFHEREREE, DPEHA, #¢m@%ﬁ@2®ﬁ&&mhf%&Tﬁﬁ%T%D ﬁwé#
¢ OHEBEENRE SR T3,

@ﬁ@#b@ﬁ%%%&kﬂﬂi%ﬁ@ﬁ%%maImlaanWﬁ%ME%
DEEERICR W TEBRREE & 5 2 LR ENTEY | Fle RS AR L
LTHIREN T D,

A#NZ. PD-1 & PD-L1 BT PD-L2 O U H o F@FAMEETZ) iz, JBE
/N TR D R RACHIEEEM: T U sk B k&8, FEEAE 2 EENL
S TR ETHIEREDRERET S, i

R OVERHFAC S GREDORER T L ARIERLERH bbh, BEIETIC
ELWHEMENH D, FFOREHROREHITIE, BFOHELZ 2TV, REIR
HHNTHEIIE, BE ULFRITE U TR L BREFoEM & & L CE
ARERET 24TV BEORERGIC X 2BER S DR 2 BAITIE, E'J%‘BZ’ETW
%/ﬁlﬁﬂ’é—%@@%fﬁkﬁ%ﬁ SUERHD,



3. PRERRREK
FREITEREOEHRAR X U o YEOKE ﬁk&ﬁ%ﬁoﬁi#%ﬁﬁ%@
AR E R,

[ 5hi]
HEEIEFE AR (KEYNOTE-087 #5h)

BRIUIHEREOTRER X U R ERE QL0F, BARA 105 EET) QLT
D3 oDAF— MEIRIZ, FH 200 mg 3WHAFE CAT rQ3W_I L3, ) RED
HIERUCREEPRF SN,

- HFREMSMEBEETRIC, TV YEveT N b%/i_;é%ﬁa‘:ﬁw‘f_
#H (aFkR—1h1)
- B S BEIEEIETh Y 7b>07 l//jv*r/—vf _RRF 2L 25?‘1‘1%’5:
T BE (28— h2)
- B MSABRIETERIC, T LYY E e RFFUICEDEE (—RIEEY
HEECEREO—B L LTOT L YR ey REF UL L AHIBRITESER
M)%ﬁﬁfw&w%%(:m—bm

2E, E@&ﬁfﬁ%ﬁﬁﬁ Rib BB AT, BT RRSERATED bR
FEOREKEMICEE LTV BE T, RELIEROE G CREBETHIEDLONDIET
AFI OB G E2RRET BT LR Shis, TENEHEE CHhAIEPE (KT WG
criteria (2007) I2E-3< HRHEIL L 57RAFES (CR) FHAHEY (PR) OFA) 1
£ 1DLEBY Thotz, BB, FANCRESNEBEZRDHRIT, WThoak—1h
20%Tdh ol

F1 HHMER (KEYNOTE-087 35

:ﬂ:— 3

af— k1 - ag— k2
(69f5) (814510) (6041)
SELFEH (CR) 15 (21.7) 18 (22.2) 13 (21.7)
- #rER (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#1T (PD) 3 (4.3) 17 (21.0) 7 (11.7)
FEALAREE 3 (4.3) 2 (2.5 0
Fgh® (CR+PR) (%) 72.5 65.4 66.7
OSUIEERM) | (60.4,82.5) (54.0,75.7) (53.3, 78.3)




[Z24k]
ERItRE 1 HREk (KEYNOTE-087 a"%ﬁ) :
HEERITHRRAMET 202210 B (96.2%) 2R b, BIEH 1% 144/210 #1 (68.6%)
TR b, FEEER % EORERILE 2 DL Y Thot,

%2 FESEHR 5% LORHER (KEYNOTE-087 a&) (iéﬁﬁ%ﬁﬁ%ﬁﬂ)

goc ) "B (%)
BERKSIE (SOC: System Organ Class) Atk
FARE (PT: Preferred Term) 2108
(MedDRA/] ver.20.1) £ Grade TGrade34 - | Grades

11.0

2B, MEMEMRENE 6 4] 2.9%). KB - BEOTHEIL 3 B (1.4%), #RESE

(X T2« NL—TERBE) 11161 (0.5%), ITHEREEEIT 8 4] (3.8%). FHIRIRHERER
Y 29 B (13.8%) ik - BRACHRAARAE ! 2 1 (1.0%) . infusion reaction i 17 ] (8.1%) ,
HEHERIT 260 (1.0%) RODFEHRE 1H (0.5%) TR B:M:., Fie, EREOKE
BE (REEEREREE, SN, HREES) . TRARERSE, RIBRERE. 1
TIBER, BEEEE (RIDEMENTBRS) . Bk, BE ﬁ%ﬂﬁjjr fage - RERRZE, #
B/ MEIBAESRBER, WL R M R OIRFHBHIRD Do 1o, AR {’ﬁﬁi%ﬁ
&&ﬁ%@gﬁ(@%ﬁﬁﬁ%a%ﬁh)%ﬁﬁ%ﬁ#%%w# ‘



(R AE]
FHEIOBEMAEYBHETTAZRAR LY I ab—vaic kv, &4 200 mg %
Q3W, 400mg % 6 MR (BT fQeW] &9, ) Xidk10mgkg (FE) % 2 M
MR (BLF TQaw) &5, ) THE LR o mig TR EAMRI &k, O
B AFI 400 mg & Q6W TS Li-BSOAKIOERREICHT 5 FHMEPRE (5L
T [Cagss] £V5, ) 1, A% 200mg % Q3W THE L7 Copes £ BT 2 & FHI
Endc (TR) , £, AH 400mg & Q6W THRE LI ROFEI D ERINIEIZR T 5 5
B THE (BT MCous! &9, ) 13, AHI200mg % Q3W THEE L72BED Conaxes
EHBLCEELTT L PRS00, AAARF BN TEAMERHR T
HHE - AR THDIFHF) 10 mgkg (FE) 2 QW TS LIIED Chuxss & Lol LTI
EERTETFHShE (TR) . &6i0, BEEAEERE ©RICAE 400mg % Q6W
TS L 7- i ETERER (KEYNOTE-555 3ER) L b &5 RilE e 35 < Sy sae
RIA—=FE Y Lalb—a ATl FHILERBEE T A—& LELLE (FR),
ME T, BEROBIEICHT 2 ERRBRRECES S, RAIOBRER L AHE IR
- & OFEEZRNT SRELISE T A DHEE S, AHA] 200 mg & Q3W Xit 400 mg %
Q6W THRE LEBORELR L FHM IRt L OB S W TN ENZER, k-

RO - AROHBTHEIMER R 2SI FARRZER IRV ETFHIE i,

&3 FHOWHBII AT 2 —F

2. Crnax Cnvg ) Chnin Cmax,ss Cavg,ss Cmin,ss
R - AR {ug/mL) {ug/mL) {pg/mL) {pg/ml) {ng/mL) (ug/mL)
200 mg QIW! 59.1 279 18.1 92.3 504 309
5 (585,597 | (@7.7,281) | (17.8,183) | (91.7,94.1) | (498.510) | (30.5,31.4)
123 324 106 148 50.7 203
t
WomgQEW! | (192, 124) | (320,327 | (104,108) | (146,149 | (50.,513) | (19.8,20.9)
400 mg Q6W 136.0° 14,98 :
GEANE) | (1356, 136.4) NA (14.4, 15.4) NA NA NA
. 330 144 119 428 279 157
T
10mghg QQWT| (510 93) | (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

t:n=2,993, 100[ElDY I 2 b—ia itk ) BHERRMTEHEORIE (2.5%8,97.5%) . Cmax : HIEIH
SHORBEMIFTIRE, Cog : YEHZEHROFEHNIERRE, Conm: MEHRSE (A 202 B5/D) 0BRSS
| OFRE. Crmasss  EFCRIBICRIT 2R E M FIRE, Cugs: EHIREICSIT 5 EHME LM, Crins : ERKIE
30F B B L A | | -

1 56 BUDMITHEIE (95%(ERE M)
§ 1 41 BIOMITEHE (95%EHEE)

CONA - #EYL




4, WEERlZoWT

%ﬂ%ﬁ&brﬁ%&ﬁﬁﬁ(ﬁﬁﬁﬁ)mﬁﬁaﬂfmé Eb, YHEELE
BT & BIERTH B BERH B, O LT, REOREFEEREEE LY - 4
CEL, AHOBEI LY BEEREVER R RR LABICHIET S 2 E BUERLD, YT
PO~@DT AT EHMWETHRICBNTHAT BT Th B, |

O MOV T

D1 FRED (1) ~ 5) OWFRNCEYTIERTHE &, ' -

(1) BEAEFHRESEET DR ABFRSILARRS GRS LB RS IR,
USRS A BB OB L AR, MU AR R &)

Q) HEEHEERLE _

() ENERFRMESIEET 2 M5 A IR (RN ﬁ@%hﬁrh\mb SIRIEYS -
Bk, A ADROESHER R &)

(4) HRALERIEELRE L. AR | ARk ﬁ&mgzmwﬁgé
R BBHEITo TV B MR

(5) FIEMIEEALS SHEINE ORREEIE B BH 2T TV B HER

D2 EREH D% Y L SR ERER CEHER R ORI+ 518 & B
REHSES (FROVFRACHET SER 5. SUBRHOARIHET 5REO
HEEL LTHREShTVA &,

i .

.« ERSFFIRES 2 FOUMBHERET LI 5 FLLEORABROBRIHE 2
ﬁofwé L, 3, 2¢utm DAL X & U BERERZOIHES
fToTWBIZ &,

o ENRIERER 2 EOTMFEEET LisBIic 4 FULOBEKRBREFEL TN
oz ik, 9b, 3ED RN, ERREEERORARYREY SRR DIRZEOTHE -
’i’ﬁo T ?_'. & ' ‘

@ ﬁﬁ®§§mﬁﬂﬁﬂ@¢ﬁk0wf

SRR R AT S B NEE SN, ﬂ%ﬁ%m&w%ﬁﬁu B4 -2
AP IREAA ISR OB R CERTEE ISR A MR, FEFRNRE LILEeORE
£, SREPHITONSERIRESTVID I L, '




@ BUER~ORHRIT2NT

@-1 MskiEHIC B 5B _ |

RITMARBS OB RANERSRAE LEBIC, 24 MRBREHOT, YHERY
SR BT, B L BHERICE U TABREEE O CT S 0THER 0@ %
ERREOKESY B FIELN, EbICRSTERENIESTHE b,

@-2 EREFEEICI2TEESHNICETIELE '
PBABIICEL 2 M2 AR UEELE T AERREEENEHERE=2 Y 7
EEDEEROAZ ) = FETVERE LIFBRELEF TE 5 F— AEFEHNE

HERTWAZ L, 2B, BEEEICOWT, PABRE L Z0REC S EanShT
WAz ek,

‘@-3 BRI oOBESxhsicELT A

BIER (MEMRRICML, KB - Mgk - BEEO T, JIER%E - FFe-F
PRRERSE « P48 - TELIERRAS 48, TRMMAEREE (RS MIEMSERE), NWAWESE (T
TREEEE, FIRBSIEES, BIBRAERE), | BUERE, 5Ok, 5% - B
IRIEEE, Rk, BEEOREREE (hEMRIEERE, REEEIBERE. S
BE. JHRMES). infusionreaction, e - SElide, EEMESE, HIKEE (¥T72 -
NU—ERRE) | Dge, BRERMIEEE (el MRIRAEEEER ., A,
TRIFERAS, MTRAIERES) . MIREARERL. BES) IS LT, YHER ULEBE
FREBE OB R AT 2 B & L @R OBRRRISIZE L CREROXELE
FoRBEHICHBI L) | EHICEIRLERTE BHEMRE-TWEZ L,



5. 5B LHAE

[FH#hikiz 4 2HIR]

® é%Eﬁ%mm@ﬁkmﬁERMTmamﬁ%Rm%%&wﬁﬂ%%/#/J/
Aﬁﬁﬁkkwfxmoﬁﬁﬁmﬁéhrwé

C)Tﬂﬂﬁ%?é%ﬁﬁﬁTéKHD&E&UﬁﬁﬁﬁkowTH $ﬁ®ﬁﬁ&m
M ENTBELT, FHOREHRERLRV,
o {LFRREBERBROBE,
o fhOFUEREEH & OHFH.

(i e A =) ,

@ Tﬂkﬁ%#é%%homrmxﬂm&ﬁm BEENTVARZ LMD, BERT
bR b,
. xﬂwmﬁkﬂbﬁﬁrwﬁﬁﬁmbéﬁﬁ

® WEEATOFEICBV T FRICH %Téﬁ%uowrm:$ﬂwﬂﬁm%ﬁéhmw'
2, BOBRRERERRVHAICIRY . MECAREEAT 5 L EBRTE B,
e MEMBEEROA ISR O H B BE
e BENERRE TRUEE 2 R B BE L CTEEIME O MR IR O e i
EDFIC IR B b B B _
s HESRERAOAH UTBHRARE L RERLO H CAEEROBEED
B BE
. BRBHEE (ELSMEBEEEZEDh) ObsRYE
. EROBREXIFEERET AL ‘
«  ECOG Performance Status 3-4 &Yo@ E

) BCOG 0 Performance Status (PS)

Score | EH

-0 é<Fﬁ%E7‘£<7E®J'C%6@ Fesini & R U R #EESHIRAR<ITZ 5,

AR B L EINEHBR S H A8 ﬁﬂ‘_fﬁé'? IEPESECRE > TOERIIITI 2L T % Ba
#l : VR E, BE{ER

TRRECH S DEDE D O = & 13d < C TR SRR T X v BP0 50%E i~y R Gl =7,

1
2
3 BoNEBSOEDEIDOI E L CERN, AP0 50%E EE~y FhfFeR o4,
4

£CET RV, BHOOHOED DI Ll TERW, BRIy FARTTEITT,




6. BEITELTHERETRETE

O WAXESCMA, HERFEEE PR 2 ERS I ES & R DR R U IESS
ROEDIZNERERE+QITERLTOLERTIZ &,

@ HERRICES D, BEXITTORBITEPER EREEZ T L, RE£2E
TheRETHL, |

@ EFREHERDO=RY AL BIZONT

MEERRBRRDL b5 Z ERdHBDT, AROEEI oo Tk, WHHE
R (B, RS, ) OMERUIN X SR a0 EkS, St +
FEATH &, T, LERIGUTHE CT, hiF~—>»—%0RELEHRY
BT &,

infusion reaction ¥ H b bB = & ?§= # B, infusion reaction B3R S hi=FE I
. ﬁ@&%ﬁ%ﬁi&&%u\rﬁﬂﬁﬁféiﬁﬁﬁwﬁ%%+%kﬁ%
THI L, i .
R IR R Tﬂ%%%ﬁ%&Uﬂ%%%E%#%Bbﬂé’&ﬁ%é@
<, Kﬂ®ﬂ5%%ﬁ&U&5@ﬁ*HE%%LWﬁ%% EfRET (TSH, iHERE
T3. #EEE T4, ACTH, mH =LY —VEORIE) 2RETHZ &,

BUERTZ, FFRL, ITHAERSE, I, BUMEEASHODNEZ ERbD

DT, ﬁﬂ@&#%ﬁ%RU&%@%#@E%MKH&%@Etﬁw\mm
y-GTP, Al-P, EUAEVEORIE) #EETHI L.
HEHER (PR RLEEREREE @)%wﬁﬁtmhimbgbné

ZlBHBOT, EYNCROREOEERRERT AL, i, RORESR

BHLNBEITI, HENC B A SR T A Lo BERIEET B L,
AHDOFEIZ LY | BEOCKBERIGICRE RS &E X bk RRBCHIE
BHObNDZENbD, BEENEDLNEEATE, BRLAERICE L
EPRR 22 4N & RSk & HE O R AT & EHE USRS R 1TV, BEDORE
RIS & 2 BIERS DN 2 FEITIL, REIOARETHIE, RURIERER
NEEI DB ESEEETAI L, 2B, BIBEERVE ORI L VEUE
M OBERRD BNRWERIZIE, BIR AT S O5REHA O M
LbEETDH L, ‘

BEETE. SOEMSSEY ARE LT LEEARRRT 5 LSBT D

AHOFEGRTHICORWERORRICHIIERT B 2L, |

1 TUBEERT (BIE | BERFE ST 23 bbh, HRFEES P T F— R
KEAZERHBOT, O, Bl BHEOEROREILMBHED LRI+
SEBETRZ &, 1 HERBERREDNLEEAICIHRSEHIEL, 4/2)/@
HOBELEDOBALVBEITH Z &

D ORI T, B BRI 12507 ekﬁmﬁmﬁﬁ&ﬁormt_

LEBHT, AREEFIERAOCERRETHROMRETI Z &,
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BEERMETA KT

NRATRY X7 (RBETHEEL)

- (IR5EA @ FA PA—F KRR 100 mg)
~ R bR~

FRR2 941 28 (41348 AHIT)
A S S



H&

I N .

2 T8I

FH| DR, 1ERER

FR PR AR

HERR IZDUNT
BhERtG LI D BHE
BEZELTERETR&ETE

P2
P3
P4
P8
P10
P11



1. BT

EHEROFEE - yé&@ﬁﬁ@tbkm\%Hi%%h%dwtﬁEtﬁﬁmﬁw
BB, Sbiz, IFEOREEIFOESIC LY., HEEKRR L OB EHR
FEFEAPEBRINDIPT, INOOEKRRE2EICHNERBEICEMET A Z L BBED
BREE & 720 TR Y SEEMBCER & BEOEASE 2016 CFAL 28 2 6 A 2 H MIBSRE)
RWTH, EFERASOEROREEELNE - ShTnE, :

FHRIE R ER ST, BBERSRAN T 0 7 7 A VB EOERR &L F IR
RBZENDHD, ZORD, EHERVRLEIZET 2 ERS+0EHT 5% To/M,
WHEEROBELYRS ST 52 L IESNIBFITH LTERTS & & bic, BlfE
FIMBH LB RERRISE & 52 L WFRER— m@%ﬁ%ﬁt#@ﬁ%%fﬁﬁ
TAZLENEETH B,

LieiioT, BYA KT4 LTt BIRBRES: hirh%%ﬂfwéﬁ%ﬁ%%
BHEEAG B S-S % urogﬁm@%ﬁtﬁm%mﬁfaﬁamgmataw %
FRUEEFARRT,

oI5, AHA BT A4 Lk, MIATEE N E R ERRIRA O, ARHERA A&
 BERIEESA .~ HEA B ABEEARES R U—RAEREA B RBREREEOH
HOb EER L,

P LRDERSE  FA M —F S HFE 100mg (—ik4 : Na7 2l X+7 (#E
FHEHE %))
& RBERATE ¢« B AMCFPRIERITHE LIRS PR R AR R RS L R |
LR EEROBE  WE. A, NATR Y XvT (BETHERZ) LLT, |
Emmm&3ﬁmﬁ%im1Emm@%ﬁﬁ%%ﬁ?m%ﬁ
\ MG T IREEET B,
B AR 52 ¥ #F  MSD HRSHt




2. AH| O, {’FFQ%F}E :

XA MA—F SFEHE 100mg (— 4 NAT7 ) X< (Jﬁf%%‘ﬂ?ﬁz) PATF A
Fl & H,) bk, PD-1 (programmed cell death-1) &# DY F¥ FCé D PD-L1 LU PD- -
12 L DS EERET S, b MEIgGs T/ 7 n—FHETH B,

PD-1 B I T Mg se s %E*ﬁ%’l‘%?ﬁ‘Eiﬂ’béT_b%uﬁlbfﬂiﬂﬂﬂlﬂm'ﬁ‘éiiﬁﬁﬁrfﬁ'ﬂ‘lﬂ
- AL wFC, PD1 L. BEERREEIC RV BT T oMBEEICHKE L, B

ERGE L APE SRR 2R RS EHET 5, Tab5, PD-1 XD T Fes

ETAH L VRS FRIZ L By S FAMREE R KT 525k TH B, PD-LI
DOEFBEI-RBIT2RBATLTIHTHER, ZLOBAMKRTIE T Miso@zZ2MA
B1F ERRICER LTV, BAMKIZET S PD-LI O@&EREEHRIL, BHAREE, B,
TN, SHBEE, #¢ﬂﬂ%ﬁ&8@ﬁﬁt@bf%&$ﬂﬂ%ﬁ%D\ﬁw$ﬁ$
& OFRBERHE STV 3,

B DR A ORI F#% & PD-L1 REOHEMN L, PD-1 & PD-LI DRI IEE
 OREEREICBWTERERREZHEI Z L ATRBENTEY ETTR R B ATRROER &

CLTHIEIRTWA,

AFKi%, PD-1 & PD-L1 Z U PD-L2 O Y ?i/ }-G)rf"”b‘%ﬁﬂ%@"?a iz, B
5/ NEREE T O IR A EEE T U ke iE b &8, PUEEAE ~ BHiEtl
CTARZE ‘G‘ﬁﬂﬁ%%ﬁ%%ﬁ@“éu

AR DOERBEFIC £S5 GBEORERISIC L 2EUERE RS bhh, BEIFETIZ
- EATREMRD B, FFDOBERROR %I, AFOREE AT, BEBHE
D HNHEICIL, T L BEICS U EPA S & R B oEAT L L CE
OIRERBEEIT, BEORERISIC X SRS DN 2 HAITIE, BIBREHL
L H OB FLEOWERILE LT O BERD D,



3. ERERRREE
bxh{b%ﬁ&:ﬁ%hiﬁﬁLTJEF‘@J%TE‘E?‘;E%J:BZE@J? BEFIZEEM 2T To 2R
BERERBROMEE R~ T, '

[HzhiE]
. ERREREIB AR (KEYNOTE-045 35R)

7I FF AR E TR 2H T3 RENETHEX Eiﬁﬁ@&wﬁ%iﬁﬁﬁﬁ%
542 0 (AAAN 52 Bl &de) xR, A% 200 mg3 AR (BAUF TQ3W: &3, )
BEOBIMER OSSR, (b3RE (X7 U ¥ 3k, REF FE/XE vinflunine)
TENBE LTHRET S, 235, BRI TRABBITHIRD DhBEIc, KRBT

ERTERSRD O NRWEOERINCEE LT\ 5 BHF T, KELEOEGEHET
RREITHAD O D ETHREDRE LTS Z LR THE L Shiz, TEFMER X
SAEFHR (08) RUMHERATHRM (PFS) L &, FFIMMLFMEL LT, 08
PHEREELE RIRCHED

*1: 7T FFEAE AT LR (R RICRBET ERDEBE, RUTSFTEHEED
{ESPFRIEIC & BHFAT - IR MBMLAHER 12 5 A PSSR L BB AR bk,

*2 1 RHCH: vinflunine KR TH DD, A7 U FEEALE K22 FEAOWTRPERTL
7. :



%1 KEYNOTE-045 RROAYIERE

2571 200 mg {e2EFRE
Q3W
‘ (270 451} (272 1)
OS' hhfE [A] 103 74
(95%fS1E X ) (8.0, 11.8) (6.1, 8.3
e FERE 0.73
(95%15 FH X [H]) (0.59, 0.91) -
P {8 0.002
PFSl $RfE (A] 2.1 3.3
(95% 5 HE X ) C(2.0,22) {2.3,3.5)
ANP— T 0.98 :
(95%{S A X ) (0.81,1.19) -
' 1 XA R 0.416

100 7

9{,—.

807
707

% 607

. & 50
3 407
307
20 -
10~

ateiskB
FM200mg QW
=2

: PRIARATRR DT —4 1 2016E9 A TRy bF T

: BRI Cox L@~ — KEF I & A{ERE & Ol
BRESSUoRE
: RECIST H K513 1.1 RICE-S < Moz i e

s ERERE QBN

Y

m' 12

8 10 12/ 14 16 18
GmemE.
270226 194169147 13187 54 27 13 4 0
272232171138109 89 55 27 14 3 ¢ 0

0
0

1 OS ® Kaplan-Meier i# (KEYNOTE-045 38%)




[Ze k]
EFRFERF AR (KEYNOTE-045 #E#)
A E RS AHIBE 248/266 ] (93.2%) R UMLEHFIERE 250/255 41 (98.0%) iR b
o, BUBAIZERER 162/266 £ (60.9%) R TF230/255 ] (90.2%) ITRBH b, &K
FBECREALN SULU EORIERIXTRO LKV THo T,

#2 FEHEN 5% EOBHER (KEVNOTE-045 BRBE) (222 MARYT S 4R )

— ‘ B (%)
FREBUASE (SOC: System Organ Class) AEITE
EAFE (PT: Preferred Term) . : 26615
(MedDRA ver.20.1) : Grade 3-4 Grade 5

i ﬁ’%’ . 37 (13.9) 3 (1.1) . - 0

22 (8.3 1 0.4) | 0

7238, AEIBHZ I T RIS 10 1 (3.8%) . KIBds - EEEOTFH 741 (2.6%) .
MIREEE (¥ NSRS 1A (0.4%) | FFHAERESE 1407 (53%) . IR
HEEREE 23 0] (8.6%) . RITSHEAENER | 41 (0.4%) . WHEIEE (REEREEEA
%) 17l (04%) BUinfusionreactionl ffl (0.4%) 3D b, k., BEEFEDOELEE
= (RSN, ST, EREES) | TRAMIERE, | SRR, Mk,
ik - HEUBRURE, BEMERE, OBk Mk - IS, B2 0%k, Sk
IR PSRRI, MR R OFREEREHEER D Do o, ABIIERISELR RIS
WS (RRREEEE 2 ED) P EUEHEELRT, |



[ﬁﬁfE ﬁﬁﬁ]

AN OBEFRYBEET LERA LY Iab—a ik b, FH 200 mg %
-~ Q3W, mmm%éﬁﬁﬁF(MTF%Wkao ) Xix10mghkg (KE) % 28R
IR (AT TQ2W) &3, ) T Ui BOAHI O Mg P ERR S iz, 20k
F., &HI 400 mg & Q6W Tt 5 Li-BOFH QR EIREIZ T 2 FEHIMEFRE (B
F (Caygesl VY5, ) ¥E, &H) 200mg % Q3W THRE LIBED Coges LHLT 5 & FHI
Ani (FR) . . FF 400mg # Q6W THE LEBEOFEOEFEREICRIT %

B (MU [Cras) &V3 2, ) 1, AH 200mg % Q3W TG LIIED Craess

LHBLUTHELZTT L FRENE LD, HRARFIZBWTERESHEE LT

B - BETHDAEA 10 mgkg (KE) % QW THEH LICEED Coune & LB L TE
EERTETFHESNE (TR . Sbic, BHEBAIERHE & RICAEH 400mg & Q6W

TS L HESMEIERER (KEYNOTE-555 BBR) & b B b /- R &3 < Bk

NI A—FE, I ab—a it L) FHILZIRMENE ST A —% LERLILE (TR,
2T, EEOBIEIC T 3 BRRRESICESE AHORER L AT ME
& DEEE AT ZREEISE 7D HE S, A5 200 mg % Q3W Xik 400 mg %

Q6W TS LR EE L FINE IR L oI OV TR SRR, &

SO « AEOB THHER RS HBRERIRV L FRlE I,

£3 AFOEBBBST A —F

W . : Crrax Cavg Cviin Cmnx,s: 'Cuvg,ss Cmin,ss
iz - AR (ug/mL) {pg/mL) {pg/mL) {ug/mL) (ug/mL) {ug/mL)
200w Q3W! 50.1 279 18.1 92.3 504 309

£ (585,597 | (277,281 | (178,183) | (917,941 | (498,51.0) | (30.5,31.4)
. 123 324 10,6 148 307 203
t
A00mgQ6WT | 155 gy | (320,327) | (104,10.8) (146,149) | (50.1,513) | (1938,20.9)
400 mg Q6W 136.0° 14,05
(ZRE) | (135.6,136.4) NA (144, 15.4) NA NA NA
‘ 220 144 119 428 279 197
t
10mefkg QAW (519 273) (143,145) | . (117, 121) (424, 433) (276, 282) (193, 200)

+:0=2,993, 100D ab—i 3 kY EH S S MESEOFRIE (2.5%K,97.5%%) « Cuax : FE$E
BB MIETREAE. Cup : PEREHO LN HRE, Cun: WEZRES (I4 202 K5/ ORI
?ﬁﬁ,%MLEm&%hhﬁéﬁ@mﬁ¢ﬁﬁ Cavgs : FETRHRIZ 34T 2 A HIRIE, QMhﬁﬁmﬁL
31T B i 7 P BE
156W®%ﬁ¥ﬂﬁ(%%hfﬂﬁ)
§ Mﬂmﬁﬁmﬂm(%%rﬁzm)

DR L




4. HagRiz->WT : ‘

ABLMEL LTHARKERE (&FFE) PR TWAEZ L2, YRARE
ENCEBETE DR THDILENRD D, TOLT, OB EREREE LD - &
E L, RAOEEI L EEREEA 2 RE UBICIE T 5 2 L AR ER D, UTF
DO~@DFRTEFLTHRICBOTERATERETH S,

O HERIZOWNT |

@O1 TRED (1) ~ (&) OVThPERYET IR THHT L,

() EAEFBRENEETIHAD %@%m&ﬁﬁgtﬂﬁﬁﬁmb R LR
HISE S AR RS AL RURE, - HSkAS A RBHRIRIE 72 &)

(2). FeEHRREIRET

(3) FEMRIMELIE ?5¢h%%ﬁﬁrh(mb$ﬁﬁﬁﬁﬁrh\Wb%ﬁﬁ%
WA, B ARREM R 1)

(4) ARFFEELRE L, SRS 1 2/ bR 2 ok
IR BB E1T - TV B HERR

(5) PUBMEIEEAIAL EHRNK O HEREUEIAR D H HA21T > T DHIER

@2 REERBOCSERERVBIERRBEROMIRIE R 0% & BB 2 O EN
(FROWTROCHLT HER) 7. UBBREOFHICBTT S WROREE & L
THEShTH3Z L,

.

«  EINAFFEERE 2 FEOYIEPTHERET LRI 5 EU LR AIBEORERIHEZ
ToTWBZ L, 95, 2L EIT, PARYEES L UBRIEGFZEOTHE L
ToTWAZ &,

©  [EESRAFIREE 2 fﬁ@@]ﬁﬁlﬂﬂl“%{ﬁj’ L7 H4IT 4 4Bl E DU REERZ ORBRTHE
ZiT-oTRBY, 2bH, 2L, RELFEONAEDIRIEESLBANEEROLE
%H{E%ﬁo Tl’\é el & 0

@ BEHOERSEHREROMEEICONT

EXERFRTRIIRHFT IHEESRE I, BERCE,SOFREQ, HPE- £
SHERZNFROTER CEMEICHT SRR FEFLBRE LHEORE
¥, ERFEPHIITONBHHINE TN L,




® EBEWER~ORIGIZOWT
@-1 HEgREHic 3 38 : |

REMEfREASEDOEEREVERANRRAE ULERIZ, 24 RREREEROT, HHEHERX
IEHERRR I8V, RE LRI IS U CABREEE U CT S 0RWER OB
ERREOEENRY B ELN, EbIERETERENNE-TVET &,

@-2 E?ﬁﬁéé%‘ WX ZFFESANSICET L BH

BABRICEED 2 M2 R VKL BT D EREEEVRIFERE=F) /V
¥ EDOEEROR S Y —= v PR ITVERE L IER L F T BF— KERMH N
fEEhTna Z &, i, BHEERIZOWNT, ﬁhhﬁﬁ‘&%d)%ﬂébc{—%&uﬂfﬂ EhT
WwHZk,

- @-3 BHER oBIexiicicBE LT ‘ |
CBI{ER (BIEMRRECLZ, KB - DBE - EEOCTH., BUENFE - IFR2 - T
HRRERESEE - IF4¢ « MILMERRE A, BRERE (RMEHEERERS) . AoRE (T
SEAHEEREE, FORIGMEEEE, BITMERE), | SRR, S&IBEE, HiR - 58
RRAE, FEds, EEORERE (hEiEREEERMARE,. KEERRERE, £FA
BE. 3RS, infusionreaction, Mzt - RERA, EMEMENIE. #HREE (¥72 -
SN LU—EERE) ., Uik, EERLKES (et MR EEE0RE, Bl fER .,
FREFERE, EERRIEES) . MIREREMRR. BiE%) 1T LT, SHERILERE
BB DR L F T A EA & EEE L BIER OB IGICE L THEERURREEZX
THNBRIECHB L) | EHICHIZLENTE B AENES TN L,



5. REBLRdBE

(B2 B3 5 HH]

O FI7FFHAEELLEREELET 5 RFES éxuﬁﬂ%mﬁﬁrﬁrmﬁ
%hkwrxﬁoﬁﬁémﬁménrméo

@ TRERBEIETFIRFIIITIFHOREROERFEIC 2T, ﬁ%wﬁﬁﬁﬁ
ML SN TR ST, AFIDRENSR LR ER,
o« FIFFHAEETCEREC & D BREO RV EE,
o EHFOREEIRE,
o foPTEMETREA E OHFR,

(&2t ﬁfagﬁ]

O ‘F“Eb_p%é’z'é'é%%‘hob\ﬂi#iﬁﬂ@&i’m:%:éc‘:é;hfcwé Enh, BEE2T
Dipnz L,
o FEOFS R VBT OREREOH 5 B

@ BFEHIOFMICBWTTRICEY T 3 BFIC>WTHE, AFloR SR SR
M, MOBBBREAZVBAICRY, BECAREERTA L2 ZETE 3,
«  HEMEMEAOSH IR H D BE
- JEE R CRIER £ R0 5 BE & UNE B O BUR SRR i ¢
| EORICSIERTLR L N D BE
¢ HCABRBOSH UTEMARE L RERED 8 EAEEROEERED
hHHBEE
. HRBREE (SOSMEBHEELESD) Obh3AE
« REEOBLXIIEALRETARE
«  ECOG Performance Status 3-4 ¥R

#) peoGg o Performance Status (PS)

Score | EF%

0 | 2<HER<EHTES, RHaL R U HEAEBRGHRR T3,

Fﬁlﬁiﬁﬁ R LWEIISHIR E 0 508, BATAHET, BRSSP TOREIITI LR TE S,
IRV, WSS

1
2
3 BoN/EAOCEOED O L LATER, Bho 50%8 =2-<y FOEE BT+,
4

28R, BA0HBFOEY O Eige TEhn, BLrAy FAFETREDT,

~ 10

&ﬁ?%fﬁﬁm%w@@@ LT R CAREAMERERTE AV, AF0 SO ER~y FAGET T,




6. BECBLUTEET R EY0E
® #HI%%~MZ.&Lﬁx¥%m%#76éﬂ%k§0%$ﬁ®%ﬁ&UﬁEﬁ
' Aol NEREREY TOICEM LU THhOERTIZE,
@ Pﬁ%%k%iE\%%Xﬁ%ﬁﬁﬁkﬁﬂﬁkofﬁ%%+ﬁm%b MEE 5
ThbieETazZ L,
@ ERBHER DR VA Y MMronT

RIEMEMEBA S b b5 I L Bh 20T, FADREIHE > Tit, MHE
% (B8N, FEREEE, L) OMRE N X RREOEHRS, B+

CREATO Dk, Fin, BEIETTHE CT, mﬁ7~w~%®ﬁ§%%HT

&,

infusion reaction 233% b B Z & MH B, infusion reaction TR HNFHBEIT
I, EOARGLEEITO & &b, ERPEE T 5 E TREOREL oI EE
TBHZE,

RIS, TEMRERERVRBRERSENH DD LBHDIO

f\K%@&&%%%&Uﬂ%%ﬁ¢ﬁﬁ%%ﬁﬁ%&%%@ﬁ(ﬁm\%%
T3, g T4, ACTH, M ais—VEDRIE) 2EHETD L.
BUERTR. FFRL. IFSIEREE. k., mIHREABHObhDZ L2
DT, FH OB HEINRVESHM T ENICITEERZE (AST. ALT,
¥-GTP, AlP, VUL Y %SDHE) 2EETH &,
HESEE (IREERCITEERELLED) SOEERBESEHLbNS
_&ﬁ%éwf EHORIROBREDOEREHRTHZ L, £, ROEEMN
D LN, HEOPERREY TR TS ) BELIEET B L,
Kﬁ@&@k;b BEOCRERSICERT 5 L ZEX bR DL REBLME
KbbbhaZ tihsd, BESEDLNEEAIE, FRLAERIUSLE

AR AR AT & IRER & RO BEAT L EHE L TEE @RI 21TV BEORK

R X ARHERBEDLN A HEITIL, FFIOEKRFEIPL, &UW%&ET
NEVRIOREEEERTHI L, BB, BIRRERVEOREICIVEE
BOWMERAD bRRWVEEIZIE, mﬁﬁﬁfw%/uﬂoﬁrmﬁmem

CbEETDL,

BERT %, ﬁﬂﬁb%ﬁwﬁﬁ@LTWBEWﬁ#%ﬁTé EBRHBIR

AFOFERTRICHRERAORTRICHHTERTDOZ &,

| BUBERR (BIE | BUERRZET) b bbiv, BR\ES 7Y F—v 2
WEZZLBEDHLHDOT, A Bd BHEOEROREIRRPLMIEED LR IT+
AEBTDIZ L, | BHERBAELDLESICHRELFHLEL, 122D 3
ROBEEOBELRVBEITI Z &, '

@ FHOHERRBICTIBONT, BEEED D 9B, TGS HA»S | E/IX
-6 T R, &@%##B1EH%MIL@%ﬁﬁTﬁﬂém&ﬁ%ﬁont_
k%%%k\ﬁﬁ&@¢ﬁﬁ%%h@&@§?%ﬁ@%£%ﬁ5_k
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REEHAHETA FT A
L RATEY RS (RETHERL)
(ﬂﬁﬁ% : A-ff'f ~M—& R HE 100 mg)

~MSL-High 245 B (AR IARAER R BAIIED) ~
~MSI-High &4 5 « ERE~

:FERB ofﬁl 2 A (A$n345r38ﬂ&7)
BABBE



B%

L WIT
AR DR, ERBF
i PR BRAR
- HEFRIZDWT
BhExtgme s BE .
BEICBUTEETREFH

AN ol e

P2

4
P14
P16
P17



1. l;t C&IS

EHER DA - ﬁé&@ﬁ%@tbkm WA B SV T E AR R SR
BB, & DIT, EEDBERIFOEAIC L 0| FUAERR A2 & OmEF2 5 5 IERS
FERSPEBINDF T, ThHOERREEHICHERBEFITRET D & RO
REAL 2o Tl Y GREMBOEY &L WA #2016 (FA¥ 28 £ 6 A 2 B ERERE)
BT, EFMERREOEMOSBHMEELELZ L LENTVNE,
FFNEFIRFERS L, REERASREEET 0 7 7 A VOBEFOEER LA LMICE
BB ERHDB, Z0D, FUIMRUEEE BT AHFERE ST 5 oM,
HREERORE AT D LY SN BE I UTERT D & & bic, BlfE
FINREB LI BC MBI AIG & 5 2 & SATREA—E OB i T BN TR
THILBRERETHD, .

LiedSoT, BAA FT4 2 TiE, BBEEPLIRETRBLI TV BEFIEREN -
BEQRMZESE | UTOERRORERERMET M0 b REREE, B2
FROBEFHEERT,

RIS, AHA F T4 Vi, MTEIRAERSERBBRAEE, ARMEERARSR
RIS =, —RAEEIEA R RERAHES R ORI A B AEIRER OB S
DHEER LT,

RRERDERES A F—F R IOOmg (—ik4 : Ra7 Y Xv7 (&fE |
| - FH#z)) . o
HREEROPEXEDE @ 1. PAERERITHE LT - BROBERE~A 7 0T
T4 AREEME (MSI-High) 28 3 2EMHE (EEMZIERNBE
EARBAITIR D)
2. WREIRRARAE A EST ﬁ%wﬁﬁﬁ'?/r?t:ﬁ'??% FRZ2
, FEfE (MSI-High) #HT5%5 - HiBE
HELRDRERCAR B%. BAKIE. Ra7ul Xv7 (BEFEHRZ) LT, 1
[E] 200 mg % 3 ARFERRNXE 1 B 400 mg # 6 3 MR T 30 &
: T TR 5.
B % R 5% % ¥ . MSD MRAtt




2. FHlOFHH., ERA#F : .

¥ A F—F REEE 100mg (4 1 A7) X7 RIZTHEBRR), ST K
Ell 2v35.) i, PD-1 (programmed cell death-1) & DY H ¥ FTéH 5 PD-LI RU\ PD-
L2 L OREASZEEEETS, & MEIgGs &) 2 a—FHETh B,

PD-1 iRIE I T MAASREEE B Bk B 7o 12 28 A MR 23FI F 4 B A s il
AA wF T, PD-1 1L, EERREIZEWTESY THROHEREICHEL, Bk
EREESDARAVEULER R EEFISEHTS, bbb, PD-1 RV H Y FLi
TR LIRIVERSAGI LBV VEER AT 2R AR TH S, PD-LI
OIEFMEBICBITARBEITLTLTH B, SOBAMBETIE T MBI M
AIE SEREICRI LTV, BAMIICKT 5 PD-L1 OB B, B, HiRE,
FEHERaE, BREEE, %$W@%ﬁ&8@ﬁﬂ&ﬁbﬁ?%$&@%f%U\ﬁwéﬁ$
& DHBEPHREEN TN D,

BHONAOBEFRATH L PD-LI %@%@JFHE@ A, PD-1 & PD-L1 ORKITIEE
OfEEBI BWCEERBS R Y Z L NRE S TRY ., iRl ABEROEN L
LTHENTWS,

_ FHiE, PD-1 & PD-L1 ROXPDL2 O Y Ho FOBEEMET B LIL D, &%
'@$%F¢®ﬁ%ﬁﬁ%ﬂﬁ%$ﬁi‘)/Aﬁ%ﬁ&kéﬁ PR & B
3B kf#ﬁ%%%%%ﬁ?éo

FEIOERABFEICESBEORERGIC L ARERERH bbh, BEEXIIFETIC
EAWHEMRD B, FHOBEFTR TSR, BEOHEL+RILTV., EFEAR
D HIIBAITIE, BE U ERICE U B 5 & R A fr OB L E L TE
R ET E1TV, @Ewﬁrﬁmk£éﬂ¢ﬁm&bhé%Akm ﬂ%&%f»-
%/ﬁm&ﬁ%wﬁﬂﬁkﬁéﬁobﬁmhéo



3. BRIKRME
[ AAL RSB IR LT - BROBEE~A 2 037 54 NREEE (MSE-
H1gh) EHTDHEGE (RENRBRAEHRERIRS) ) KU ARG ERLE
7 BROBEE~A 7 09554 NRLEN (MSHHigh) 244 5505 - Eﬂ%ﬁj )
ﬂa%’ﬂ#a TG ZAT = T EREERBBRO IR E T,
2B, THEE~A 7754 FAREZEME (BT IMSHHigh] &W5.) 2#F4+24
| ICE LT, IPCRIXT LY MSHHigh LMEShBE] 2BRT 256 @)
1% TMSI-High (PCR k) &#HT2H¥E] LRTL. DNA I A< v FEMHEEOREER
HBHEEFEBERTHHES (L&), 725 IPCR I X ¥ MSI-High Xitfage s by
& (LLFIHCI &EWS,) EIZL Y I 2wy FEEBEORKE CAT IdMMR: &1 )H,) -
LUEINZBE] 2ERT 5541213 IMSI-High 28+ 5 B%] LR L, [HCIE
IZ &% MMR fRE & PCR #:iZ L 5 MSI ﬁﬁrb—:&q—n’c 96.6~98.7% E THH T L&k
BHESHL TS,

(&3]

< AACEFRER B L ETT - B30 MSHHigh 25T 5 ERE (BN 2188
EEERIEEIZRD) > ‘ : '
OEEH,FIE D+ (KEYNOTE-164 3B, =a&— b A)

7okt I PURNEBEERE, XY D FSFURCGA Y )T H SRR

N LD FEREROH D2 1EM IR ERETT - B0 dMMR ik MSI-High (PCR )

D FHT O  EREAE 6L H (AARANTHIEET) Rz, FF200mg3 H
IR (BAF TQ3w] &v 3, ) BEOHAPERCERLSERRTT SN, 2B, EET
M CHRBEITIRD NI E 1, REET 2R TIERIRD bRV DRRAIZER
ELTWAHBRETH, KH ul%oamgmﬁ—c%%@ﬁﬁ &b LD E TAEIOHRE Eilk
B D & ATREL shiz, FEFMEER CThHESE [RECIST HA KT 42 L1
IESL PREIER X A5EE2ES (CR) XIZE4ELY PR)] oo T, ARRIZEE
Ehic 61 PIORREFIIR 1 D LB ThHol,

1) 1 indor 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.: ] Mol Diagn, 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

D g gtic BV T, HC #I2 & 0 S A o FIEM# 2237 T % MLEL, MSH2, MSH6 i3 PMS2
ONThPOBEENED bR WESIC dMMR, PCREIC LY 220 ED~A 7 03T T4 hv—d—T
ARG FEDY A AOELHSRHENTIBSIC MSEHigh (PCRIE) LMESHhE,
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%1 RERADERCEN®E (KEYNOTE164 BB, ak—hA)
(RECIST ver.1.1, FEMEBHTHRERASE, PRAE, 2007F2 810 AF—FF v +27)

2 AT i Wjﬁ (%)

BEREIR oLl 39 5
T2 (CR) 0 0
¥orES (PR) - 17 (27.9) 9 (23.1)

ZE (SD) o 14 (23.0) 10 (25.6)

&47 (PD) 28 (45.9) 18 (46.2)
WEARRE (NE) 2 (3:3) 2 (5.1}
' % (CR+PR) 17 . . 9
(FEHR [95%EFXM™] (%) (27.9 [17.1, 40.81) (23.1 [11.1,39.3] )

| - FPEATARER, *2  APUMITERERO > B MSHHigh (PCRE) .2 H T2 8%,
*3 ;. IEfE: .

@ERLRS 18385 (KEYNOTE-158 3R : :
—IRIEERE L TN ERERER O H 2 1B EUIRTERETT - BRO IMMR Xix
MSI-High (PCR %) ®2 %445 ERMEE M 2512, &5 200mg Q3W R 50%F
R R SRR S, 2B, BEig Hﬂﬁ‘c REEITHRED b EBEIC, KEE
T2 RTERPED bhRWEDOBREIICEE LT\ 5 RE T, RIEICAEO E &7
TREBETIRED b3 E TARAOKR G Efl 5 Z L FFREL Sz, TEFEEA
T BHELE [RECIST HA FIA 2 1.1 JRICE-SLS FRUEIZ L 55:4£EF% (CR) X
IXERS S (PR)] oW\ T, MSLhigh & BB &hic i ARBICEREEEILE 83 Hl%

(FN—7K) OFERITER 2, FRRICEF I 4 BB HBHEROFEFRITHE3
DERBY THoT,
#£2 BEEBAEHRBUFHE (KEYNOTE-158 HE, 1 —7"K)
(RECIST ver.1.1, ﬁﬁlﬁﬁ?ﬁﬁ%ﬁ@% R, 2017464 B 28 BF—F v h37)

WA B FlEx (%)

REBENE 8 B Y
F2EH (CR) _ 4 (4.8) | 3 (10.7)
#4325 (PR) 25 (30.1) 8 (28.6)

#ZIE (SD) 20 (241) 3 (10.7)

#1T (PD) : 24 (28.9) 9 (32.1)
HEETHE (NE) 10 (12.0) ' 5 (17.9)

#% (CR+PR) 29 | 11
(ﬁ?)ﬁ-ﬁ [95%IEREXE"] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

T AR R RER, *2: ﬁ%&%ﬁﬁ%ﬁ@@o%Mﬂm@(ﬂR%)%ﬁ?%%%
ﬂ =HEE

- ) gepg = by AT T4 e Z —F R U8 MSI-High OHE(TETSEAE 2 A AR S A —7 K b
EN, ZA—7 A CHEIEMAE (RELEE ., Yv—7 B TRl (ERRCETORS), LKL
77— —MRMEB LR, F—7 C T, RE, MR 1B, EBRUEBEROMIENTIE
B (ESHEE SRR N SR . FA—7 D CRFENIE (AR CRIEEEREER),
I N—7 E CRIFEES (RELEE), YA—7F Ci3ses (RELEE) . Z0—7 G T/
W, F—7 H CRPKE, ZA—7 T CERRBE, SA—7 ] CRERIRE (FEXISHEEEERE
Bx<). ZA—7 K Tk MSI-High Z4 T 2EFE 615 - EBREER<) AFafsAhbhi, FA—
T A~T RS AR BHE O MSHHigh [ oW T, L AR F o 7RfETc LY EShe,
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%3 MSI-High %#ﬂ‘éﬁéﬁ@ﬁﬂiﬁﬂ@#%ﬁ (KEYNOTE-158 28%)
(RECIST ver.1.1, BA2MEMIT A BERE, PIHE, 201744 F 28 El-;-"-—&iw r A7)
G FIE (%) 2% (CR+PR) Fl# (%) =% (CR+PR)

. 94 {51 {FEDR %) 39 4|2 (FEHE (%))
TE PIRE 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)
/NIBTE 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FiEs 10 (10.6) 1 (10.0) 1 (2.6) 0
FEXE IR 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
BIE R E 3 (32) - 1 (33.3) 0 0
W IE 3 (3.2) 0 1 (28) 0
s N B 3 (3.2) 2 (66.7) 0 0
TESE 2 2.1) © 1 (50.0) 2 (5.1) -1 (50.0)
PR PR 5 UATER 55 2 21 0 0 0
RN 2 (2.1) 0 1 (2.6) -0
R R 2(2.1) 1 (50.0) 1 (2.6) 0
e g 1 (1.1) 0 0 0
SHELE 1 (1.1) 0 0 0
il 57 R4 1 (1LY 0 1 (2.6) 0
R 1 (L1) 1 (100) 1 (2.6 1 (100)
M7 It - 1 (L1 1 (100) 1 (2.6) 1 (100)
PNE 1 (LD -1 (100) 0 0
FEREE 1 (1.1 0 1 (2.6) 0
JRBkE -1 (L1) 1 (100) 1 (26) - 1 (100)

*| : AR RRIER, *2 : AHMABTRREHD > & MSLHigh (PCR ) 2A&3 0%

< TRIEEIBR N RE/ R HEFT - FHR D MSI-High 287 25515 - EIGE >
@EEEF B MRS (KEYNOTE-177 3Ek)

EEEFERE D 2 TR R IE R IE(T - B30 dMMR X MSI-High (PCR 3k) ®2
PRI DHEE - EBRAE 3076 (AARA 22 612581 #x8iIC, A 200 mg Q3W
B L5 OFPER RN, HYEMOBRT 2{BRE 4o v T (LT 15-
FUJ £105,) « B UF—hAAv s BUF TRYF—h EV3.) - 3% 50 75F
Vs (LUF ITmFOLFOX6) &5, ), mFOLFOX6 RUMAS U X2 (X T x)

(LAF IRV X7 Lnvd,) Xidkevdv<7 (EEFEHRL) T Mysy
= 7] LW D) 5FU-FRUF— b AU T H KT IR (AT TFOLFIRI)



L5 ,) FOLFIRI R R_AL X7 Wt Y w7 E0 4B E LTRE &,
7235, EEEI TRBETAED bNBAK, RRETERTERIRD bR
DOEEERIIZRE LTV 3 BE T REIEOBESEE CREEFNRD DN B E T
H OB EEMEGT D 2 ENTEEE S, EEIEE B2 EA YR (T TPFS)
EWVD,) RUSATFHIR L X, FFIS R F5REE & ik LT PFS a‘:ﬁ.’%ﬁkiﬁ Lz (&

4RTE 1),
#z4 HHHEE#E (KEYNOTE-177 #ER) .
%200 mg Q3W {bEEgREs 50
(153450) {(15441)
PaRiE (A] 16.5 82
(95%fB IR ) (5.4, 32.4) (6.1,10.2)
PFS™ | NF— R 0.60
' (95%fE R RH) (0.45, 0.80) -
P g , 0.0002
*1 : RECIST H K5 > LI 83 < Mz P 7B, *2 : Cox Seffl ¥ — FEFNIZ L B{bE

PR E DML, *3: w /TR, HEANE ) 00117 ,

G (s g L DA VT O LB Y B L,
mFOLFOX6 :
A¥4 Y 75 F 85 mg/m?, AR Y F— 400 mgm L LARE Y J-— 200 me/m?, 5-FU400 mg/m? (B
FHE) . 5-FU 2,400 mg/m? (46~48WF R HERERRE) %mﬁﬂfﬁﬁ%ﬂ% L.
FOLFIRI : '
4V ) F H IR TI 180 mg/m?, A U F— k400 mgme X 1L L ARk U F— k200 mg/m?, 5-FU
400 mg/m? (ﬁxﬁ%ﬁr&) 5-FU-2,400 mg/m? (46~4SE#FEJ%?ﬁﬁ?+?I) &mﬁr‘aﬂwﬁﬂﬁ% L,
TS0 o i )
5 mgf‘kg %Zlﬁﬁﬂﬁmﬁ'ﬁﬁg l/Tl—n
YRS .
AEL 400 me/mi?, 2 [H B UL 250 mg/m? & 1 @G TS L,
: S .



e "o
10 : G PN

ﬁ Py Y 1 FHANARE T ¥ ] e
‘0 4 & 12 16 20 428 32 3640 44 48
at ikl rom e |
AR200mE Q3W 153.96 77 72 64 60 55 37 20 7 5 O 0O
oo o

fEem: 154100 68 43 3322 18 11 4 3

B 1 PFS @ Kaplan-Meier Bi# (KEYNOTE-177 3A8k)



[z.z:% ] : . .
< B AV I R LT ﬁ%mm&m@%ﬁTéﬁ%ﬁ(ﬁﬁﬂﬁﬁﬁﬁ
REERHEIRS) > , |
OE BRI T AHFBR (KEYNOTE—164 HER, 85—k A)

HEBERIL60/61 F (984%) Iz, BITERIZ 35/61 Bl (57.4%) IZFR Bb Bz, FERR
A S%L EORIERIZTTROLBY Tholz,

#5 FREEHM 5% EOBHER (KEYNOTE-164 BB, adk—hk A) (G2 R MR R )

BRE A (SOC: System Organ Class) Fs (%) :
FLAEE (PT: Preferred Term) C o 61 1 L |
(MedDRA ver.20.1) 2 Grade Grade 3-4 Grade 5
2E|{ER 35 (57.4) 9 (14.8) 0

i, RIEMEMGERE 161 (1.6%). EEOEEE (RESIRIREGR. SATH.
FRAIEE) 14 (1.6%). ITHERERESE 3 1 (4.9%). FIRIRREREE 2 4] (3.3%). B
F 301 (4.9%). 4% - MBI 16 (1.6%). B2 - BEIRZE 1 4 (16%) BR®H
hiz. £7o. KIBR - EEOTH, MREE (¥7 2 SU—ERES), TEERER
E. BIEMEENEE, 1| BIERIR, BiGEES (RIBPEMEMTLS) . EEHRENE, O
k., fafethi MR HEERERN, i, FRIFIRES, infosionreaction R UNEHE L S
BERITFRD D Rdof, FEERAFEILRILIIHEFS (HEREERTEEL) &8
OEFRRETY.

OEEFAL IHHMRS (KEYNOTE-158 38
HEERIL, 9194 (96.8%) Ko, BIEMIL. 58/94 B (61.7%) b bk, FB
N S%ULOBHERIZTRDO LBV Thot,



#6 FEEN 5% EOBHER (KEYNOTE-158 BR) (L Mirnasn)

PREMARAEE (SOC: System Organ Class) ¥ (%)
HAFE (PT: Preferred Term) 94 %
(MedDRA ver.20.1) 4 Grade Grade 3-4 - Grade §

ks, MEMMRR 46 (43%), KIE%K - EEOTHIA (3.2%), HREE (¥

Ve S —SEEBEEE) 2 1 (2.1%) | JTTHSREIEEE 8 1) (8.5%) , FRRARMEEEREE 8 ] (8.5%) .
mﬁ?ﬁf‘ 151 (1.1%) . infusion reaction 1 i (1.1%) MW bz, Fiz, EJECD&’E
HE (REHBRERTE, SN, FOORES), TEERERS, BITHRE
SHRERE (RAEFMEETAS). Bk, Hi% - RUGREE. Erﬁj’ﬁﬂﬁ@:faa’i oy
ﬁ% e « REMESE. Sofetth i /MEIAMESSBER, IR, REFRERVE L S HEHE

BHLNRD o o, AE {?ﬂiﬁéfﬁkaEtiﬂﬁﬁzﬁ% (FERBREBERELEL) 2E8TE
erfﬂ:E'E%‘:ﬂ“@‘o

< TR DIBRRRE R AT « FFF D MSI-High 2H 57 - Eﬂ%a* >
QE BRI FAIFE MR (KEYNOTE-177 #8k)

HEERIT, 149153 F (97.4%) 1=, BIfERIZ. 122/153 B (79.7%) ZRHBRT,
WTh OB TREARN 5% EOBHEAI TRO LBV Tho T,
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%7 DWPRAOBTRERR 5% EOBHER (KEYNOTE-177 B (2Rt S 4 /)

#ENRSE (soC: BlE (%)

System Organ Class) : AFHIEE : [t i

ZEAFE (PT: Preferred Term) ' 153 4l 143 5|
(MedDRA ver.22.1) % Grade Grade 3-4  Grade 5 < Grade Grade 3-4

122 0 141 93

(79.7) 33 (21.6) (98.6) (65.0)

2. 13 0 . 17 (119 7749 o0
0o 30 (L) 22 (154 0

' ; 9 (59)

g 6 (39 0 0 10 (7.0) 1 07 0
KEGTE 8 {(5.2) 3 (20) 0 0 0 0
Ef# ‘ 2 (1.3) 0 0 6 (700 0 0
T ‘ S38 (24.8) 320 -0 75 (524) 14 (98) O
A peig iR : 11 (72) 0 0 6 (42 0. 0
Ll : 19 (124) 0 0 79 (552) 3 (21 0
A% ‘ 8 {5.2) 0 0 43 (30.1) 6 -(42) O
MR o 5 33 0 0 40 (280) S5 (35 0

e 11 (7.2) 0 0 25 (175 5 (35 0
Y ' S 32 (209) - 3 (200 0 63 (@41) 13 @1 0
HhE O S ' 4 {2.6) 0 0 25 (17.5) 1 ©7n 0
b5 11 (7.2) 1L {07 0 7 @9 0 0.
e A e N T 0 0 0 8§ G . 0 0

JIERZE 1 0.7 0 0 8 (5.6 I 07 0

ALT 411 ‘ 15 (98 3 (200 0 10 (7.0) 1 @7 0
AST 5471 : 17 Ly 2 (13 o 7 @49 1 ©D 0
Mt ALP 8190 | 2 @78 1. @©n o 31 @n o0 0
SRR 1 om0 0 33 (231) 24 (168) 0
i /)RR , 2 (1.3) 0 - 0 9 63 1 @©7 0
WEHED 3 2.0 0 0 8 (6 0 0

1 0 0 ) 6 0

EEIEDEN 4 (2.6) 0 0 15 (10.5) 0 0
BRBRE D2 (13) o 0 13 @ 0 0
Fifitt= 2 —mstF— 1 0.7 0 0 25 " (17.5) 1 @7 0
KSR = a— AT — 0 0 0 29 (203 0 3 (2D 0O
B L GRS 3 :
BHR 2 0 0 10 2 0

E=-Yanliil] 0 : 0 0 - 20 (400 0 0 0



BENRSE (s0C . _ FE (%)

System Organ Class) .0 -+{} 1 ’
HAFE (PT: Preferred Term) :
(MedDRA ver. 22 1)

R - RERREE RS
% 5
275

[ R R e R )

7o L JE | 0.7 1 (07 0 9 (6.3) 6 @42 0

i, FEMMEESH (33%) ., KBk - /NBE - BEOTH 1441 (9.2%)., &
EE (FF v - SAU—EREE) 18 (0.7%). BUERTE - RS - ITHEERE - iFdk -
FR{LMENEE %8 25 41 (16.3%) | FRRIRMSAERESE 18 1) (11.8%) . TEAHAEREE 2 41 (1.3%) .
RIBHREREE 2 61 (L3%). SHEEE (RMEEMEBRE) 241 (1.3%). ik E
BUATRIARSE 1 1 (0.7%) . infusionreaction2 {7 (1.3%). f&#Z 1l (0.7%) BEDH SN,
e, BEEORERE (DRIERBETRAE, KEHEIBERR, SWAE, EXE
B, | BUBER., sk, BEEMEAE, ik - Mgk, S o8k, DiEk, BEER
MEREE (SfetE m/ RIS SEEER, g M, FREFRE, EEERES) RO
HEAREFRBIIRD bhRro e, KE f’ﬁ)ﬁ%ﬁkﬁﬁﬂﬁﬁ@% (FREREERY 28
tr) EFETEMBRERT,
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[ﬁﬁvﬂ.& AE]

AEOBERARYBEETTAEFA LY IaL—va /L_J: D, A% 200 mg %
Q3W. 400 mg % 6 BEIEIE (AT QWL 23, ) X% 10mgkg (KE) % 238/ -
ISR (BAT TQaw] &5, ) TERE LEBOAFOMFETFRESEFN SN, EORF
F. AFHA 400 mg & Q6W THE LItBROFR O EHRIEIZI T 2 WIMIFPRE (UL
T [Cuvgss) £33, ) F. AHI200mg & Q3W TRE L7ZBED Caygss LEET 5 & TR
Ehie (F&R) . 2. &% 400mg & Q6W TIRE L - BEOXRE O ERFRIEICBIT 5 5%
EIMEPRE (BAT MCuxsl V3. ) i &H 200mg % Q3W THE L7ZBRD Chixss
LI L CHEEZRTLTREN 0D, BRABREFICBWTEAERER L TY
Dk - ARETHDIFEH 10 mghkg (FE) % QQW TEE UTIEOD Chaxss & LB L TIE
BEFTEFHESNE (FR) . &b, EEBEAREE L HRICHHA 400mg & Q6W
TG LM ETHER B (KEYNOTE-555 348R) & 018 bl SRl -5 < SeMmmt
NEGRA=FE T ab—a LD TR LSRR ST A —& LEE L (TR).
Mz T, BEOBEIZE T 2ERRBRAEICESE, AR ORGER LTI TR
L OEEP RN T ABBERSTT AN RE SN, A5 200 mg & Q3W Xid 400 mg %
Q6W TS LEEOREER L AT R M L OBEIZ SV TR ENEHR, L
ORI - FROB TEDHURVELEIZHARERZRIIRWE Fllahi,

#£8 FHORHEMR T A—F

ik F& Conax Cavg' - Cimin - Crnaxss ) Cavgss Chin,ss
{ggmL) | {ug/mL) (ug/mL) (ug/mL) (ug/mL) - {pg/mL) -
200 mg QAWT 501 270 — 181 028 - 504 300
mg (58.5, 59.7) (27.7,28.1) (17.8,18.3) (91.7, 94.1) (49.8, 51,0) (30.5,31.4)
123 324 106 148 507 203
t : 307 ‘
400mgQEW' | (125 124) | (320,327 | (104,10.8) (146, 149) | (50.1,513) | (19.8,20.9)
700 mg Q6W 136.0° 1408 | '
(I | (135.6,136.4) NA (144, 15.4) NA NA NA
230 144 119 428 279 157
10mghkg QW 1 53y (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

+:0=2,993, 100DV I 2 b—a il WEHShARMEAEOPIRE (2.5%F,97.5%8) . Cra: OEE
L4 DR R PR, Coy : DIER G %O THMBEPRE, Con: FIEEEHE (V202 BEF) ORENE
EP&E Conax,ss "ﬂ:’%»liﬁéhi’:l‘]‘%ﬁrﬁ:ﬂﬂ?ﬁtﬁ%ﬁ, Cavgss "m’ﬁ«ﬂxﬁﬁkhﬁémiﬂm%“fjﬁﬁ Cringss * EHE 'U\HE:L—
BT BEARMTE PR : : .

1156 BIOBFTTME (95%ISIEEA)

§ : 41 BlDRMIEIGE (95%RIHER)

NA : BR%iL
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4. HERIZOWT

RS L LTHERARETICR T 55 - B £BR< MSI-High 245 2 BEIEBIC
Y HEHARERELREELON TV S, FREZEY., BEERY A7 EEHE (RMP)
W E S AR EEMHZESEEREE ~O B BN H MR Th o T, AF O LR
BEIRBEEZRE - BEL. AROREZ LV EBREMERERER LEBICHET 52
ERRERTED, UTOO~B0T N TEEETHRBRICBOWTEHT & TH B,

O HEgRizo>WT

®-1 Tﬁ@(Dﬂvw)mwfnmmﬁéfémﬁfﬁé &

(1) FEAEBEBREIEET D A BFOEEILERS B RFR S AR LRI,
IR AS A RS FRIESEHL AT, HUSA AR &)

(2) FrEHRERb

6)%Eﬁﬁﬁ%m?E#éﬁbﬂﬁ@%ﬁh(ﬁh%ﬁﬁﬁ$%F& B A ﬁﬁ%

- PR, BARREEERRR P)

(@) ASR{LAEPEERRE L. Sk ﬁ&m%lxw%%k%ﬁﬁm%zmm B
AR DB ZT> TV DM ,

(5) FUEMEIEERL S ERRMA O RERITE D BHEITo TV A Mgk

D2 A%k 72 BBIETO AR OEE SR ORIz 45 1 180, & (BB b 55
SEF (FEOWFRMICRY T B E) 2. YHBRR O ARSI 5 BRORE
FELTREBENTHWAZ L,

5% 1 DAALEIRERIT R LT - BROBEE <A 7 0754 FNREEME (MSK-
High) AT 2EHE (ERMNREESRERESICRS)

o ERFGEFRER 2 FEOMMPMELIET LicRiz 5 £ LB A BROEIHE L
ToTWaZ e, 5B, 2FEUER, PAFEYWEEL L LEBEREEEOTHES
FFoaTWBI L,

«  EMAFIEHR 2 FOMMTHERET LR 4$uiwh%ﬁ%%ﬁbfmé
'_&oOB\3$HLﬁ\ﬁ%&&éﬁﬁﬁﬂﬁ®ﬁb£%ﬁ%%a&# TEERD
BRARTHER T o TWWD T &,

%:Fﬁﬂ#??&@ﬁ ﬁ%@ﬁﬁE74¢n%??4beﬁi(M&m@)%ﬁ
T AR - EIBE

. E%ﬁ#ﬁ@&zﬁm@%ﬂ%%@Tbt&ksﬁutmmbkﬁwmﬁm%%
ToTnBZ L, 95, 2$utm BAERMTREEE L L BREESEOTHES
ToTHBIZ &,

¢« ERRHREE 2 FOMBIHERET LcRiC, HESRBEORAERMRIEL ST S
FEL EOMIEBANEDEREToTVOBH T &y ‘
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o ERIRIFEISE 2 FOMMTHERET LizRiC 4 %uiw%ﬂiﬁﬁﬁ%?ﬁ LT3
Tk, Oh 3ELEE, MR EARDBER COBARMREL FTBABRO
Wﬁ%ﬁ@%ﬁofmé:ao ' : '

@ BHAOEEREREEDOEEIICONT

EELEREHICETIEAENRE SN, NESCENLOFERED, Al B
SHESIRPHFROTER CEMFICNT 5 FHR. FEFRPRELLLBEORE
I, EPREONITITOR A EHIRBoTNE L,

® BWER~OMBIZoNT
@-1  HEskEic B 5 Bl

MEMRRLEDEE 28 VEJ%#%&LU%‘#L_ 24 BRI O T, YHERX
R I BV T, BB UZBHER I DT ARE ERUCT%®ﬂ¢m®ﬁWkM
E&ﬁﬁwﬁ%ﬁﬁa¢mﬁan\E%Kﬁﬁﬂ%&@ﬁﬁ%oTW5:ka

@-2 ERGETHC S D AR AT 5 B ,
BABRIZEDL DEMINRMBECEREEHT D Eﬁﬁég%‘ﬁ‘&' fERE=HY VY
EEDIERORY V—=r TRITOERE LEREZHH TE 2T — A EREHIPE
HENTHNBZ L, 2B, BHEHIZONT, BAEE L ZORKICHHICAMENT

WwWn ek,

@-3 BUERORZEFCAISIKE LT

BIER (MEMEMEERICIA, KIBE /NMER - EEOTH, RUETS - A& FF
WEREREE - ATt - BUYLIEARE &, BEREE (RMEMEEBRRSE) . NoWEE (T
EFMREREE, FRIVEREEE, BIRHERES). | BRRR. 585 BR, ik - B
RBIARAE, BEgt, BEDSEES (PHEMRIEERMRE,. KWHREIRERE, $FAT

| BE. BERAEEE). infusionreaction, BM - MMM, EEMMAE, MREEE (¥7 -

PSU—IERRESE) | D, BN MIRIRE (SopetEin/ MRS EIREER . YR ER I,
TREFRRES, MRS . MBRARIERRE, ) TR LT, YR ULERE
FRASRI OB MM & 75 5 EAT LB L (RUER OB L TR URER
BN BRMEHD L), ELICHEDRLERTE BEFHBE-TNE I L,
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5.

BEWNREGDHESR

(BB A EIE]
Q TROBFIZBWTAROEDEIRENA TS,

o DBAALEEIERICHE URET - ﬁ%@%ﬁﬁﬁ"?/f& uH7 7 A4 NREEN
(MSI-High) %7 5 E 9 (EA 2 as s Mg iR )

»  RIEUIRTREREST - BROBHRE~A 7 0¥ 774 NREEM (MSI-High)
BT AR - IR

‘&ﬁmﬁnm¢M%T5¢ﬁ@:yN:¢y R L LT, RE4  MSIRE S v

h (FALCO) R TRHRFE4 : FoundationOne CDx 2SA% ./ A7 1 77’4’ NREBIH
T3,

@ TFRICHYT BB A AF OB LR U R TRV T L, AR OGS
L HESISNTRLT, FHOBERGEERBR, |

« FIF OB
© fUOFRIBREEEA L A L TRESNSEF

[Zatkiz B9 5 FEH]
O TREHKHTLBHFLCOVTRAMORENEREL ENTVDH I LA D, KEET

DIRNZE,
«  FEORSITH LIBBEDOMERD & 5 BE

TBIRETOFMICB W T TRIZHRY T 5 BREIZ OV T, FAlOREIHE SRR
. MLOIRFRRIRBA RVBEITIRY | ﬁﬁhﬁﬂ%ﬁﬁ?é LEEERTES,

. HEMEROGHUIEHEDH S BE

. @%E@ﬁﬁrﬁﬁ%&£®5$%&0%@&@ﬁﬁﬁ%ﬁ&%ﬂ%&%ﬁ
FOMICRIESETS A DN D BHE

s  HOREEBROEH. R!il%f&ﬂ‘liﬁ% L ixERMEDH E%Fiﬁ%%@%ﬁiﬁ@
HoEE

o ERBHEE (ShiEBEEES) 0bDRE

o REEORRIEEZETERE

»  BCOG Performance Status 3-4 ¢ D BE#&

ES) \fSI-High %445 EIUHEE O— L U L FERRETH D 2 &2 HIE S TS (Lathom Alicia etal.: ] Clin Oncol,
2018; JCO1800283)

(ix6))

ECOG @ Performance Status {PS)

Scorg

it 3

0

A M IEEITE B, SENIE M L B EAEES NIRRT,

AENCH LWEBIMR S D, BITART, BIERSE- TORRIRTI Z 2R ’(‘f—!f By
IR AAY 3 N 5T

BTARETAROADE DO T & S ~CAMEMERRETE L, AP 50%LL i<y FATE I,

B BAOHGOE VDI L LTEi, BHD SO%ELEEAw KOBETIBETT.

1
2
3
4

&<, AZOHOEYOI LREL TELL, ESIIy FlF R,
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6. ®EICK LCEETRSHE
TATSCEGITAN L, RETRFEEE BRI T DRI 55 & A D164 E&Uﬁfl:{?'f
AOEDIBERFERETACEE L THLERTIZ L, '

@ @- O

@

FREBRAAIC I B, BB LT ORIRITA M i&lﬁf"fiﬁ&%ﬁ-ﬁuﬁfﬁb I—J.@\’c‘t{%
- ThHBRETDHI L,

FEREMERO<-RI A Mo T

BEMENRERD LD ERHBEDT, Kﬂ@ﬁérbtofm RIEE
R (BGTh, FERESE, BBeE) OFMREOIE X SUREOEN%E, Biike+
MZATH Z ko Fie, BEWECUTHEE CT. MifF~—b—F0OREL RS
5Ck, :

infusion reaction 7% 3?)5 b Az EH B, infusionreaction BFRMD HIIBEIT
ik, EOARREETO L L bIC, ERBEET S E TREOREL +2ICEHE
TBZE, | | |

TR IRAERE . TERSERER UBIESERERL DB Z L RHBD
T, AF O L AR O S ITERMIC A IEREIRE (TSH.,
T3. W5k T4, ACTH, M oA Y —LVEOHIE) #EHRT/T L,

BMERT%. RS, FPHEEEE. T4, BLEREARSH bbNE T Lihs

DT, FEIOEEHEETRCREHM P ITESIICFFSEIRE (AST, ALT,
y-GTP, AP, EULEVEOHIE) 2EHETHZ L, .
FEI L MHARCICEERERZED) SOEERREERL LIS

L RBHBOT, EHNCBOREOEEEMRT AL, Ei, ROBES

BHLNHEIE, EPNCEREE2 R T L5 BE2EETIZ L,

FHROBEI LY GAEORERIGICERT S £ B 2 b dke READFER

Bhobhd I LBhd, REIBDDNFETE, RRLLBRITE L
FPIRY 72405 & BRSO EAT & @ L T MERIBE R T B ORI

RIS X BRIERA R RPN BRI, FHOERFOUIF IR, RUBIBEES

NEVHIOREEEEZERTD L, B, BBRERNVEYOREIZIYEIE
HOBERBD bNL2WEEIZIL, B %&’ET»% v LA s el Al o 8m
LEETBIL,

BT SOERH B A BB LT b EWER REET B - L RH BT
AHIOBREHETHICLEWERORBICHRIERT B 2 L,
1@%&%(@%1@%&%%@&)ﬁ%%bh\%ﬁﬁﬁ&%ka—vz
IZEHZERHBZOT, NE. B, EHSOEROFEIELMEHED LRI+
NEETHI L, | BERFIEPN SRR RIEL, £ R Y B
HOBREEOHEONRBEZITI> &,

EH|IOFEERRARRICB VT, KEYNOTE-177 BB CIX 9 AR = &, ¥ 7. KEYNOTE- \
158 REA K I KEYNOTE-164 3% (48— b A) TIXEEHE D 14EMIT 98/

-
—

« 1EDRE 12 B S L ICE SO EIT» TWe D L 2 B8ZIz, FHI%

G ERNICERRE THROMRET O 2 &,
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BEERHEET A N4 v
RATu ) w7 GEEFEBZ)
(R34 : %4 h—4 AIEHTE 100 mg)
~ B i B ~

SFISEL 20 (ST 348 AU
: | JE AR 1874




H&K

ITT®HIZ

FEN DR, 1ER#F

R R AR

TR DUVT
BeExtg Lz nBE
BB LU THETREFR

-4

Ok W

P2
P3
P4
P9
P11
P12



| B 2 5] el '

ERBOEIME - REMWOHR O DI, FASCESICES W BIE 2 A AR D
BB, &b, EEOREHIOESIC L V.| FIEERR R ¥ ORE2ERIERR
FEEMVPEARENDIP T, INOOEELFREICNERBFICRIT 3 Z L BEED
R L 2o TR Y REMEGEY L KEOEASTE 2016 (k284 6 A 2 A ERSHE)
CRNTS, EFMEXREOFEAOREIHELNE L Lsh TG,

FRIERBF BRI, BEERRESNE T 7 7 £ ADNEFEOER LS MR
aa LBHD, TOkD, BHERURLEBET 3 EER-AERT 5 £ TOM.

UEELOBBEZM BT LA SR RFR LTHEATS L L iz, BifE
mﬁ%ﬁbt%kﬁﬁﬁﬁm%k5:&ﬁﬂ%&—iw%ﬁ%ﬁtf@ﬁ%%ﬁﬁm
TR EREETHS,

Lo, AHA4 K54 Gk, BIRERO T NE TIE bR TV B ERRES -
RN R B5E | T OERSORB R L HET DB b VBB, B2
FROEEEHEERT,

23, $ﬁ4b74/m m*"mﬁxﬁﬁmgﬁ%#@Awﬁ ARAEIEA B2
bR g 5 —h&@%kH$%KWﬂEx&U~&&@$AHﬁwﬁ%ﬂiéwﬁ
ﬁ@%c‘:ﬁfﬁﬁbﬁ_o _

SR ERDEIRR ¥4 M—F fBFE 100mg (—iE : RAT Y XwF (#E
FHEHLR))

HRERBPENEDE | RIBEIRTFHE R TR &@%ﬂﬂﬂﬂr

HEERDRERVAR : 7 v F =T Lok, B, RAIKIE, «\JA7:: ) A<
- 7 GREFHER) & LT, 1[E 200 mg & 3 BFAMRXIE1E

- 400 mg % 6 AR HIB T 30 AT ﬁﬁ%ﬁ&@“é

WERFTEEE . MSDHQ‘QAH:

(&%)

A 74 581 mg. HﬁESmg (—f%d : TR F= 7) DPEGIEIR, AR VA

o 1

ZHRES ISR « ARTARYIBRRRE TR MO B IR

AEBERCHE BE. RARR T X F=7L LT1ESmg% 1 A 2@%!33?-"5—“%‘6

e, BEOWEIZX Ulﬁﬂ.ﬁﬁ‘i‘é?ﬁh 1E 10mg1 B 2[EE THEET

&5,




2. BRIOKK, 1ERBF

FA M—F iEERE 100mg (— h$-A7U)277(ﬁE%ﬁ%K)£W”$
#i &3, ) b, PD-1 (programmed cell death-1) & %D U H FTH 5 PD-L1 U PD-
L2 & DFEGEHEEEET S, & MEIgG4E ) 7 a—FAHiETH 2,

PD-1 REEIT T MNRSEEERMATD O 2 o DTS AMIEDSFIR 3 5 A se i fI 40
A4 v FT, PD-1 i, EERRREBIZISWCEEE T MiaoMiRmicRi L, 5SSk
ERIGE B TALEXILAR RRBERAEHET 5, $hbb, PD-1 XY VY FLiE
ATBRZ LI VHFERGIZE DV I FAMEELZAICEIET 228 ETH S5, PD-L]
DEFEBC BT 2HBRIIDTHTHINB. 2 OBRAMIBTIE THAOBE 2MA D
i CBRICRE LTS, RAMIRIZIT 2 PD-LT OBSERIL, RIS, B, T
FRladE, SREEE, JE/ANRIRATE R ¥ OfR& RBATTFEARRETFTHY  (BEWAEFEL
OFEEERHEINLTVWS,

ﬁﬁ@#h@ﬁ%%%ﬁkﬂﬁj%ﬁQW%%#B PD-1 & PD-L1 ORKITIEED
SRR RN CEEREREREB S ZLARNEENRTEY, ﬁt&m RROBHE L
THFIN T3,

AHE. HH&PDMEU?DM@WJﬁ/F@FA%METé Liziy, BE
&¢Pﬁ¢®ﬁﬁﬁﬁmmm%%%TJznﬂ%ﬁé&éﬁwﬁﬁ%ﬁr%ﬁ%$m¢
5 kT#E%ﬁ%%%ﬁ#é :

AFI ORI 55 CBEORERIIC & 2EHERSN S bbh, BEEXIIFECIC
EH RS DB, AHORGTRURIHITIL, BEOBEEHHTITV. REHR
» LA AITE, BE LRI Uk BRI i L IRR A o B L L OE
RERBI LT, BEORERISIC & 3BVERSEDA D BAITIL, BIBEERL
%/ﬁwﬁg%wﬁQQME%ﬁﬁmEmﬁé



3. ERBERR
RIBEIRREAR ﬁﬁmﬁai@fi@%‘ﬂﬂﬂ@ﬁ@ﬁm
Y,

T 24T o T E AR BRI R %

. [BEShE]
E R RS MFERER (KEYNOTE-426 3ER)

{LEZERIERE O 2V RIGBIBR R IE UL OB M a BB g B 861 ] (AA
ANGlEED) ZHRIT, A=F=T Y ABE BT TR=F=7] L), ) 2%
MEE LT, FHET7HF=7 L OHRES CAT IBJ/THRvF=71 L5, ) "
DEPER L EEM R EN T, TEHITEE X2AFEHN CT fos; &vi, )
ROMEHBAEFHE (BT [PFS] L1035, ) L &h, RH/THF I F=TiE, A=F=
TEHBLT, OSRUPFS A RICER ULz,

*] : American Joint Committee on Cancer I S IHIZ -3 < HmH IV

%2 50mg | B 1 [E 43 AMH 5% 2 ERIHSE ‘

*3 1 A 200 mg 3 BEIRME (LT TQ3W) L4139, ) TEIRFIREL, 7FoF=7%5
‘mglH2E (BUF BIDI &), ) BOFRE Lk, THLF=TOR5RIL, Smgl
A2 ETHEHETS 2 3—2 (6MR) S LBEMRDY . Grade 2 ¥ER BT FF=
FORERBRED LR, AoMEA 150/90 mm Hg AT I BB S 7284, 7mgBID
~OYRETEL L, FEFSEOEMBER, 10mgBID ~DRBELTEL Lz, 7
FoF=1E, BEMEROER, BEESIN Lfﬁkﬁxﬁiﬁﬁ (3 mg BID, &RIZ 2mg
BID) bHF[EEL L,

#1 AR (KEYNOTE-426 3B%)

CEH T HRF TR A=F TR
(43243 (429151)
FofE () NE NE
[ (95%CI] [NE, NE] [NE, NE]
0S" | /~P— Ripn 0.53
[95%CI] [0.38, 0.74] —
P {E* 0.00005 .
HRE (B) 15.1 11.0
[95%CI] [12.6, 17.71 (8.7, 12.5]
PFS™ ™| /— Fib® 0.69
[95%CI] [0.56,0.84] —
P fi* 0.00012

Cl: BAKM. NE: R, *1: PR OT—# (2018580 24R > FE7) .« *2: /@
B Cox BN — FEFAI LD A =F oI H L Ok, *3: Biln 75 22 ME, *4: RECIST
HA BT A LRI ES < §ia TS shl)E ’



at risk#

% 200mg QAW R

FEYFZT
R-FD

‘at risk¥% _
AH200mg Q3W
RU7PXVF=T
R=F=T

2 PRSOHEAEATOKaplan-Melerfit (KEYNOTE-426318)

. 1004

A=Fz=d

- 1514

ARF200 mgQAWR U T FLF=T

90
80 -
€70
B 60
¥ 50
401
& 30
20
10

432
429 '
- B OSSO RN EE D Kaplan-Meierfi# (KEYNOTE-4263408%)

378
3

12

SR [A)

256 -
211

16

136
110

18
20

TR T T

20

24

0

432

429

8

12 -

16

RN ]

251

193

140

89

- 42

29

3

1

20



[z 2fk]
E I FIFEMAERR (KEYNOTE-426 38k)

HEBREIFRA/7XF=78 4221429 Bl (98.4%) RUAR=F=7F 423/425 f5
(99.5%) \ZRB® b, IWRIE L DEREMERTE TER2VWHEFSIL, Th-Th 413/429
il (96.3%) RO 415/425 4] (97.6%) IZRDBNTz, WM OB CHRELEN 5%LLE
DEMHERIITROLBY Thole,

F2 VPO THRERN 5% EOBWER (KEYNOTE-426 B8R)  (S&MARiT X S45)
BENRIHE ' ) Pk (%)
{SOC: System Organ Class) RE/ T HFF =TT AnF R
#AIE (PT: Preferred Term) 429 7 ' 425 i)
(MedDRA ver.21.0) £ Grade Grades 3-4 Grade § 4= Grade Grades 3-4 Grade 5
. EREA 413 (96.3) 269 (62.7) 4 (0.9) 415 (97.6) 244  (57.4) 7 (L.6)
MRS LDV RRE T, T T e T
B LBk E
Lk 4 Y i
| ERAE
ASEAEEE . ot L T T
FURIRHERE TOEE 52 (12D 4 (0.9
CTORERMEREGETIEE 0 0 135 @LS) 1 @)
IR
ik 23 54 30D
= 3 (1.2 0
TH# 210, 4900 ‘31 (1.2)
H PG 17 (4.0) 0
HIETER 12 - (2.8 0
HaE MR R 6 (1.4 0
HED 91 (2L.2) 2 (0.5
API% 61  (142) I (1))
R ¥ (79 1 (02

(1.2) 0 0 37 8.7 3 (14
0
0

—_
N

(1.4 1 (0.2) 79 (18.6) 28 {6.6)
(L9 0 94 (221) 2 63

oo o ek

- 0a G La

(=3

6 ey
A8 @80 0

S

e
‘o

16 (3.8 0
2 (6.8) 0
175 @4L2) 19 @45
2 (532 0
48 1Lyl
¥ @8O 3
1P @261) 4 (09)
86 (202) 9
L6 a3y 3

(=

i

=
cooococoococol

.o oo Do ool

54 (27 12 (28

142 (334) 21 49)

90 (212 7 (1.6
SO 1 . S

e 50 (aLm 6 (14
W 130 (303 10 (2.3
FEIE 0D BT 55 (128 4 (09
B N | N ) WA
CRBRRREE o o e s
ALTH8hn 102 (238) 52 (12.1)
AST 3/ 97  (226) 29 (68
w2 L FF =8 24 (5.6) -0
it A ERBR TS T -2 L 18D 2 3D 0
TP BRI 3 0.7 I ©2)
I /iR 4 A3 (0.2)
FERL 41 (8.6) (1.4)
AhEgegs L ey 0
BB LUSERE o o T
pexes Pl 9 (21.9)
VBV EE 6 (4
MREARS L UReMEE -
He g ‘ 2 @z 3. N
JfmAsE W™ G 0 0 16 38y 0 0
BRI L D e T e D T e T
RERE 0 (9.3) 102 0 120 (304) 0 -0
JBw 35 8) - 3 0D 0 308 103 0 '
BEBLGRERRE . T e e e
‘EAR 66 (154) 1 (2.6 0 39 (0. 6 (1.4) 0

oo oo
oo oo

54 (27 11 (26
5 (139 7T (1§
0 (1 1 0.2)
2 (52 0
48 (113) 29 (68)
76 (179) 31 (1.3)
6 (8.5 0

A ) T TR o W

—

(=2}
Do o0 Oo O o

oo ooo oo

Ten 0T 06 e 2 ) 0 o
)

ST CRC R




BEBRH gk s

(SOC: System Organ Class) FE/ T HRF TR A=F =T
ARG (PT: Prefered Term) 429 4 ) 425
{(MedDRA ver.21.0) £ Grade Grades 3-4. Grade 5 4 Grade Grades 3-4 Grade 5
o2 G 32 (8 0.2 0 12 28 0 0
TP 8 @8 1 (0.2 0 12 Q8 0 0
PENR; FRE 28 (6.5) 2 (0.5) 0 16 (3.8 . 2 {0.5) 1]
B T SR LN s N S, S-S, (2 SO ST
BB L OB TGN e e R e TR i
1 17 63 1 (02 0 35 8 0 0
|- RERROETSEER 19 @71 2 6D 0 168 (395 15 (339 0
3 HHE 531 (124 1 (02 0 18 @42 o 0
P55 - 46 (07 1 (©2 0 3% (89 1 (02 0
SRR G et T T
5 179 @7 91 @) 0 184 (433) T8 (134) 0

CRB, BET HF TR CHESRRERS 126) (2.8%) . KIBRE - DB -

BEEOTHI405] (9.3%) . MBESR. (¥F 2 - N U—ERBEE) 26 (0.5%) . e
[EE (ALT R AST 8907 K OFFSEREEREE 25T) 15061 (35.0%) . FURARE
FEMEE 165 7 (38.5%) , TEMEHEEES sH (1.2%) . BIBHERSE 10 {ﬂ (2.3%) .
1BUBESRYS 1] (0.2%) . BMfEREE (RMEHEEERE) o6 (21%) . Bk - &
TCARRRARIE 46 (0.9%) . ESEMEIEE 461 (0.9%) . DK 24 (0.5%) . BFEHKE
4¢ 151 (0.2%) RUF infusionreaction2 #) (0.5%) A$GB¥ bhie, %ie, BEGHEHEE
(R RBHLIIRIEIRRE, STUMEE, BREES) | Bk, Mgk - B, EERMKREE
(St /MR MESESENR ., WM ig i, AREEERE, MMIENERE &) | MREAER
BERUHEEIIRD bbb o, KEl #ﬁﬁﬁ%ﬁﬂwﬂ&:‘@é@%& (Eﬁﬂifﬁﬁiﬁﬁ X %:‘.-%tr)
%ﬁb%%f*;ﬁ%nﬁ‘o |



[Fi - AE]

AF 03%%@%%@1%—?7‘»%%)% Ly Ialb—vaicky, &F 200 mg %
Q3W, 400 mg % 6EMMMR (AT TQ6WI &5, ) XX 10 mgikg ((AE) % 238/
km (BT TQewl &WnwWd, ) TS LEBOFHIOMETRERRIT SN, TO8
R K 400mg & QoW THRE LBROAFI O EFREICR T 2 FHMEHRE AT

MCavgss) EV¥D, ) 1, AF] 200mg & Q3W TIHE LI BED Covgss LIREIT 2 L THIE
Nz (THR) , £7-. £%| 400 mg # Q6W THE L BoAFOEFREICRBITAES
MEFEE (BAT MChaxssd EVVD, ) 1. AH 200mg & Q3W T E L72BED Cogess &
L TREZRTETFHEINZZHOD, BARABFICBWTERESERENLTNS
A - RETHHAH 10 mgkg (KEH) % QW TIRE LD Cuxs & Hell UTIEE
ERTLFRISENE (FR) . &b, BEEAIERE 2 HRICAH 400mg % Q6W T
Bl LW BIFERER (KEYNOTE-555 3%) & 0 & b= ERMEIZE-S < SRMpEhHE <

FA—FIR TV Ial—a it D FRILEEYEIE AT A —& LR L (TR,
MAT, BEROBEIL T 3 BRRREEICES &, AFORERL FHEirEel
. EOREEZRRAT SRERISE T NVOHEE S, K| 200 mg 2 Q3W XL 400 mg % .
Q6W TiE LTBORER & FEMENIIEZSE L OMEII DWW TR SRR, £
DM - BEOR THPMER RS AL ER T2V & FRIE W,

#3 FHOKUEIR T A—F

e . Cmax Cavg Cmi.n Cnmx.ss Cavg,ss ijn.ss
FAt: - & {ug/mL) (pg/mL) (ug/mL) (ug/mL) {ug/mL) {ug/mL)
200 mg QAW 59.1 279 18.1 92.8 504 30.9-
& {(58.5, 59.7) {27.7, 28.1) (17.8,18.3) (91.7, 94.1) (49.8, 51.0) (30.5, 31.4)
123 32.4 106 148 50.7 20.3
‘
A00mg QOW! | (150 124) | (320,327 | (104,108) | (146,149) | (50.1,513) | (19.8,20.)
400 mg Q6W 136.0¢ 14.9%
CERIE) | (1356, 136.4) NA (144, 15.4) NA NA NA
220 144 119 428 279 197
t ;
10 mgkg Q2WH| 1 ¢ 503) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

t:0=2993, I00ED Y = b—a il L Y HH SN RTEHED FIAE (2.5%0,97.5%) + Coax : FIEIHE
BHOBERMERRE, Cug: VEEEEOTHMFEFRE, Con: FIERESE (A 202858 OB ELE
PR, Cuaxss | EHCRIEIZIS 1) 5 Bl i A BE Cavg,ss- im«ﬂtﬁ.‘ékk!‘f%qﬁi@ﬁﬁﬁq"&dﬁ\ Crminss ¢ EIRIEIC
B aREMFDRE

T 56 {AlDBTEHME (95%EHEM)

§ : 41 PIOBMEHE (O5%EERERH)

NA: Bl




4. R

EELY R EBHE (RMP) (£ES&, AHDEREMLEZLMER ﬁ&@m®ﬁﬁ¢ﬂ
RhIMHRTHo T, AR OBRENERBELRE - FEL, FHOREIZLVEE
REWERZ R LBICIRT 3 2 kmngmtleF®®~®®faf%ﬁtft
uﬁ%’kb\f{%ﬁﬁ*@"é’\%'@%é

@ mﬂr WT ‘

@1 FTED (1) ~ 5) OWThhIHET IR THDEZ L,

(1) EAHEHREBIEET 5P ARIOESILUARS EEFREAR ﬁ@#%ﬁrh\
HEE A% A RO FRHLIS UL AR, MRS A RDIRTRIE /2 &)

Q) e , , “

(3) TEFRIENEET DNAY ﬁ@%ﬂ&u (ﬁi‘bé‘?%@%#ﬁaﬂiﬁﬁi DS AR
AR, PARBRGEREHEERE &)

@) A RACFREZE LB L, SR ﬁ&ﬂ%lﬂﬂ%%k%ﬁ%ﬂﬁZ@ﬁ REUE
AR B R ETT o TV AR

(5) PEMEBAASTENEORIEEEIZR D BHET > TV S HER

C @2 %ﬁmﬂaﬁmﬁaﬁ%mﬁzﬂwﬁﬁﬁ%ﬁﬂ#@ﬂmL+§a\f;'ﬂﬁﬁzH&%&%ﬁo@ﬁr’ﬁ (F
ROVTNNCHES T B EN) 5, YEBRBORFICHET 5 IRRORLE L LTEE
ERTVBZ L, |

*®

o EATRIFREE 2EONMFHELET LRI SEU OB ARROBRIHEZIT
S TWBHZ L, Ih, 2L LT, mb%%ﬁ%%zkbtﬁ%ﬁﬁ%wﬁﬁ%ﬁ
- QY- Palp

o  [ERMGIFREER 2 EOHTHERET Uiz 4 ﬁiuiwwﬁaﬁﬂ%f?)ﬁﬁiﬁ{l*%
STHY, 5h, 24EM LI, %rﬁﬂiﬂ@ﬁ@ﬂ=h%%ﬁ&%“a‘@ﬁ>b?“ﬁ@ﬁﬁﬁ€lﬁfﬂ§%ﬁ
STWBI L, '

- @ BRACEEGFREHEOEHIZOWT

ERMEHERAET D EEENRBE SN, LRSI bOBRER, B R
SMEIR A RE N DB R OVEREIZ ST B ISR, AEHENTEE LI HE0mE
%5]'9’? LERFONZITON B EHIBESTWB T &,




@ BIfER~O®IZ2NT
®-1 HERkeHiZBE$ 5 B

BRSO ERCEHERSRAE LB, 24 BRHRREHO T, SRER I
BRI BT, ZRLUEZEERCE UTAREBRE O CT S0 RIER OER |0 BE
RRREORERPY B RICB LN, EbICHS AR EHAE-TWE L,
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1. ZCHIT

RS OHE « REMOHRDT DITHE, HASTESICE-S EE R AR
BB, &BIT, EEORERIFOELRIC LY | FUEERR R & OBHRETHIERS
FEERMNERENITC, INbOERRZEICHERBFICRET S 2 &L ARED

WL 2o TR Y RERMBORY & WO EASE 2016 (T 284 6 A 2 B HEBRE)
LBV TH, BFNEEASOFAOREESEHE 2 L L ShTWE,

ORI ERSIL, RBEARR ST 1 7 7 A LV RREOEES LB bR
RBZERH B, ZDED, AYERORSEIZET A ERA+SERT S £ ToM,
 UNERAOBEEM RIS LSS ENSBEITH LTHEMTH L & bic, BUE
FIMBHR LI BNC LB RIS & B 2 & R — E OB+ EFUSE CE A
THZLREETH D, |

LEdoT, BAA FFL0 T, MREBESIRETIELR TS ERERY -
B AT ES 5 | DT OBERSOREREH R g T 3B D REREE, £
FRUOHMEERLRT, :

BRI, BHA BT A i3, WITFTBIEN RS ERSIHA S, AREREA A
| BRIEEES, —HHEEA RARBRARES, —REEA BB SRR L R O
ABHEEA AR EANESOBADD EER L,

WL RBERS XA M —F BT 100mg (—ff%& : RAT Y X7 (#Eix
FHEMZ)) ‘ . '

ARLBAPEIRHR  BRIERES 25T 5 HRNE _

ARERIRABERUAR  BE. RARE, Sa7e ) 2A<7 BEFHE#KL) LT, 1
=] 200 mg % 3 BEMFFEIRREE 1 = 400 mg # 6 JWRRHME T 30 4
DT CETRERIET B,
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2. AFORKE. (ERBF .

%A bA— 5 AR 100mg (—84 AT R Y AT (BEFERL) ., UT 4
#1 L 9,) 1. PD-1 (programmed cell death-1) & Fd U > KT 3 PD-L1 LU PD-
L2 L ORATESEEET S, & MLigGd &/ 7 u—FAHETH S, '

PD-1 EIRIL T MF e B REE D Dk 2 7o Iz A AFBRaRsFIL R 4 5 =722 sa e il {E
AA »FT, PD-1 L, BEERREICOTERE T #oiaszmcREL, Boh
ERSE S AMNE BRI 2REUS 2 HT 5, $72bb, PD-1 BY F» FLiE
BTAZ LIV RESZABCL VI FRERZRICHET 2R EETH S, PD-LI
DEFHBIZ BT IRBEIDLTHTHER, 2L ORAMBTIE T MROEHE Mm%

BIFLERICER LTV, BAMIAICET S PD-L1 OFFEEEL, THIEE, TS,
FFAmfmRs, BHELHR, FENMRAME 2 & D4 RRATFRARKFTHY . (B AETFESE
L OFIEMEREE ST B,

OB A DR T % L PD-L1 BEOMEEMEN S, PD-1 & PD-L1 ORRIIMEED
RIS WCEEREEIZED Z ERTRENTE Y FRBPAIBROBERE L
THHESh TS, , ‘ »

ZAFIX, PD-1 & PD-L1 ZOPD-L2 O Y H o FOBAEMEET I LITL D, EEF
T NREER OISR RIOHIREEY T U 8RB b s, UERGE 2 BEELEE
T3 THRIEBEDRERET S,

 AFIOERERICES GBEDRERISI X SEIERS RS bbh, BEXIIET
B THMR DD, FAOREPRBREEIIT, BEOBRELHHTITH, RENE
b NEHAIT, BH LRI U SR e b RIR & o ER LB L Ol
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3. ERDRARAR
B3 LEIBERS & A 1 5 IEEE O KR 21T o 7= L2 BRI O S &
A L

[A%HE]

ERRERBIAERE (KEYNOTE-048 #5R) : , ‘
{LERIER OV, JRRIALA O, &« TIHHEEUCEEOBFR ERIBEE A
PR T LRBEAE 882 il (RAAN 67 el & T, EYFi<T (&
- EFEER) (AT TEYFer) L)), Zadru I (BUF I5-FUl &
%) RO FFHEHOMHARSE (LERER) 2E2%B@E LT, 5FU & 7T 50
FDHERT THFI G (FAIJFRR SR = RUARF 200 mg % 3 BRMFR (CLTTQIW]
WD) BE (RAIBEHERER) OFPHERUVREMERMEENE, REFMERD -
—o b EN=24FHM (BT 1081 & 3,) onwT, ITT £z T, &HIf
ARBI LR L B L CHEEBICEER Lz, 7z, AR b L i L
T, ITTHRAICEBWT, 08 13745 £ 75 L, combined positive score™ (BAF TCPS) &

Wi, BB EDBEEFICEWT, OS DEELRLEESRD bR,

| BEREIT20RE L TESREZ SDEENRER SN TVWERE T, Yk
ROBRKEREP LI AL EER LTV AEA, MAARTREE S (L,

. HRRIBRET %6 ALMICRBET LICEERERL),

2 YR+ (FIE4M00 mg/m?, 2 B EAE250 mg/m?), R 7FF /100 mg/m? it
AT T F 2 AUCS (mg» min/mL) R TRS-FU 1000 mg/m¥day {4 B RS R &)
DIER Q3w (tvﬂ%v%jw%nlﬁﬁaﬁﬁﬁﬁlﬁ) TRR6a—AHEHE, EYHF+7250
mg/m*%& 1B TRE Lk,

*3 : AF[200mg, AT T F 100 mgm XL H AR T FF 2 AUCS (mg » min/mL) K U5-
FU 1,000 mg/m*day (4 A B#EERFEIRE) DIRIZ Q3W THRAGT—AFEHE, £H|200
mg % Q3W TIRE L7,

- *4:PDLI%ZRE Liillafh (BN, <27 07y —VRGY v350) £ RIEREHEY T
BrL. 100% 3 U7 $0HE, :

R AFBHASEOEPERMR (KEYNOTE-048 35

FHEGRE SR (b FRERE
(281451) (27841)
ifE (5) 13,0 107
[95% CI] [10.9, 14.7] [9.3,11.71
08" NP— R 0.77
£95% CI] £0.63, 0.93] —
P {E" 0.00335

Cl: [EHERM, *1: tiﬂr“nﬂﬂ?ﬁﬁ'ﬁ#a)%‘*—& (201846 H 13 R 7:7/ FAZ). *2: B Cox HeffltF—
REFIC L BRI L O, «3 . BRI /'S 7 BE
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M1 AFPEHRBEED 08 OHEARFTRD Kaplan-Meier fi#t (KEYNOTE-048 3RER)

*2 Kﬁﬂﬁm&%@?ﬁ%ﬁﬁkﬁ (KEYNOTE-048 505%)
AR BN 5 B e e
WJ#{ 30147 30041
hofE () 11.6 , 10.7 .
' o | [95%cIl [10.5, 13.6] 9.3,11.7
MTRE ) OS" ST v | oss
[95% CI] [0.71, 1.03] —
P fE" 0.00014
ik 25741 2554
FRfE (A) 12.3 10.3
CPSZ 10D ot L L95%Cl] [10.8,14.9] [9.0, 11.5]
BELEH A NY— FE 0.78 - :
[95% CI] - [0.64, 0.96] =
P " 0.0086

CL: GHEE. *1 : PR RO T—F (2018568 304 v N4 7). *2: JBHI Cox LB~ —

REFMZEDICHRIEFHL O, *3: BRIn S Z 7 RE GEEEPE.

Y TRRE ({EkdE P )

*4: @Rln S
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FoIFFERIRUSEy P ¥ 1w W 57 % 10 1 0
100+ |'~.. i
T, i |
0. i
0 I\:‘I"\.' ‘
= ‘_\\'»,‘ ;
\\_~ :
704 H i
~ "\n‘ . _ ' f
§ 604 } “*-.I A< H)200mg Q3W
e 50 ‘\nl N Al
3 W |
509 ""lllntw .
' 30 .
/ Iy, B, I
i -1
20+ L[
EYRLTT, FIFFRARUSFU |l| | I I*
10 w I Hi
0 ! T i T } \ i T T
0 5 10 15 2 25 & 35 40
ETFRM [A]
atriskdx ‘
AF1200mg Q3IW 57 1% 152 T 10 74 ¥ 17 2 0
YRV, 2% 207 131 89 47 24 9 1 0

77 F T RFIRUS-FU

M2 AFIEMEE D OS OO Kaplan-Meier fifs (KEYNdTE-MSﬁE&)
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(PD L1 BIRRIRB O G EhHE) ,
E BRI R MAERER (KEYNOTE-048 3ER) ICHAANBNEREFDOT —FILEDE,
CPS BT 21T o I it (BRRRVRFET 22 & ) &U\;cé HEOFERIZELTOLERY
T2, ‘

FEUCFRRIEH R OARIMEICBE LT CPS 2% 1 ﬁiﬁﬁd)i;w’&ﬁ {LERER L 2RO
WRThok (F3, H3),

AF| BRI S OB MBI LT, CPS MEW IS & LSRRI B 2K B 5.3
ONF— FERKE  2AERAPED B;h, CPS 2% 1 SREDFAITIT AP — Mms 1%
LRI (&4 BOE4),

788, PD-LIORBBREKIZE &5, ﬁ%ﬂ@yérifu 7 7A Mﬁﬂﬁ%’fﬁao 72a

# 3 KEYNOTE-048 BBz z:ﬂs:ﬁ-uﬂ#ﬁ%ﬁﬁlﬁw CPS B Co 08"

- —— - . FPM[%;)QEJS;ACH o z\[;j;/: gﬂﬂ: ﬁﬁ;’{ﬁﬁfﬁ@
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oz FRTHEIN 0Tt -
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o LT 1 ' L
0] EYERVTIL FTIIRRRUSRY I ||| : 1o #f200gQaW, FTFIUMEUSU |7 1
T0- T ] T T T T T T . 0 | T T a T T
0 5 W 1 ®» B @ B D 0 §. w1\ ™ B @
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Organ Class) AAG-F 55 - AFI B 5 [ cas) 3 A

HAFE (PT: Preferred Term) 276 {Fl _ 300 {51 287 41l
{MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 34  Grade 5 4 Grade Grade 3-4  Grade §

mMEEmE 15
| XIEHRETRE R (V)]

LUH 0 e am 1 0y o 6 oay 1 ey

o o 6 o 0 6 (1) 0
A o ) 5 (1.3) S0 0 6 (2.0 0 0 27 (94 2 (0.7 0
Enﬁ P RIERFRWT 21 4 (1.4 0 0 103 0 0 20 10 2 07 0
% 9 4 GO 0 0 21 (1.0) 0 0 24 (84) 1 (03) 0
e 2 @80 I (04 0 25 (83 2 O7 0 101 (@352) 17 (59 0
A ’ 2 0N 0 0 -0 0 0 0

36 (12.9) 0

R, FRGEARERICR VN CREEIEA 13 61 (4.7%), KBk - Bk - ZED
THIO B (33%), MEBEE (¥T7 1 - AL—EREE) o6l (33%). FrRERE 2741
(9.8%) . FRRIRHEAERSTE 40 11 (14.5%). TRAHGERSE 1 4] (0.4%) . EHEERE (R
FHS R A LE) 21 B (7.6%) . D5 1 41 (0.4%) R X infusion reaction3 % (1.1%)
ARDLNT, £, BEEOSEEE (GUNBBIRERE, STMLK. BXEES).
| BISHsREREE, | TUOMERAR. BEJS. M2k - PRRCSRIARE. EEMIEAME, M - B,
SED k. EERMEEE (GEEMRD/ MR EEEIR, Witk Risks, &
FRERES) . MEBRARERBRUBERED AN,
ARFNE M 5RO CRIEL ISR 16 61 (5.3%) . KIBZ - /MBS - TEE D TFHI 4
B (13%), BEEOMEES (% EEEIREGER, ST, HRAEES) 16 (03%).
FFREREREE 15 1 (5.0%) . FUIRAREAEREE 42 7] (14.0%) . TREAEEEREDE 1 4 (0.3%).
BIEHEERIE 1 B (0.3%). MRS (RWSMEMERS) 50 (1.7%). BNk 8
TEZ 16 (0.3%), S & SEHR 14H (0.3%)., BEXK 24 (0.7%) K infusionreaction] ]
- {03%) BREDLRI, Fhoo WREE (RF - SRS, 1 BERR.
% « BRICGRMEE, BEMEE, OF%. EEROEES (RN /MR R

. BIMEE N, ARIFERE, MENERES), MERER/RERBLRUEHHIERD bhan
Y l

AEERBRRRIEEES (GRRERREELET) PELMEIHERLTT,
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(R - AE] ,
FHOHEFAEDBETFAEFA LY S o b—varizk v, F# 200 mg %
Q3W, 400mg % 6 BRI (LLT TQ6WI &5, ) Xik 10mgke (AE) % 28
B T TQaw) &5, ) TERE LEBORAIO M RENSRE S, L0/
B, AHl 400 mg & Q6W THE L=BRORF O EEREIZB 2 EHMIEPRE (LA
T TCagss]l £V¥9a ) 12, &K 200mg & Q3W THRE LIZBED Cogss LIEET 5 & TR
Sl (FH) . T, &% 400mg & QoW THE L BoOAF O EFIREIC KT 5 &
BILETIRE (BT (Crassl &V39. ) 1. A5 200mg % Q3W TEE L72IED Craxss
B L THERESFT L PR SAL OO0, BERASFICBNTRARESER ST
B - AETHIAE 10 mgkg (KE) % QoW THE LI2BED Cuas & HlE L TE
EEFRTLFHENE (FR) , $bic, BEREAESEEIIRITHHA 400mg % Q6W
TS LA TR (KEYNOTE-555 3R) & v & b= Kz E-3 < JEEiE
T A—FR, VI ab—va LY FRILEEEE T A -2 LU (TR,
M2 T, HEROBIEIC BT BERBRREICESE | 25 0BRE R L A3k dkeett
L OBEERFT ORBRIST T ABEHE S, FH 200 mg & Q3W XL 400 mg %
Q6W THRE LIBEORBERE L AOENITLZEE L OFEIT OV TRFE I ER, £
O - AROHM TAPER CREMICARLZEZRII RV LTS, '

g6 FHORGEME AT A —F

Rk f# . Cmﬂ*‘ Cavg Caiin Conax,ss Cavgss _Cm{n.ss
{ug/mL) {pg/mL) {pg/ml) " (pg/mL) (ug/mL) - (pg/mL)
200 mg Q3W! 9.1 279 18.1 928 50.4 3090
mg (58.5,59.7) | (27.7,28.1) (17.8,183) | (91.7,94.1) | (4938,51.0) | (30.5,31.4)
123 324 106 - 148 50.7 203
t .
A0 mg QEW! | (195 124) (32.0,32.7) (10.4,10.8) " | (146,149) | (50.1,51.3) (19.8, 20.9)
200 mg Q6W 136.0¢ 1497 ) —
(FAE) | (135.6,136.4) NA | (144, 154) NA NA NA
220 144 119 428 279 197
. 1 . \
10mgkg QWY (515 923) (143, 143) (117, 121) (424, 433) (276, 282) (193, 200)

F:0=2993, 100 D3I a2 b—3 3 iz kY BEH SN SMESEO PR (2.5%8,97.5%8) « Cmx @ FEEE
B ORAHLFEFBRE, Cup: PEEESHOFYMEPEE, Con: MIEHEE (P 202 BRI ORIKIHTF
PHMRAE, Cranss | EFINIRIZIT B BE MG FIBEE, Covps: ERREIZI TS MBPEE, Cuns 1 EFIRIEIZ
BV BB A LI i S
156 PIOBTELE (95%BIREM)
§ 1 41 RO KRATIERE. (95%(FHERD

TNA: EEYRL
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4, j‘ﬁ:& Izt :

Xﬂwﬁﬁwﬁﬂﬁﬁﬁ%?%'%ﬁb FEIOBER L0 EEREWERZRRLE
BTRESB amng&tw UFOO~@DF T &ifife T IC BV THERT 2
RETHB,

Q@ HERITHOWT

D-1 Tﬂ@(D’vG)@MTh%LﬁéT%#&T%é &

(1) BEABBRENEEST S8 ADRESILEERS RERR S A ROEEE AR,
MR A5 A B2 PRSI HL IR fmiﬁﬁizu?%ﬁﬁ&%fx &)

(2) FrEHEERRE

(3) HNERTRIAFELIEET DRABEEERL (B ADFOESEERM. A DFEYE
WBAFRBE, M ABREESHEERRER L)

(4) FRMCEREEERE L. SRR FEME 1 TSR HEME 2 cojmn&%r%
AR BEHET o TV AR

(5) FUEMEIEGHILT EENE O EEICR D EHET > T B iR

O2 FEEHHEOL ISR CBHERRTISOMRIZ+4 72 410k & B8R & 5O ERT X
HERHER (TROVWThMICHEE T 2 BAUIEFIER) 25, SEB2RAOFANICH
THREOELE L LTRESh TSI L,

= _

. ESIEIE 2 FOTMMBHERET LI 5 L L0 ABROBRIHE S
FoTWBT L, 5b, 2Lk, MARIREEE L LEBRIEHEONES
fToTnaZ &,

©  EERFRGEER 2 FOTHIHERET LcRiC 4 4L L0 B AR SR OBR
BHEZTT-CBY. 95, 2 fﬁuj:}:t S AR & & D BSIR EE EE AR
BRTHE 21T o TV B T &,

.« BRI E S E T A% OMHE R IE T LRI 5 FULED O A
DEFBHEZIT-TEY ., 5 b, 24T, mm%%ﬁ&& T OESMRE DS Ay
BROBEEITHE2IToTVE T &,
iR, AHIC X ARBICE O THREERSOSSNEHETT 5700, BEOER
Y 7 BMEEMIE EOROW TR T &R T ER GRS 0L 3E
IR OBIERRBRR ORISIC+-2 725000 & BREH OEH) & OREREHBOL &
CRRTRT L,
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@ BAOERSFHEEOEENCONT

| EELESTE AT AREESERSN. BECENLOBRED, APM . &
SPERPAEROTER CEMS IR 5 RIS, AEFRNRE LBEOME
B, ERFEONTITORAEEHAE STV &, :

@ BIfER~DOXISIZOWT
@1 MR BET S Bl

Fﬁ’Efﬁﬂfﬁ%@*«%@E’%fmlﬁfﬁmﬁ%iu‘_w&_ 24 EBRAHOT, %
IREHEERIT BT, RELBERICIS U TAREER Y CT F0RIEA @ﬁ%ﬂlmz\
Emﬁﬁmrf*%ﬁ%ﬁﬁlm{%%n ESIREARER A TWD I L,

@-2 EFRHEEEFICLIFEFFRHECHET S EY: :

BABRICEL BN LERECKELE T 5 EREFENEERE=F ) 7
EPEDIERDORS V- TE2ITOERE LFREXEFTE 5 F - LERGEFNE
fishTns Z &, i, BiEAHIZOWT, 7b>z’u$t%‘k%®%ﬁk+ﬁi Jﬁlfﬂéi’b'c
WwWaz &,

@-3 BHEROBUTRRISIZELT |

BIER (EMARERICIZ, KB - DIBZ - EEO TR, BEFE - FFRL - F
HREREE - T4 - BULMEIEE R, BHERS (RMEHNERERS) ., RowWEE (T
TACHIAERES, FRIRAEIEE . BITHIERES) . | BRI, B2 DM, Mgk - Bk
| RRAE, Mg, EEOREEE (REMEREUBTRMRE,. KERBIRERR. SR
BE, HHFMIES), infusionreaction, MM#S - BEEd, EIEFHMIE, WRESET (¥F 2 -
NL— R ERS) . DK, A MRS Gameit i/ RN ESREER, WA,
FREEIG, RIS | MR ATEGERE, W) TR LT, YRIERCSULABE
PRSI DRFIE 2 A9 B ER & U L RIEROBEPRNIC L CHEERUXEER
T HRBEMHICHD I L), ELICENRAEN TE RN TNAT X,
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5. REMRLRDEE
[F5hiEiZ BT 5 3R]

@

@

@

{EZERIERE D72V \ﬁ%ﬂiiﬁﬁﬁ?ﬁ@%ﬁ‘d‘éﬂﬁﬁﬁﬁﬁﬁj:&r BEICBVT, &E
BB G IR SFURTT 7 T HAIOFFRE S OFMER TS TN B,

AAER LRSS MERER (KEYNOTE-0483R80) 1B T, SERIcETE
V¥ = 5FU RO T FFHEORES LR LT, AF, SFURGTS
FTRE O RS R UFF BRSO PEI TSN TWS, 7L, PD-LIZ
RE (CPS) ITLVEFMEBRLDIBEAPRRENIBRBB/BOATNEIL (p7
~8B ) M B, CPS SRR L7 L CAFBR G OTF DWW 5§52 LRZE LY,
cmﬁh%%?%éckﬁﬁ%éﬂkﬁﬁmﬁwfm\x%u%mﬁﬁﬁm%%%
T3, *

* o AFOBKEEE LT, PD-L1IHC 22C3 pharmDx 4 =) (R#E4) BEBEh T

%,

TRLICEEY 5 B BT A AAIOF 5 R UMER F k20 T, z:ﬁuwﬁxtm:
BN ENTE LT, AEOREHREBRLRN,

s I HRBIRIE

+ OTHEMERT SN TWRWLOSEEIEEHA L oA %RS
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(2T 2FH]

® FREIZEZ %Té%ﬁkomrmkﬂmﬁﬁmmu&énrmé Ehh, BEEIT
blnz e,
o FHIORSCH UBEEOHERD S BE

® %ﬁmwéﬁhkwTTEK %?5$%k0wfﬁiﬁﬂmﬁﬁﬂﬁﬁéh&w‘

. OERERERRVESIZRY, BRI 2ERTIZIL2BETES,

o BEMMERBOESHIREDH S BH

o EMEGEHRETCHER RO 5 BER VB iﬂ)ﬁﬁﬁﬂ‘n‘ﬁﬁﬁimﬁﬁ%’f@% &Hﬂiﬁ%
F O REEE LR H DI D EBE

o HOARERAOEH. NTBHENRE L IIERMED E CARKRBOEERO -
hHBHAR

o [ERBMERE (& m#ﬂﬁ@ﬁﬁ%ﬁ@)@bé%ﬁ

s BEEORRXIIBREERAETLIBRE

«  ECOG Performance Status 3-4 0 DBE

&L EeOG @ Performance Status (PS)

Score - EH

0 é(FEJEEf£<EEJJT%6 ?%Jﬁ&"‘]}:ﬁbﬂ HAFRMRRATA S,

rﬂﬁxH‘J% WLWELITH RS D5, SMTAMRET, #E{’F’a‘*é-’i-"mo TOERIITI LW TED,
IRV, HRI{ENE

.'$ FAIBECHADLOE D O & iET ~THREEIMERILTE RV, AFD SO%ET~y FATEC T,

Boii-BA0HOED O L LATERWY, HPO 50%8 Ly RFOEEGRTT,

v b —

E<BFRYV, AACHDEY DI LiFEd TERY, FELy FORFTBIT,
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6. BEBRLTHETREFER

® © © '@

TSRS £, BERTEEE BN ﬁf%%ﬂ%k%d%$ﬁ@%%&UﬁEﬁ

RO BERFERETSIZEB L THOERTI L,

TBRBIRIZAES b, BEXIXZOFRICESHEREREL A L, H%%ﬁ

ThbRETDHZ L,

€PS bR L= £ T, Kﬂ@&%?%%%%fé EAEE LS, CPS M FERT

X RWEAITIE, Xﬁ@ﬁ%@ﬁ%%ﬁﬂk%%bttf&%?é_kc

FERBEERD VR IPA L MZDNT .

o [FEMEMRBENS LRI LBHADT, FFOHREIZH T2 TiZ, VIHIE
K (B, MRS, %) OMRE I X SREOEHmS, BlEET
ST T &, it\ﬁgkmLT%WCT mﬁv—ﬁ—%mﬁﬁ%imf
5 &,

* infusionreaction 233 b H Z L 2% B, infusionreaction BFRH LI BEIT
X, EEIRAERTY L LI, fk#@ﬁ?éif%ﬁ@&%%+ﬁhﬁ%
5L,

. kﬁ%mh%'?ﬂ@%%ﬁﬁkom%% EEERHLDNBZ ERHBD
?\$%®&5%%%&U&%ﬁ@¢@m%%mwﬂw& Ef7 (TSH. Wt
T3. Bk T4, ACTH, M=o vF/ —LS0EE) 2ERTEIE,

« BUERFZ. IFARe, RS, T4, BEEEFARH b3 Z LB3H B
DT, $ﬂ®&5ﬁkﬁ&0&%%ﬁ¢ﬁﬁ%%kﬁ%ﬁmﬁ(Aﬂ ALT,
GW AP, EUNLEVEORE) ERETII L, '

. Eiﬁ&(H?&&UM%%%W&%ﬁb)%wﬁﬁtﬁhﬁw%Bbﬂé
ZEBHLZOT, EMIICIROBREOREAETRTHZ &, . BORER
%anL%A eI ERSE SRR T AL S BE IR,

. AREOBEIZLY, BEOCRERIGICERET 3 L3 2 bhd#ix RRBORIE
BHLbRBZ LBHD, BEPRDONZEESIIT. BRLEERIIGLE
BER 25055 & BB 250 ET & 8 L CENRENZ 21TV, BEORE
R & BRMERP DN BAIE. AFIOKREX TP IE, RUBBRESR
NEVHIORESEERT I L, 2B, BIBRERERLVELOF LI XY BIE
FHOYWENEE b&hﬁw%Akw:@%&ETﬁ%/uﬂmﬁrmﬂﬂmﬁm
hEETHZ L, ‘

. &EWT%:ﬁﬁ%m%ﬁwﬂﬁﬁbrmaﬂﬁmb%ﬁfé EMBHBID,
FROREKRTRIZEEWERAORRIZ+HITEETHZ L,

e I EUEERYE (BUE 1 BIBERFIEET) Bbbbh, BRFES M7V R—U R

KELZZLBHHOT, 0@, Bl EHEFEOERORETLMIEED EFIZ+
DEETDH L, | BERAPEDABEITITREEFLEL, 1AV VH
FOBEEOBARMBEITI Z L,

AR T, AN OWE , M | FRETOHT L, 20

% 9 2 L ITHEDIE BT o TV 2 & 2B AFHEE IR ES
16 '



RETHROWRETIZ L,
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BB T A KT AV
Re7nl A7 (REFHEEZ)
(RF4 : ¥4 FA—F SHE#E 100 mg)
~EEE~

AFI24E8H (47348 1 BGT)
| - BEAGEA |




B &

N .

XTI | :
ER|ORHY, 1EREF
37 5% B
HEERIZOWNT

BeERHBLIDBRE

BRECBRLTERE T EEH

P2
P3
P4
P9
P11
P12



1. Lol

EIER OB - OB O DITIE, BTl TESITHE SV SHER AR KD
bhd, LT, IEFEORZEMOERITL Y, FUEESKR R L OEFARFTEIERH
FEELPEABEINDIFT, IR OOEEREFRICHERBHITIRET 5 2 L RO
- RELL-oTRY BREMBOEY L WEDEARSTE 2016 (ERK 28 4 6 A 2 A MERE)
RV TH, EFNERSEOEROBEIBELZHE L LEATNS,

FIRERRFERRIL, BEERSTEE 07 7 A VDBBEEOERER & 5k
RBZEBHD, 20O, HHERUESEICET BB SR 5 TOM,
UHERMOBEP M ST A LAHFSNZAFITH L THEAT S & L bic, BlE
ABBE LB ERISE & 52 L SR — EOEE -+ EREE cE A
TARZLREETHD,

LiziioT, BAHA RIA o TiE, BRERLINE TIRBLh TS ESERL -
PhERy Rz T uTwﬁﬁmoﬁﬁ&ﬁﬁ%%ﬁ¢éﬁﬁm&m%&%ﬁ Ez
f&U%agﬁ%TT

BB, BHA FI4 %, MATBGEAE R ERERRAENE, OBHFEARE
RERIEER, — @ik A BARENRELS R UG EFERESEA 8 A EEEED
BHob EER LT,

.‘ﬂ%k&é@%m #4%»~ﬁ&ﬁ%&wmm(—&ﬁ ~NAh7n Y X+ (BE

FHEHE X))
S5 L R DMERIEHE : 35 AACFIRIEGR ITHITE L PD-LL IS ORI SN R AR AT -
%@ﬁﬁﬁ$t&ﬁ
HELRARERER @Y. MACIL. A7 nY AXwT (REFHEBEL) LT, 1
’ @mmmésﬁﬁﬁhﬂﬁlﬁmmwéﬁﬂﬁﬁhfm\ﬁ
T T EIERET B,

& R E ¥ F  MSDERSH




2, AF|OWE, TRRART ,

F A FA— T 100 mg (—f%4 AT n Y XvT RETEMEZ) . UT (&
i &vv3,) 1X. PD-1 (programmed cell death-1) & Z D U # K¢ 3B PD-L1 K T* PD-
L2 L OFEAZEREETS. & MEgGEE ) 7 n—TAHETHD.

PD-1EBE 1% T MRS AE B AR s kL B 72 D IC R AMRIASEI A % A s el
AL yFT, PD-1 i, REERRECEOTEEE T MaOMIRREICHERL, HE4
ERNEELRANE BRI 2RSS HET 5, Thbb, PD-1 YV FE#E
BT Br Ltk VHESEKII LBV S EERAICHET 3%/ ETH D, PDLI
DEFREICBIT 5 EBULDTHTH IR, 2L ORI TE THRROEHE 2 3
FEBRNICRE LT3, BAMIIZIIT 3 PD-L1 OmBHRIZ, SHieE,. KgE. I
BT, SRS, FE/MBRRER L DRk L RBATTRFRETTHY | EVEFRL
DREMEDRHRE XN TS,

ﬁﬁ@#b@%%%%&kmnﬂﬁﬁww%ﬁmaPblemnAmﬁ%ME%Q
EERNC SV CEERRRIZHE S Z EPTRENTRY | B iR ATRROER S L
THfFER T B, |

iﬂmImlaHMA&UanmﬁJﬁ/meA%m%fé Lizky, EE
ﬁ¢#¥¢®ﬁ%ﬁ£%ﬂﬁ%iﬁT)/Aﬁ%ﬁ%&éﬁﬂ?ﬁ%ﬁﬁ%ﬁ%ﬁk?
Bz kf#@%%%&%ﬁ?é

AF ORI ESBEORERIGC L ARHERER S b b, BENIIETIC
EDAHREN DD, FFIOBREPRUERERIIL, BEOBRELTHTITV, RHFR
 DDIH AL, BB U FRITIG U FRI R M & RS R R oA & L O
CI7R BRI 21TV . @E@ﬁrﬁmh;5%¢%m&bn6%ALu BB RERN
%/ﬂ®ﬁ%%®ﬁﬂtﬂﬁ%ﬁ5bﬁmbéo ‘



3. ERRAUK | |
RAACSEFRER TR L PD-LL BB OIRISEIRR A 20EAT - FRORERT L
> RIS FHI 217 > 7 E 72 BRI OB & T T, -

[ %hi:]
E BRSL R BUIERER (KEYNOTE-181 35) ,
— IR b L TR AR (LSRRI O > B ARTE SRR AR HEAT - BROAERT LK
BRUSERERE 628 (BARA 152f5%&T) 23812, A% 200 mg 3 AMER
(AT TQ3W] L3, ) BEDOHEPMROERSMMN, b3k (X7 )& FEl, F
tﬁﬂe?/vma’c# V/T7hY) Z2XRE LTRSS R, HRFTREETH
B BNEHEEI, BRETETTERARD bW EOBRIICEEL TS RE
Th, &@&ﬁ%@@{ﬁﬁﬁrﬁ%@nﬁa B BN E TERAORE Lk 5 2 L BT
REE STz, EEFMOE B ILSALFHME LIT Tos) w3, ) & &h, TR e
LTEREE N () PD-LIBHE (CPS'=10) £M., (i) RELEBERRG 3GE) ITT,
- EFIBIT S 0S DRERR 10LBY THY, wfnm%@rkwf%$mkﬁﬁé
N R & 2o Ts, :
*: PD-L1 258 L A% (40T, v¢u77~—v&0~ U 2 SER) ﬁsﬂmmﬂ@éﬁcf
B L. 100 2% Ui-{d,

£1 RS ShirBEAFICHIT S 08 DR (KEYNOTE-181 )

R RAE e e -
NS - AN K, p

BERE  BER M (%) -[?;/jac)ﬂ [95%CI] (Rl
FH200mg oy 88 9.3 [6.6,12.5]

CPS=10 QBw- , (%f) , 0.70 [0.52,0.94] " 0.00855
{bEgRik 115 (39.6) 6.7 [5.1,8.2]
21:%&%8 mg jog’ (8152) 82 [6.7,103]

R LR . 182 0.77 [0.63,0.96] *  0.00894"
{k2Eges: 203 g0 [6.1,8.2] ‘
xﬁéﬁ?gmg 314 (ggg) 7.1 [62,8.1] |

ITT ' 23'4 0.89 [0.75,1.057 *'  0.08431%

{L2EgRs: 314 (90.4) 7.1 [6.3,8.0]

Ch: EHERE, *1: il (727, 2off) ROWME (RTLRHE, B 2BIET L LB Cox EIR.

w2 HilE (77, Eoft) RUYARI (RS, BE) ZENETF L LEBR og-rank E. FEAYRE (K

) 0.00853, *3: Mk (F7. Tof) ZEINEFE LB Cox EF., *4: Mgk (FP7., Tofh) #/8

FIEF & LizBY log-rank ME, FEANE (TED 000766, *5: Ml (F27., Tof) BRUHEED (BE L
T3, ) EENET & L7 BRI makimum weighted log-rank ., AEREE (5D 0.00772



—7. PD-L1 & (CPS=10) o mELBECRE 1670 (BAATTHZET) I

BWTUTORERENELNE (F2RUR L ,
éht%ﬁﬁ&%@fﬁ&< %%%t%ﬁﬁ%f%é

#2 ;ﬁﬁfﬁ riﬁiﬁ' (KEYNOTE- 181 HRER)

Tk, HAMTERIIERTRE

(PD-L1 Btk (CPSZIO) POREFEOBRE, RENRATER)

47200 mg 7=t 375
Q3w
(85 1) (82 7)
FfE (A) 10.3 6.7
o8 [95%CI] [7.0,13.5]) . [4.8,8.6]
. NF— R 0.64 j
[95%CI] [0.46, 0.90]
cl: F%ﬁ[zﬂﬂ * 1 JE5 Cox LBl — REF A & BILFHRE L Ok
1004 - - | ! :
3 o
5 10 S
- ) . E‘ -
5 -
% 50 - , f syt
i ) H i :
10 4 ;i | |
‘ : P : ; : P a : _+
0 T T T T T T 1T T T T T T 71T 1

Number at risk

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

#A#200mg Q3W 85 79 70 56 51 43 40 30 27 21 11°7 4 3 1 0

{LEABETE

82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1
1 OS® Kaplan-Meier fi% (KEYNOTE-181 3%8)

(PD-L1 Bt (CPS=10) HoRFELEFEDBE, %Efﬁﬁ‘l?‘;ﬁ@ﬁ%%)



[Zodfi]
E RS E B UERAR (KEYNOTE—ISI HER)

PD-L1 BBt (CPS=10). ﬁ=o%¥iﬂif®$%ﬂ_mvc HEESITIAKIRE 81/85 5
(95.3%) . {LEEHRULEE 78/82 0] (95.1%) 8B bh., BREL ORRBENFETE
RUVWEEESII. ThEh 558551 (64.7%) BU67/82 41 (81.7%) g bhiz,
PRPAOBETREE SN SUULORERIZTTREDO LBY Thotz,

#£3 WO TRENAN mw..taﬁu#m (KEYNOTE-181 35) (’f:%&ﬁ%ﬁiﬁtﬁﬁ)

BENKSE (SOC: g (%)
System Organ Class) - AHNE oegiks e
A5 (PT: Preferred Term) 85 8241 .

(MedDRA ver.21.0) < Grade Grade 3-4 Grade 5 2 Grade Grade 3-4 Grade 3
QEIH’F_REI 55 (647 19  (22.4) {1.2) 67 (81.7) 32 (39.0) 2 (24)
I S

# 1 4 @n 2 @24 0 22 0

FEEMELT P RRIUDE
>

13
(5.9) 0 17 (07 1 (1.2) 0
1 (134)

. 0 0 9  (1L0) 0
(11.8) 0 0 16 (19.5) 0 0
(8.2) 0 0 5 6.0 0 0
(5.9) 0 0 9 (11.0) 0 0

(=]

H ﬂﬂtﬁiﬁ;#ﬂi& 1 (1.2) 1 (1.2)
Emﬁfci&iﬁa _

17 (207 7 85 o0
0 22 (268 10 (122 0

‘ 1.2) 0 0 28 (34.1) 0 0
g 4 4.7 0 . 0 6 (i) 0 0
BER BB EE 2 @24 0 : 0 5 7.3 0 ]

o5, AR YT IR 8 5 (0.4%) | BEDRMIS (Tl A
6



RARIE, SORSHEIREGRE, STTH, ERAES) 16 (1.2%) | MHEREE (¥7 -
PSR L— RS 2 51 (2.4%) . FFHSRERZE 9 5] (10.6%) . FRIRIBHEREIEE 741 (8.2%) |
1| BUEERIE ] (1.2%) . 578 - BESCESRAARAE 1 61 (12%) R infusion reaction 1 i
C(12%) RBO NI, Fio, KB DB  BEOTR, TERARERS, BT
felEE, RBERE (RCHEEEL%) | Bk, EEGEE. Bk - Mg 5
Yoo, Dk, MBRERAEER, BELMEREE GuEti MR ESEIRE, B
MMERm, RIS, SEURES) ROHEIERD bhlhot, REERRERER
EEFS (RRREERNIED) 2EUEHERLRT,



(A - HE]

AR OBERIEMBEETALRHALEY I ab—aic kb, K4 200 mg %
Q3W. 400 mg % GRMIKIE (LT TQ6W) &\ V5, ) Xix 10 mgkg (AE) % 2:8EM
Mg (CAT Q2w &), ) TRELEBOARIOMETEERRNEINT, TOHK
R A7 400mg & Q6W TR & L JROFKDOEFRRIEICBIT D FHMFHIRE (CIF
TCugsl £V, ) 1L, K 200 mg & Q3W THE: LIIED Covges & BT 5 & FHE
e (T&) . £, FH400mg % Q6W TR E L= BOAH OEFIIRIEIZ BT 255
MEPEE (LT (Coaresl £V 9 ) 1, £H) 200mg 2 Q3W TS LIZEED Coass &
H#LTRIEZTRT L FRIShZ L 00, BARABFICSHWTARESRER STV
B - AR THD5H 10 mgkg (BE) % QW TIHRE LIBED Couss & HollE U TIEAE
AT ETFHSNE (TR . EbiC, BEMEQERH L XRICEH 400mg % Q6W T
Be5 LIS ELERER (KEYNOTE-555 RER) & 0 18 iz S2MEIC 55 < SRmmhie <
FA—FIR VI b—a L TFRILEZEDEIE AT A —2 LIFEEILE (TR,
Nz T, EHROBBIZBIT 2 BRRBEIRICES S, ZHOREER & it 0deait
L OBEE R AIRERIGE T ASEE S, AF 200 mg &2 Q3W XX 400 mg %
Q6W THE LIcFRORER L FAMEIIESM L OB > W TR SRR, L
FLORE - FEOE THEMELRVELEICHERER TN E FRIS N,

%4 RADEMEINE AT A—

Cmnx Cavg Cmin Cmax,ss Cnvg,ss Cmin.ss

Atk - AR {ng/mL) (pg/ml) {ug/mL) {ug/mL) {pg/mL) {rg/mL)
200 mg QBW! 50.1 279 18.0 92.8 504 30.9
g (58.5, 59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) | (49.8,51.0) (30.5,31.4)
123 324 10.6 143 50.7 203
;
A0mg QW | (159 194) | (320,327 | (104,108) | (146,149) | (50.1,513) | (19.8,20)
400z Q6W 136.0° 14,98 '
(EAE) | (1356, 1364) NA (144, 15.4) NA . NA NA
220 124 119 428 779 197
t )
10 mgkg QWY (918 993y (143, 145) (117, 121) (424, 433). | (276,282) (193, 200)

1:1n=2993, 100E DL I 2 L—i3 ML Y RH S BMTEIEOFRIE (2.5%/7,97.5%50) | Cmax : AEH
HSHEOBEHMEPREE, Cup: MERSROESMBPME. Cun: FIEESE (B 202 H57) ORELE
EP}Y%E\ szx,ss . Eﬁ'ﬁﬁ_ﬁ&:i’ﬁi‘j‘bﬁﬁm%qﬁﬁﬁ. Cavg,ss : Eﬁ'ﬂfﬂE}Cﬁlfﬁsﬁﬁgmfﬁ‘Ffﬁﬁ\ cmin,ss H Eﬁ";ﬁfﬁla
BT BRI P

1 S6 PIDESIERIE (95%IFHREIE)

§ @ 41 PIDETEHE (95% FHIRI)

NA : B2 L




4. HEERIZHOWT

AF DSR2 BE BB - FEL, ziiﬁuoa#iffﬁ_qtDE%&&M’E%%%@%LL
BrTw T 5 2 & BRUERED, BTOO~@0 T~ TEmi T HRIZBWTERTS
NEThHD.

@O HWRIZOWT : '
®4~T?®(D’v6)@mfnbu&%Téﬁﬁfké &,
(1) BEAEFEMRENEET 25 A BFGEESILARRS (%‘B‘EH%Z‘J:}U"‘%ﬁ%%ﬁF B2,
, HOm A A HOEEE IR, HURAS A B EmiR &)
(2) FeEHEERRR
(3) HLERTRAERIEET DR ABFOREEME (B AR ﬁ@?%?aﬁr Pe. 7b>}u=4‘ﬁﬁ%
WHFR, B ARIRESHEERERR &)
4) FR{EREELREL. %%‘ft’??ﬁi@&ﬂﬂ%ﬁIR&i%ﬂéﬂﬁq—&ﬁi’iﬁﬂﬂﬁZ@ﬁﬁﬁﬁﬁfﬁ
AR BEHEIT o TV DR ’
(5) #ﬁﬁﬂiiﬁﬁﬂ&&ﬁmﬂbﬂﬁo)ﬁﬁnﬁﬁﬁkwZ)EHZ!%ﬁo’Cb\Zaﬁfﬁnﬂ

D2 AUBOIAEER SR RERS ORI R AL ERE o >ER (FE
DWFRANCHY T BIEN) 2%, UHBIR OFANCHT 5 RORLH & L‘Cﬁﬂﬁé
nTNB L,

#

o EMAHFEREEUEDTINELIET L BIZSHEU OB ABROBRES
' TFoTWBZE, 55, 2B EiL, RAEYREE T & LEBRKEEZOHHES
ToTWnAZ L,

. Eﬁfﬁﬂﬁm%ﬁzﬁwwab}fﬂ?%ﬂﬁ' Ltk a(iéffb%%ﬁ@be%%ﬁ{ﬁ%airs
FEL L DOEIERARZOEREZT-oTWNA T E,

o EMRFRER2ECTHBHERE T LI RITAFULOBKRERZALTVD
&, 9, AEL T, {ﬁﬂﬁﬁﬁwﬂnh%%ﬁ&%%ﬁ@ﬁ{t R O ERERBFE
- AToTWB L, ' ‘

® Ff‘ﬁl"lwléﬁﬁa'f??ﬁ%‘ﬁ@ﬁiﬁﬁﬂi:ob\'c ,

ERLERERCAFT IELERRBE SN, BECENSOKRER, FHHHE - &
SHEIENFERORTEL CEMEIOT 2 FRES AEFRIRAE LT_%AOD%E‘:’:
X, EREPLHILTONLBHIBE-TNDHI &,



@ BHWER~OHRIRITONT

@-1 Hag Al B 5 EF
ﬁﬁﬁ%ﬁ%%wiﬁtmﬁmm%ibt%k2Mﬁﬁ SRR OT, MBS L

EERERIC BT, 563 L BIER IS UC A HELR OF CT £ 0R1EA 0@ MIC N E
RBECHERPBY BRIB LR, EH IS TiERERBE-THE D &

@-2 EBRAETFHIC L AEHEFENSICET 2 B4

ma»ﬁh%b%%%%&ﬂ%&o&%&ﬁféEﬁﬁgﬁmwwm% &)/7
FEBEERDR Y U —=2 F RITNEIRE & 8% 54 TF 55— ABERAH A E
BERTNBZ &, 2B, BEELICSNT, BABELZORRICHIICEMESNT
Waz L,

@-3 BlfEA OB RRSICELT ,

BIFER (RIEMEMEEIC L, KIB% - Bk - EEO THI, BIETS - FFRL - T
BREEREE - BT - ELMEIEE %, WHEET (ROFMEMEERSE). AOBRE (F
MRS, PRGNS, BITHRAERE), | BURE, 305 Mk, Mk - B

PRI, MEde, EEOREESE (TEMERBREAME, REHEIRERR, SHL

B, BHRMEHEE). infusionreaction, MM - s, BEEMBEIE, MHREE (¥FT1 -
NRU—FEERE) | Dk, BEAMKES RN D/IMURDIEEIDR, Bokgm,
FREFEREE, WERRIERES) . MEREARERE, BS) KR LT, YEHERLERE -
TSRO EMML L B 5 ER LEE L RIEAORE-PISIZBE L THEER B2 T
TEhBRMEHBHI L) | BELIEIRLENRTE 2 HHAE-THD I L,
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5. BENRLRHBE
[H$hEIC B 53] , | ,
No) (LA FEIE 5 A+ PD-L1 B (CPSZ10) DIMEEIRAIERES - BROAKR
L EEBOBRE BN THREOEERTREN TS,
TR, GSMAAfu)zv7(ﬁh%ﬁ&z)®:/ﬂfﬁ/ SHTRE (R
1m1JmanWMmmxfﬁ:D ERWTRIETSZ L,

C)Tﬂk&%f%%%Lﬁ#éﬁﬂ@&%&@ﬁ%ﬁ&homfﬁ xﬁwﬁ%
B ERTBLT, FRI OGRS LB,
o (LFEEEROBWEE
o FiF ORI
o fhooEMEREER L OFER

[ZeMic @3 2FH] : '

@ T@LMéTéﬁﬁkomrmxﬂwﬁémmuaéhrwé Ehe | BEET
bRz &,
. Xﬁmmﬁmﬁbﬁﬁﬁmﬁﬁﬁwﬁéﬁﬁ

@ %%ﬁ®ﬁﬁKHWTTELM%T6$%LOWTmI$ﬁ®&5ﬂﬁﬁéﬂﬁw
R ORBEERERA R VESICRY . MERAHZERTII LR EETE S,
o HIEMEMRBOSHIEBETFOHDBE '
s EEESRE THEEERY 3 BE R OVEEMEO BRI A S m P it 4
%@%kﬁfi%k#ﬁ&ﬂé%ﬁ '
. EaﬁrﬁﬁwAﬁ TUBAER R L < 1RO B SR B OBARED
D HRE .
. JERBRBEE (SRR EEEET) 03%6%%‘
. REOBRRAMERETSEE '
. ECOG Performance Status 3-4 #P > B%

{1} BECOG 0 Performance Status (PS)

Score | TE#%

0 | BHERLEHTE B, Feoin & 1A U B F AT AR <fT X B,

RRRYIZIB LV EINRIR S hv a5, BITATHET, Hﬁf@%’(“ﬂ%o TOERIITIZ L 753'('% A,
B IREE, TSRS

lua o —_

TEehiAS0EOEYOIE LTEEY, HPO S0% EF 2y FAFTRST,

2LV, BHOHFOEY O EEETERN, B2y FIRFTEIT,
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6 BECBRLTERTREEE

O WASCEEIDMA . MERERAE PR 2 HBF T E S EFF O R CBEIER
RO DITHERERE T DB LU THLERT D Z L,

@ FREBAMCIEN D, BEXIETORBICHIER a2 +OH L. Ha%%
THrLEETDI L,

@ I&M¢%®7#/%/bgowf

BB 5 b b5 = L 2305 DT, RFIOBSI i o CIt, M
KBS, MR, BOKE) OMRBRERUIWE X SRECEES, Bar+
SIATH T &, Fie, BECSCTHEE CT. M~ —b—S0RE 2 Efid
2ok,

infusionreaction B 5> B Z & H .5, infusionreaction B3FRD L HEIC
i, EEARLEEIT O & &b, ERAERT S E CAEORIES +HIcHE
+5z L,

PR IRHEAEIEE . TRAKERER CRIBBIERER LN Z LRHED
T, AFOBREBEARR OB SHM T ESRIC NSRS (TSH.
T3, #fff T4, ACTH, M =AF—VEORE) #EETDHII L,
BUERTZ. FRE, FPMIERE, ik, BEESABHODNEZLAHED
Ty AFOER SR AF R ORE Y ILEREICATERERE (AST, ALT. -

GTP, AP, EUNEVEQHIE) 2RETIZ L.

REHER (ICERARWICEERERE2ST) SOBRRBEERDH LIS -
_kmﬁémr EHNOICIBOEFOFEEMRT A &, Tk, IRORER
RO LB EITIE, ﬁ@ﬁ‘ﬁu@ﬁ%@%;&w'ﬂ'é LOBEFIRESTDL,
Kﬁ@&%kxb\@ﬁmﬁrﬁm WEET 3 & &2 bh b ie RREORHE
BHobhdZeMdHd, REFPBDONEEEICHK, BRLEFRIIG LK
PR TR L R R O IR L B L OISR BRI 1TV, BEDRE
BB L B RUERBEDN A HAITIE, AR OREX L, RURIBRER
NEVRIOREEEFEETDEI L, B, BIBHEFRLEYOBREFIZL D EE
R OBENED b RIRVIEEITIL, @%&ET»%/uﬂmﬁrmﬂﬂwLm
bEETIIE,
TEMET &, BOBER 80 HER LTﬁ\BﬁlH’ﬁ)ﬂﬁ:%ﬁﬂ'é & 73%671&5 _
RA DB SR TR bEHER ORBRICFI EET B 2 &,
| BUERR (BUE | ZERB 2 ET) Bhbbh, ERFEES b7 F—
KEDHZEBHDHOT, AB. Bl BHEEORERDOERCMFHED LAIZT
SERTH I &, 1 BERFENRELbNLEGEITREEZPIEL, AR 7
FloBGEOBENRNBEITI 2 L,

@ ﬁﬁ@%%ﬁ%hkwf'&5%##69@%%%1%@&@&%& ToTWED
LEBEI ﬁ%&%@&m%%h@@ﬁﬁfﬁ%@ﬁ ﬁo_&
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