Ly
EAEEIR 122055 &5
SfTE 128 20 A
# oE F B
| MEFRET |[BEEET R & K
¥R KX

BEAZBHEEE - AEHAEREXLFEETHERE
( & H & B )

_RATrY AwT (ERTREL) BROREERKEET A K74
v (B, SEEEYE) OERROEBEREET A K74 G
A, EMEARE, FHRNETX U o, RELEER
VEHE~A 70T 74 FAREE MSI-High) 2575
EHEE) O—HEZ2WT

RFMEOER & hEOEAITE 2016 (FHE284F 6 A 2 HEEBRE) LBV T,
BEHERSOFEROEEMEEZRD Z L PEVIAENE I EE23T T, E
FERES 2 B HERBFITERT 2 DI REEREET A F7 4 o %1F
BT B2 ELTWET, . .

SR, AA7u)zv7(ﬁh%ﬁﬁx)iﬂ(%%ﬁ XA F—F BT
T 20mg & OVRAEREERE 100mg) 12OV T, B B OSBRSS I L TE
AT 3B08EEEY, ThZFnRo LBV REERHET A K120
TRV ZEEHELEDT, ZOEMCE > T, ATA F7A V2OV THE
Zansky, EERNOERBERCERICHTEMERBENLET,

Fio, AT r Y X7 (@aTHBER) 8A RFEAL A PL—FRE
B 20mg R UM ARERRVE 100mg) & FE/NiERaME, BERANE, TR X
YRR, RREFERVEEE~A 27037 54 PAREEN (MSI-Hi
gh) ETAARECE L THERTABEOEETHRICIOWTL, (a7 al
w7 (BEFHE#EZ) HHOFEEREETA PS4 GR/hafiE, &
WEEE. FHARTELY VNE, REFRERUEBREEA 70T T4
FRZEM (MSI-High) 283 3EFE) O—HREIL2NTI (G0
JEAE 6 B 6 AT ERAIREESE 0606 55 5 FEAFHEEK - ARFEREERE



EEHREEN) KLV RLTERL BT,

S, AT Y X7 (BRETHEER) BAORMEOER LoEER
Y bl o EEITN, UEAA FIA %, TRTRIED & 381 BEN
ELELEDOT, BENOERBEROERCHT3Em2BENLET, &
B, WEROBHEERIEES A T4 1L, JIRBEOLBY TF,



B

FE/ARIE DRE R FAHEE N A ¥ A > OUETEN AN EFR)

(1) BEABBXENEET 2BARRERENLS
JRPEEE  (FRERT RS A RSB ML 2R [Sm
HR 23 A RS FOE M IL R, HhIk A3 A B
Wikt E) (EfxFET A 1 ARG : 436 fi

)

(2) FeEtaBmbe (CERR31 448 1 & 186

HEFR)

(3) #MENBRMENEET 2BARREERR
(BN ADREEIEERDE, BALEERER
FFERR, DS AFREEMEE R &)

(4) HR{LFERERZRBL. SRR EN

B 1A (b EREEINE 2 Ok AT

FZBBEEIT TWBHER (ER294FE7 A

1 AR : 2531 HEER) '

B [ A AL 5 R R AN B D 5% L HE LA
5J='tlj%:ﬁoﬂ\25h (Ef 207 A1

(5) #L

i B
RY - (THREFERD) RYAN—D (BRI BRERATER)
19— O ERICONT 19—y | O MERIZ2WT
D-1 TFE® (1) ~ (5) OWFhcEyT | @-1 FEe (1) ~ (5) ovThic#y T
HMRTHDHI &, LR THLZ &,

(1) EAEFBKENIBETSRABFESEILI
ﬁﬁ%(%ﬁﬁﬁﬁhﬁﬁﬁ%Mﬁrﬁ
Hdm A3 A RS BRI SR R, IS AR
ﬁﬁ@&)@%@m@4ﬁ1ﬁﬁﬁwﬁ
HiE%

(2) fsEMRERIT (CERK29F6-8 1 BIR : 86
i)

(3) HEFFIRMEISIEET D MR A B EEEERRE
(B ARFESBIEEREE. SADRIEET
1B, D ABEOEEHEER e L)

(4) ARFREELPRE L. SR(LFEEM
B ISR ERIENE 2 Ok BT
BBBEHEEIT> TV DHER (L2847 A
1 BRRA : 2540-H7%)

(5) MEMEEEALSEBENAOMREEICFR
BIEHEIT>TWBHER (R 284E7 A 1




ABFA ;1287 R

B - 1290-JiE%)

20— | @-3 EWEROZUTeRHRIZELT 20— | (3@-3 RIFRAORZWPRICELT
BIVERE (BEMMERICING., KBS -« /DBE - BIfER (MEMMERAICMA, KBk - EEOT
BEEOTH., FSRRE - EERE R, M Fi. FPHSBEREE - TRILMERRE 2, BHEEE (R
BEE (RMFHEEERE) ., NowEE (FRE HERMEMERRE)  IWES (TRESEREE.
BEREREE, FURIRERGEREE, BIEHMREES), 18 RIS REEE . BIEHEREEE) . 1 BHERK. &
PR, 5D IR%., T - MBUHRMREE, B, EIHIRK., Bk - BRCTREE, Bk, BEEOK
BEOREES (BERIEIRIEGE., S, JEMEE (BSHIKIREGERE, £, HXEE
HRAIESE) . infusion reaction. A% - BEREZ. %), infusion reaction, %% - RS, EAEMF
BEEMEDE, HRER (X7 - N L—EFER ., MREE (F7 2 - N ERERRE), L
£). LEgk. EEMEEE (GREgiE /MR R, EREDNWEESE (Cof M i/ MR 14555
PREREER , WML, IRIFRRES, WRRIERIES) | Jm, WD, RIFERE, EERIERES) ., MER
MIRF AR, BE%E) LT, MEiEikX BREGER. M%) o LT, YEER IR
IR ERSEOEMMEE T2 EM & EE L BREERME OB EH A EM BB L (BIE
(BI{ERA ORZETCHRICHE L THRERUNEE % BAozex e L THRERVTELZS T O
TonaRECHHZ L), ELITHETIROLEBNRT HEMFTHDZ L), ELICHEYRNENRTE B
ZDEHNESTNWDB I L, HIRES>TWVWB Z &,
23 - 6. REICEBELTERTR&HIE 23 R— 6. REZELTEETN&HHE
(@, ©® m @, @ ®

® ERBWERD<RI AL MTOWNT
« MEMEHEERHLEDNDZLBHEZDT,
FE|DEET BT o T, FIHER (B8,

® EREWEAOSRI Ay MTOWT
s MEMMKBRHLDNDZERHDDT,
AR O FIZ 7= - Tidk, FIEEER (BT,
FEIR FRIEE, RIREE) DORERRE OITER X Rtk

PEOR R, ) ORESRR UWAES X #RE




(1)

DEME, BEET/ITIZ L, £, &
EIG U CE CT, MiE~—h—%ORE
EEMTDHZ L, '

infusion reaction BHHPNB T LW H
%, infusion reaction 253 b /-IEEIC
W, BB AT S L &bz, IR EIE
TAHETCREOREL +SICBRETLHZ L,
FOR RS RIS, THREBEEEE R CR B #
EEEENH LA EBHHDT, KR D
B 5 BAH R R EHE I ESNIC S
WwhkeeikE (TSH, UeMfE T3, UFHE T4, ACTH,
mearVF/—NEOREY 2EHT 5T
L,
e S B LEIBER B b bbh b Z &
BB OT, AFIDE 55T R CRS- 1M
PILERIEICIFBEREIR A (AST, ALT, y -GTP,
Al-P, B Y VEVEORIE) ERET AL,

OFEEE, BELDITO L, £k &
BICK DTS CT, MiF~—V—%DRE
BEETHI &,

+ infusion reaction BHHLPLNDZ LD H
%, infusion reaction 2ER&® LB EIT
I, EERREETT D & &b, ERPEE
THECREOREE+HICHETHZ &,

s FRIGEEBEESDDONDHIZERH DD
T, AF| O 5-BIART R U S 2R 12 EH
AW BRI RERR AT (TSH, 2R T3, bEHE T4
BORE) 2EHETDHZ L,

o FFBEEEERHODLRAZLEHDLIDT. A
Fl o E5-RRLaRT A OB LM AL ES I
FrestemZE (AST. ALT. vy -GTP, Al-P, E'V
NECBORNE) ZERTHZ L,

(&)

EMRRBEOREEBEET A R T4 L OUFTER GhlExER)

B 5
BYR— (TF#RERIBRE) By (B IHARERHIER)




O-1 TP (1) ~ (5) DVWFhNCHEET
DR THDHZ &,

(1) EEFBRENEET 55 ABFBEEEILS
RS (EREM RS A BBROESHL SR,
HII DS AR BB HL AR HSRAS AR
bt &) (BT HFET A 1 BRI @ 436 fE

) _ ‘
(2) #5rEsinemls (P31 48 1 HRFR : 86
Hgx)

(3) HEFRMBENIEET > BALEEERR
(BARFOESEEERR,. PABEEED
FIRbE. AR TRESHEERR L &)

(4) ARMCEREZEZHREL, AR bEiEEN
B 1 IS S b SRR E 2 ol A HEl
BBBHEF>TWBHER (L2947 B

1 ARFA : 2631 fliER)

(5) PrEMEEAIA T EEME O MR ENE I/
LREEIT>TWAIER (FER 297 H 1
F ¥ : 1287 fEsR)

®-1 TED (1) ~ (58) OWTFhdZizYd
BIEFRTHDZ &,
(1) BEEBBRENEET 3B ADFEENS
TS (HRENTIR DS A PE IR,
HUSR 25 A SS ROE IS ML sURBE . MU AS A28
R/ &) (Pak30-4F4H 1 BiER : 437
HEE%) -
(2) WrEmebmle (ak 204868 1 ARG/ 186
HiE%) ,
(3) MEFREFSIEET DM ABRELEFT
(BABFEERERE. BABREED
TRBE. BADFESEEERRR )
(4) AREFREZEZREBE L., sdibiEREN
OB 1 USRI SEAREINE 2 ORI ET
BB EIT> TV AR (TR 2845 7 A
1 BREA : 2540-56E5%)
(5) FREMERANSEERINE O ELEICHE
 BRERHETo TV BHER (ERL284ET A 1
BB 1290 Hi5%)

16 ~— 3

®-3 BIEAOBEAISICBEILT -
BIFR (EHADRBICME . K% B -
BEDTH. FFHERE -
BE (RAREHENTRS) . AOWEE (TRk

TACMERRE g6, B akhE |

16 _—

©@-3 BFAOBERHRICELT
RIFER (MEMEMRAICMZ, K% - BEOT
A, FTAREIETE - B LIEIRE 26, RIS (R
MEREEERS) . WAOMEE (FEEREESE,




REIRTE., FRRREREE, BB ReERE), 12
FEIRAE, 58D ER, B - B RARE, B,
BEOREEE (RERRERRE, 2K,
MERAIES), infusion reaction, BM#% - BEIEZ,
EIEFHEE, REE (X7 S —EER
), Dk, EELLERESE (S&EE L/ Mg
PESESER . WL M, FRIFERES ., IR ERAESS) |
MERERIEGER, S KL T, YEZIERX
R E RSB OB A A A ER & EE L
(FEEROZE-eRIGICE L THERVIBE®
THNBEMHICHAHZ L), ELICENRAENT

ORI EEREE, BIREREES). 1 3RA. &
ED IRk, B - BRHRMBE, MR, EEOK

JEEE (RERIRIRERR. S, HREE

#:). infusion reaction, AM# - BEIEZLK., EED
HEFE, MIREE (X7 - NL—EREES), O
o, EEZMEES (SofFtkd/ MR R
A, IR, ARERRE, MIERIERES) . MK
REERME, %) o LT, SRR
BERSEOEMMELFTIEMEEE L (BUE
FAoZWr-er Gt L THRERUOXEZZIT O
BEREICHDZ L), ELIZEDRAENTE 54

EHBHBESTNEHI L, S TNWH T L,
18 R— 3 6. BEIZELTEETNXEHE 18 R— 6. HEWIRLTEET~EEER
@. @ m) @, @ )

@ ERBWERO<XT AL MZ2NT

s MEMMEEEHLLNDZLEBRHDHDT,
AHIOFR 512 T o TH, WHIER (B8,
FEIR ERIEE, Boukes) ORERE O X Mg
OEES, BT +HITTH>2 &, £ &
T CTHE CT, MiF~—b—%ORE
REETHI L, ' -

» infusion reaction BHLPLNAH T L H

5, infusion reaction MR LILTEEHEIZ

@ ERBHEHD=RT ALY MZ2WT

» MEEMRBRHLONAIENHDLIDT,
AREFN DR 51T & T » Tk, FIHUER (BT,
REOR R, RUE) OREFREUMER X B E
DEEE, BEER+H/IITO>Z &, £z, &
B LT o1, MiE~<—h—F0RE
EEBTDH L,

» infusion reaction BHHbNB I LB H
A, infusion reaction B LNIHEIT




i, EEIRAEEIT Y & & B, ERAEE
THAETCREOREZ+LICBETIZ L,
o FURIREBEREE, THRABERER CEIE#%
BEERHLLNAZLERLAOT, AHD
B EBARI R O S M I E IS
BERRAT (TSH, 7P T3. &8 T4, ACTH
M aF — L EORE) 2EETS
& :

« FRESEEREE, TE(LEEREE LR H b B T L
D38 % O T, AR DR SBRIREIR TR 5
I ERRICAFEEREIRZ (AST, ALT. vy -GTP,
Al-P, B Y N EORIE) 2FEMETDHZ &,

(&)

W, MERALEEITS & &b, ERAER
THETBREOREZ+DICEBETDIZ L,

o RS REEERL DRI ERHAD
T, A O ¥ 5 BEART R O 51 E i ER
AV BRI REAR AL (TSH. 428 T3, JERE T4
ZORE) 2EBTHZ L,

s FFSREEERNHbDLONAZERHIDT AR
Rl O 5 BALARI R U8 S #1/M I3 EHEc
FFHSRERZ (AST., ALT. y~GTP, Al-P, E'Y
NEVCEDORIE) *EBBETDHZ &,

TR % ) D REERAMET A K7 A o OWETERT ik ER)

¥ - =] :
BYR— (THRESIERD) Y= (ER VS BREREI )
50— [Zaxit] 54— [Zaxtk] |
EFRILFZE T4EER (KEYNOTE-087 ) EFRIE R L HH3ER (KEYNOTE-087 BER)
(&) (%)

ek, MEMMERIZ6H (2.9%), Kigdk - EEF
DOTHENE3H (1.4%), #HEEE (7 - A L—
SEMERESS) 1314 (0.5%). AFESfRfE =1L 84

k., BEEMERIZ6H (2.9%) . Kigxk - BEF
OTANL3H (1. 4%), #REE (X7 » N b—
FEMBES) X1/ (0.5%). FFsEmE=E L84




(3. 8%) . FRIREERERRE T 20 41 (13.8%) . AHHK -
AR AR AE 1L 2 41 (1. 0%). Infusion reaction
W17 B 8.1%), SESEERIT 26 (1.0%) KU
DRI 1H (0.5%) TROLNWE, £, EE
DEEEE (REHEREER, £, EHX
RIESE) . TEEMEREE. BIEHEEE, |2
A, EiEEEE (RIEMEHRFTRE) . B,
EEMEAE, ML - SR, St/ MR
PEARBEIR PR I R ORZFERBEIIRR D b7z
Molo, ABRMERARERIRITIEEES (FRREE
EEEZEFl) 2ELEERYTT,

(3.8%) . FAIRsREErREEE T 20 4 (13.8%) . fHk -
R EMEAENL 2 ) (1.0%). Infusion reaction
176 8.1%). SEIELIT 24 (1L0% RV
DRI 1H (0.5%) TR LI, £, BEE
OEEEE (REHEIEEERE, 2L, HX
FES). TEEHEME, RITHERE, 135
PRI, EREEE (RIEMEMEBRSE) . ER,
EREIESRE, WK - BEEs, sapete /MR
PEEERTR ., MR & CORIFERE D b i
mofe,

62—

D MazRiz>W\T
DO-1 TFEo (1) ~ (5) OWVWTFRNCEET
AR THDHZ L,
(1) BEAFBHXXENEET 20 ALFEENLE
FEheLE (EREAT IR A RS HOEE L SR,
HIS A8 A BB B S ML SR B, HURAS A0
Fheir &) (TR FE 7 H 1 AR : 436

)
(2) fsEfRembe (FRK314E4H 1 ARFA (86
HEFk)

(3) HERRMBPIEET DB ABREEFG
(BABFESIRERR. PSABREED

6 ~—

D HERRIZ2OWT
-1 TE®D (1) ~ (5) OWVWThITHET
AR THBI &,
(1) EABHRENIBEST HBASRESBILI
RS (BRENF IR ARG IL AR,
MR AS AR HGE S HL SR PR, IS A B2
Wkl &) (EEk-80-FE4-H 1 BRA : 437
(2) %eEMRERE (PR 29F6-H 1 B @ 85
HER)
(3) HMBERRAMESIEET DB ADRELERR
(BRABEESEEERE. BABREST




TIERE. BABFOEESHERE R &)

(4) ARICFRIEEELRE L, ARCEREM
B 1 OISR ZERIEINE 2 O MR HHEIC
RO BHEIT TV (ER 2947 A
1 BHF : 2531 fiiRR) '

(5) HiEMIEEHLFEBEME O RELE IR
SERHZIT>TWHHERR (FR20F7A 1
FIBF A2 : 1287 JEAR)

FIRBE, PABREENEERER L)

(4) #FfbFREEERTE L. S {bFREM
B 1 sk b mRiE e 2 ok
HBREEIT> TV BHER (ERK 2847 A
1 BARAE « 2540-65%)

(5) PIEMBEEAIL G EEME Ok BT 6%
BREHEIT> TV BIER (ERL28ETA 1
H R 1200 HEER)

TR=Y

@-3 EFIEAOBERHICELT
BIVER (FEMMERICML, KIBE - NBE -
BEEOTH, FHEESE - BEmEERL, e
EE (RMEMEEERS) . NOWESE (TEE
PSRBT, FURERESREREE . BISHRERESE), 148
VERA, S & DR, Bk - BIBBRARE, B,
BEEOKEES (KEMIEIRERE, SHAH,
YEFAIIESE) . infusion reaction. NS » BEREZS.
BEEGENE, RS
%), LER. ERRREEE (Gt Mg
VESRDER, YEMPER 0, FREFERES., ICTRAERIES) |
MERERMEEM, BEE) LT, MEERXY
IR ERSEOEMM 2 F T S EAM L EE L
(RIEA ORZBTOXHICBE L TIRER VOB EZS
THNDEHFICHDHZ L), ELITHETRLENRT

(5> < ALl |

TR—Y

@-3 EIEROZET-CHINICE LT

BIVER (RIEMRRBIZMLZ, KEL - EEDT
Fi, FrigseissE - i {brkIRE K, BHEEEE (R
HE M EMEERE) . NOWEE (TEEREREE.
RIS RERESE ., BIBHERESE), 1BERKE. &
EHIRER, BR - SIBRARE, R, EEDOR
EEE (RREAIRIREREE, SR, JRER
%). infusion reaction, FM# - BEIELR. EHEM
HE, HREE (F7 2 - N—EREHE). O
sk, BEGMKEE (Gt Mg wiRn
. BRI, FREFERE, EIRNERES), MK
BRIEGER., BES) X LT, YEHHRXILE
BREFSEOBEMMEL /T ENM & HE L (BFE
Aoz NcE L THRERUVXEEZZIT LI
B&MIzHD L), ELICHEYIRNEBNTE B




EZAERHINRESTNARZ &, HIRE>TWBZ L,

92 6. JEWLBELTHET&FIE 9 R— 6., WELEBLTEETREHIE
@, @ 1) (@O, @ I

@ EREHERO<EXRT AL MZ2OWT
v BEMHEABARL LA EXNHBDT,

@ ERBEHERAO=RY AL MZ2WNT
s HEMUMREBEHBDLNBEZERHEIDT,

- ARIOBRFI BT o T EEER (B0,

DR RISE, EIRAE) O R U X BIRE
DEES, BEE+RITHIE, £, &4
B UTHRER CT, Mi~—Hh—%0ORE
FEBTH L,

infusion reaction BdH b DI L1 H
%, infusion reaction 233 ¥ b /-BEIC
W, EEIRAERIT O & &b, EERMNEE
THETREOREZTNICBEETIZ L,
FORIGHSE AR E . T HAHEREREE & U RIE R
EEENHLLNIZERHLZOT. KK
B 5B RT R O S HR P R ESINicNy
WBEREMR AT (TSH, M T3, WM T4, ACTH,
M =2NFS—NEDOHE) 2EETDHZ
& .
FreftefEsE bR E R B H bbNA T &
R 2 O T, AR SRR R O 5 81
HEE BRI T Re R AR (AST. ALT, v -GTP,

AENDOREIZH T - TIE, FIHER (B0H.
FEUL RBE, RS ORERE OB X RRE
DEEE, BEE- AT >k, 2, &
EIMS UTHER CT, mMiF~— —Z0RE
TEMTDHZ &,

* infusion reaction B bbb DI LMiH
%, infusion reaction 2332 b B EIT
i, EERAE 1T O L L b, ERPEE
THETCEREORELFDICEHETDHZ &,

o FORIBEEERNL DN AZEXBHEHD
T, REIOB5-Blaa R O 5- 3 12 EH
HHZELSRRER T (TSH, UERE T3, MEHE T4
LOWE) #EHTHZ &, '

s THBEEERHDONDZLBHDHDOT. A
R O® 5 FEBRIR R EHE P I ESNIC
ITHEaEMRAE (AST, ALT., y —GTP, Al-P, BV
NECEORIE) REETHZ L,




Al-P, ¥ U NE L EORIE) 2 EET D&,

[EFRI RIS M4EFER (KEYNOTE-045 3ER)

(&) . :

rpde. AFEEC, BMEA & UCRIEMMREAIR 10
] (3.8%). KBk « EEDO TR 74 (2.6%) .

| FRRREE (3¢ T ¥ - S —ERRES) 13 1 1 (0. 4%)

FFMRERE T 14 41 (5.3%), HEORBBAKAERETE I 23
) (8.6%) . EIREEREREEIT 1B (0.4%) . E4keE
fEE (RMSHEMEZRE) 1214 (0.4 BV
Infusion reaction X 14 (0.4%) RO LT,
Fio, BEEORBEE (REMNMEREER, 28
FLEE, JERRAES), TRAcHiEREE, 1 AU RIRE,
Bege. Bhoe « PRI RAARIE, EREFMEAE, L5
9. g - BEIRZE, AL D IELE, ArEthi/ R
DUESRETR, IR MR CRIFERE LR bR
o le, ARERRIRRIZEERS (FRER

EERELEL) ¢ ETERAERETT,

()
¥ B OB FNEEN A BT A o OYETEAT A BR)
o E |
W — D (FHEHER) Y- CRIBREREIR)
62—y | [Z2] 62—y | [&&k]

EpEt A& MHERER (KEYNOTE-045 SRER)

- (BR)

R, AFET, BHEA L L THIEMEMERIX 10
B (3.8%), K%K - EEOTHIL 7H (2.6%).
FRIEE (¥ 5 - N RS 13 1 4 (0. 4%) .
AFHSEEREEY 14 51 (5.3%) . FRIRESAEREE1T 23
& (8.6%). BIZTHERRREEIL 14 (0.4%) ., BEHaE
BEE (JRAMEMEMSRE) 216 (0.4 RG
Infusion reaction iX 1 (0.4%) XD LT,
R, BEEORBES (RENEREGRE, 2
BT, FHRIES) . THBEERESE. 1 TUERS.
Eds. fHde - MRS RMBE, EEMSEE, OF
7. e - BEIESR., SO RE, RBEMEM/DRE
APESEEENR . WIS M ORFEREBITFRED b
o i,




7= @ fERIZ>WT 7= @ FERIzOWT
@-1 TFTiEED (1) ~ (5) OWTHMTESET O-1 TFRED (1) ~ (5) DWTNhIEET
DR THD &, AR THB &,
(1) EEFBRENIBET D8 ARFOEHEILS (1) EAFZBREINIBET 2B ABFEENA
e (BB AFIRDS A FREMEIL SRR, RS (BN IRDS ARSI A B R,
HEdE A5 A RS FRE AL R bE, MU AS A2 Hs S A RS B L SR R, IR A S
Wbz &) (SFLEET7 A 1 ARFA © 436 f Wabein &) (ERE30-F4-H 1 B : 437
(2) %EMERT (FRL31F4H8 1 HIFR : 86 (2) fEEBRERb: CER29F6 8 1 AR : 85
%) : HESE) : -
(3) HGEMFEMIENRIBET 50 ARFEEE R (3) BEFIRINBERIE T T 525 ADIRESERE
(BA LIRS TR, BABTEETH (BARTESTETERE. PAREEER
JrEbE. BARIREEHEERE R &) HRVE, BABEEESHEERR e )
(4) HSELFRIEEZRE L, S-S FREN (4) S SRibZEFREEZRE L. S/ bEEm
B TS SRR 2 DiERR A B A SRR EENE 2 ok AL
BRBBHET>TWAMER (FRL294E7 A RABBHEIT>TWBHEER (ERE 2847 A
1 BREs : 2531 fEEk 1 BREFA - 2540-0E5%)
(5) FMBMEEFALGFEENE O ELEIZFR (5) MEMEERLGFERME O EEICSR
BREHEIT-o TR (R 20FT7A 1 BEHEIT-oTWAHER (ERR28ETA 1
A« 1287 HERY) FLBEAL : 1200-H558)
g _— ®@-3 BIEROBZET-CXSIZE LT 8§ R— ®-3 EBEWEROBERIGICEL T

BIVER (FHEMEMERRICIL, KBL - DB -
EEOTH, ITHERS - mmEgr, BilE

BIVER (MEMMERICKA, KBk - BEEOT
A, ITEREERESE - LR . BHERE (R




EE (RAEMEBEMEBTRE). NoWwEE (FTEE
BAERE, RIS, BB, 17
PERFE. 5 E DR, Mk - HNmHRARE. BER.
HEOHEES
HRMIES) . infusionreaction, FH#E « RHMEZA.
EEMENE, PRES (¥7 v - S —EER
2), Lk, BELCMEEE (G MR
MESERER, MR ML, FRZFERES, ERRERAES) |
MERERFEERE, BHF) ZXLT, LB R
I EREE OB AL E T2 EM L EE L

(BIER OBEFRORRICE L THRE R OSE 5
TohaRMicers L), ELICHETDRILENT

(BUBHRIEIREGRE . SR,

FIE RV EMEERE) . NOWEE (TREMERES.
ORI REIES . BIEMREREE) . 1 BERK, &
E IR, Kk - BERUBRMERE, Mk, BEEOK
JEMEE (REHMEIRERE, £ELM. HXEE
), infusion reaction. AM# - BhfER. EIED
AE, WREREE (X7 v« SU—ERES). O
sk, RELMKESE (G MERAEEBE
. WAUPRE ., FREFERES, ERTRIERESS) ., MER
BREGEE., B%) 1Ce LT, YEhR i
MEREEOEMEEZFT2EMEERE L (RIE
RAoOREr-ea el L THRERUEEEZZITON
BERMEICHDHZ L) EHICHIRRENTE LG

XHEHIBESTHDHZE, BB S TNBZ L,
10— | 6. BERCELTESTNX3E 10— | 6. HEZBRLUTHETREFH
@, @ ) @, @ ™)

@ FREMEAOTRI AL MZONT

s MEWHERRLLLNOERHADT,
ARIDRE BT - Tk FHIER (B,
RO (REE, BEE) OREFER OROEE X RRE
DEM%, BEETHATIZ b, Fi, &
G CTHER CT, MiF~—A—SOMmE
RERETDZ L,

» infusion reaction H LB i dH

@ ERBWERAD=RTY AL MZONWT

o MEMEMREBRLLLNDZERHHDT,
ARNOREGIZ B Te o Tk, FIHER (B0,
PR PRI, ) ORERRN OWIEE X BRE
DEME, BEEZ DT I L, 20 &
EITH U THE CT, fiF~—F —S0RE
EEETDHI &,

» infusion reaction BHbbLNBZ L1 dH




A, infusion reaction BB LENT-HEIT
WL HEERABEIT D & &b, ERAEE
TAHETCREOREZ +AEETDZ &,
FUR IR RERE S, T AR & 'R B
BEERHLLNDZZ EBHDHDT, ARD
B RBAT R O EHE T I EHIC NS

WHEAEMZ (TSH, A T3, EHE T4, ACTH

M zapF S = VEDRIFE) #EETSZ
L. i
P eSS FkEBEE R R bbb T &
B B DT, AR ORERsaI R TR EHR
I E BRI AT REIR A (AST, ALT, v —GTP,
Al-P, B UV EEORIE) FEIETHZ &,

5, infusion reaction 23FR& BTG EIT
iE, BWEIRMEEIT Y & Ebic, FERMBEIE
THETREORERHICEBETHZ L,

o FRIESREEERHoDbNDZZEBHLD
T, AR DB & BAAET X O 53R T id E 31
FC BRI REIR A (TSH, HFHE T3, EME T4
BEORE) EEETHZL,

o FFEEEZERHLDbNAZ ERHAHDO T, A
oo % 5-B A7 R O G- 21 i E SR
JFiREEs (AST. ALT. y-GIP, Al-P, BV
NWEVEDORE) 2FERTHZ &,

(%)

BEEYA 20V F 54 bRREE (MS I-h igh) 2ET2EHBED
B FEE Y A RT 4 v OWITET (FIRER)

i) A
M- (FARERIERD) RYA—D (AR AT HIER)
9~— | O fERRiCoNT 9=y | O HERIZONT

D-1 TED (1) ~ (5) OWwWFhsiciEyd
AR THDHI &,
(1) EAFBREREET 2 BRABRESEIRS

D-1 TFiE® (1) ~ (58) oW FhhicgEyy
BB THDHT L,
(1) EABBRKENEET DB ADFEEILS




Tl CERSE RTINS A BRI S .
MG A3 A DR L SR, MUk A BB
Bl d) (SRTETA 1B 43606
®)

(2) HErstembs CERL314E4H 1 ARES 1 86
i) :

(3) HERRMERIEET S M ADRCELRE:
(DBABICEHISERL. BADFOESY

IR, DS ARSI &)

(4) SR mEEL2RE L. /b 3mRiEmm
B 1 XA SRR 2 DR T
FZBBHEEIToCWBHERR (L2947 A
1 BRFS - 2631 fiigk)

(5) HEMIEEHRQ;E N O N1 %
BREHEToTWAIER CER 20474 1
F B 1287 HEEY)

FIbE  (ERIEFT IR0 A BB EOE I SR R,
sk A% A RS ROEHEHL R BE, MUK DS A2
bR &) (ERR30-F4-H 1 iR ; 437
MEER)

(2) wrEmmembc (FK294F6-A 1 BiSA : 86
HEER)

(3) FIEFERMBREET 55 ABEESRG

(BABEEEREERE. BABZRESER
9B, B ARROERHHEERRE 2 L)

(4) AMAFFEBERE L, S/ SFEm
B 1 3SR ERENE 2 OfEsk EHElT
HBBHET> TV DHIER (Fpk 2847 A
1 BERE 2540 5EER)

(5) PLEMEEEA G EEME O B4R
BEEEIT>TWBHER (Fk284ET7H 1
BB 12090-77%)

10 ~=2— 3

®@-3 EBUERORBET-CRIGICEL T

BIVEH (REMMERRICMA, KIBK_ - NBEK -
EEOCTH, ITHeRE - JmImBgR, Bk
fREE (REEMEERRE). ADWES (FEE
BRehEE. FURIRBEERRE, BIRMERES), 13
WERFA, 5 &SRR, B - SUUBRIARE, Bk,
EEOKBEE (REHIRIREGRE, SR,

TR

®-3 EWERORZEeRRIZE LT

BIVER (MEMmESICML, KEBL - BEEOT
#1. FFHEBAEREsE - A {biEARE 2. BHMEEE (R
HMEMELEERE) . NoWREE (TREKERE,
PRI RERE S, BIRHEREREE) . 1 BUERIR., &
E IR, TR - HEIRARIE, MR, BEEOK
JEHEE (FEHEIRERRE. STALE. EHRER




HEREIELS), infusionreaction, BM# « BEMREZ.
REMEE, MREE (7 SU—ERERE
B, DR, EELLEEE (Gt Mrgd
PEAREENR, MR ., FREERRES . ERTRIERES) |
mMERBERIEER, FHZE) LT, UMY
B EREEOEMEZ ST HEMEERE L
(BB OZECHGICE L TRERUXE TS
TENARMICHB L) ELICEYZABNT

%) . infusion reaction, fM#% « BHIER. HIEF
METE, WREE (X7« N U—EREE) . O
fRge, EELDEEE (FRENML/ MRS IR
7. Bk, FREFERE, EERERES) . MR
BREGEE, #E%E) IR LT, MEEERXI3R
MEEREBOFEMAEEZ ST 5EMEEE L (BIF
Ao RCE L THRERVIE*Z T b0
DEMIHDZ L), EHICBEUZAERTE 3K

ELBHPE-TND I L, HAES>TNBI L,
12— | 6. RECELTHEET~&HFH 12— | 6. BECBLTHEETR&HHE
@. @ ) @. @ )

@ ERBWEADO=RTY AL MZ2oWT

s HEMMRBARELLLNAZLERHDDT,

BRI OB G HT= - Tk, PIHER (B8,

IR PRI BRI EE) DFERE N UHER X #REREE

DRMEE, BEF DT>, T &4

BTG T TR CT, My~ — —EDRE
EEMBTDH L,

* infusion reaction BH LA Z ENRdH

5. infusion reaction BEE®H HITZHEIT

. EERAE AT D & & bic, ERBEE

TR ETREOREEZ+DICBETS L,

o RRIBEEEREE, TEABEEER UFRIBH

@ ERBEWERD<=RXY AL MMzoONT

o MEMEMEBRERLLLNAZ EXRHDHDT,
AR O EIZ I 7= - T, FIEVER (B0,
RO R EE, RIKeE) OMERRE UEER X AR
DEME, HEBE+TITH L, e, &

CBEIZE T CT, MiE~— —FORE
PERETH &,

* infusion reaction I bbhAZ LA dH
5, infusion reaction MER¥W LATIEEIZ
M, EERAEZITY & &b, ERAEE
THETBEOREZTODEBETHI &,

o FIRIREREEERHLDLNDIZ ENHHD




(%)

BEEEL H b Z &R 50T AHD
B 5Bl R O 5 HR I EHRNIC AL

IOBEREMRAT (TSH, R TS, i T4, ACTH,

mharFS—VEDHIE) 2ERTHZ
&

PR B LR E RN H b D &
W d B D C, AF| O 5B G R U 5 #ART
FIIEH I ITHEERRZ (AST, ALT, v —-GTP,
AP E Y LB EORIE) 2ERT S I &,

(%)

T AR O S BRARIE GRS M P ER
AN BRI IR EEMR A (TSH, 0Bl T3, ERfE T4
ZOWE) #EETHZ &,
FHBEEER D b3 Z EBHDHDT, &
K 1% 5-BRAAET R OV 52 R 1 e AR
FFHLRERR A (AST. ALT. v -GTP. Al-P, U
NMEVEORE) EERTHZL,




B 1

BEERHEET A RS54V
Rha7TrY X< (BsTH#Z)
(54 : %4 FA—F S 20 mg, ¥4 b —F SIHHTE 100 mg)
~ B~

SFTE1 2 A
B A HEE



A&k

XU

FHI DR, FRBRF
FRPRRAR

TEFIZ2UNT
BRERRLELLBE
BEICELTHEETZEFE

S S

P2
P3
P4
P8
P10
P11



1. ELdic

EELOFEDM - RELOREOTZDITIT, BAXEFICESW_EERERBRD
BB, biC, IEORSEHITOESIC LY | REER L L ORFHLERERHE -
FEELPEARBENBZPT, CROOEERZRICHELRBEICERIET I Z L ARED
BEH L Ao TRV REMBOER L SEOEARTEE 2016 (Frk 28 42 6 A 2 ARRERE)
EWTh, EFMEEMEOERORBEHEEFRL Z L LA TVD,

SEERARFERES T, FHERSPEEM a7 7 A VBBEFEOEKS LH O MNCR
RABZERHD, ZOED, AUMECRSMICET A ERNTOEHT 2 £ TOM,
USRI OEELBLFIT A EBNEFINIBFICH LTERT L LI BIE
BRRE LB KRERSGEE 32 B —EOEFE - T EREECEA
TAHZLENEETHD,

LR oT, BHA K4 T, BARBEBERLINETIZELON TV HEFEZM -
BRI LS UTOEERLOREMERAZHEET 2B AN LEREH, B2
FERUEESHEEZTT,

s, AHA KT A b3, MSfTBE AR ESERSSRAHE. ARLEERARAKR
ERERIEE S S, —iktAEBEA A AERARESR OIS A B ARRREBRFES O
Db EER L,

WL RBEES  FA b —F SHFFE 20mg, FA MA—F SHHFFE 100mg (—
BRE - AT n ) XvT (BEFHEEL)) :

HEERADEINSR « MIBUBRF X ITESEO Bl

HBLRARERGAR . 7 X F =7 L OHFAIERWT, B, A, RA7n ) X<
7 (i) L LT, 1E 200 mg % 3 BHMRT3045H
P T RERET 2.

i 3% AR 7% % & : MSD Bt

- (B3%)

AV FA FEE 1 mg. MEES5mg (S : TXF=7) OFEXEDER, AERCH

% .

RSO TE - MIREIBRARE X ILEB O B HlaE

BHERUCRE B AR TF L F=7L LT 1B Smg® 1 A 2EBOFEET D,

7pk, BEOREICLVEETHENT A2, 1E 10mgl A2EECTHET

&5,




2. FHIDGER. {ERERF

FA bA—¥ BRETE 20 mg R ORLEITHE 100mg (— A A7) X< (&
L) BT T&H) L 5,) i, PD-1 (programmed cell death-1) &2 DU
FT®%% PD-L1 XU'PD-L2 & O EEEREMETS. & MEIgG4E /) 7 u—F g
ThHd,

PD-1 #BB&IE T MM BRI D2 b AL B 7 D IZ A AR SR 3 5 R Sa s thiie
A4 v F T, PD-1 1%, @HEZREZBVTEES THROMBEmCREL, BHE%
BRSSO ARBEX B2 AE RIS EHET3, Tabb, PD-1 RV FEE
ATAZERIVAERARIE X 2V /T EESZAHIET 2%/ ETHB, PDLI
OEFEBIZBIT ARRITOTHTH LR, %< OBAMIA T THROMHE 22 5
IEEBENCRE LTvWa, BAMRICET 2 PD-L1 OBZEEIL, THilRE, B, 5T
HjaEE. JREUE. JE/ANERANNE 2 & Ox RRATTFREARETTHY . BNEFEEL
ORBEERREINL TS,

BRONADERT% & PD-L1 BBOMBHEN . PD-1 & PD-L1 OFRBIZEE O
SEEMHIBWTERERREZHS Z e BREBINTE Y BB ABREOERLE L
THIRER TV,

FHX, PD-1 & PD-LI RRPD-L2DF D H o FoRE2EET iz kY, EH
TN ORISR AR SN T U Bk IEME &¥ BB RE 2 BEM
5T & THIEGHRZ3ET 5,

AFIDIERIBEF I E-5 B ORERISIC L ABERSE )N 5 bbh, BEIIETIC
EBAREERD D, AFOREFRUEERIIE, BEOERETOIITV. BENR
B SAICIE, BER LA ERITS U BRIk M & Rk o & i U
P ENBE 21TV, BEORENSI L 3EHERAREDN 25010, BIBKESL
E L FI DR SEOBNRAE 21T 5 LERS B,



3. BEERRRE
RIBCIBRTRE I EBE O B IR O KRR M 2T o o EREBERRO T
%To

(%]

EpRIL RSB M4EAE (KEYNOTE426 5R)

TR O 2\ RIS SRR RS X TIRR M ORI L E i B 861 5l (A4
A4St BB, R=F=F Y vABE CIT IR=F=7) L5, ) 2%
RIBE LT AR E 7R F =7 LOARS CUT X/ THFIF=T1 L05,) "
DEDYMER LSRN &, EEEE B IX2ATFENHE (BT fos) &), )
ROMERIEEAGR (BLF TPES) &9, ) L&h, RKR/THRIF=T1, A=F=
T LR LT, OS RUPFS #HRICER L,

. *1: American Joint Committee on Cancer IS 3R -3 < RHIIV

[ *2:50mg1 B 105 4 ERHEE% 2 Ak

*3 ;A 200 mg 3R CAT FQ3W] &5, ) THARPES L, 7HF=T7%5

mgl B 2@ (LATF TBIDI &5, ) ARG L, 7XIF=70RERIT, S5mgl
B 2ECHESETS 22— (618/H) UEBENNHY, Grade 2 2B D7 FF=
FORVERMRRD bIT. HoMED 15090 mm Hg L FIZFE S -EE. TmgBID
~OEREPAIREE Lis, $REBEOEREZBV, 10mgBID ~OHEE L EEL Liz, 7
*oF=7i, BHEMOER, ERESCE U TREUSHE G mgBD, KRiZ2mg
BID) bHEAEL L7,

#1 APERSE (KEYNOTE-426 RR)

FR/THFoTEE A=F =T E
(432451)) (42045])
ffiE (H) NE . NE
[ (95%CI] [NE, NE] [NE, NE]
0S" | NYF— FER? 0.53
[95%CI] [0.38, 0.74] -
P{E" 0.00005
hdfE (A) 15.1 11.0
[95%CI] [12.6,17.7] [8.7,12.5]
PFS™: ™| A~y REL? 0.69
[95%CI] [0.56, 0.84] -
P{E" 0.00012

Cl: {ZHEXRE. NE: #EEARD, *1 : DRIFTROF —4 (20184E8A248 b v A7) | 2 8
Bl Cox b — REFAIL LB A=F = 7L Ok, #3: 8w 7 ¥ MiE, *4: RECIST
HA4 BS54 LRI ES S G Tl dellE



FH200 mgBWRBUTFFLF=7

70 ' W - - 114

M) LA AL ER e AT R L LA LA L L)

0 4 8 12 16 20 24

at risk¥§ EFRRA]

FH200mg Q3W BU

YT 432 417 378 256 136 18

A=F=7 429 401 341 211 110 20 0
X1 OSDREMEHTRE OKaplan-Meierfi#i (KEYNOTE-426308%)

100 -
90
80 -

€704

B 60

{5 50-

B 40
30 .

120+
10
0 4 8 12 16 20 24

at risk#
FH200mg QIW 432 357 251 140 42 3 0
RUPFVFZT

AZFZT 429 302 193 89 29 1 0

2 PFSOPFEITREOKaplan-Meier % (KEYNOTE-426305%)



[Z2]
ERtFFE AR (KEYNOTE426 )
HEELIIAR/7 X F =78 422/429 il (98.4%) KPR =F=7FF 423/425 f
(99.5%) =38 biv, BRI L oRLBENBETELRWAEFRRIT. TR TR 413/429
1 (96.3%) KUK 415/425 Fl (97.6%) IRD BN, WO TRERED 5%l b
DOREHERIITEROEBY ThHoTe,

22 WPERHORCHREEN 5% EORER (KEYNOTE-426 5 (28 Em)

AWy . 3 (%)
{SOC: Systcm Organ Class) KRN/ T i F=TH R=F=7E#
HA& (PT: Preferred Term) 425 {7 425 {5
(MedDRA ver.21.0} 4+ Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
2R 413 (963) 260 (62.7) 4 (09) 415 (9376 244 (574 7 (18)
s L RY o REE
<yl 12 @28 1 (02) 0 69 (162 13 [R)) 0
R ER A 5E 5 1.2 0 0 7 @&N 6 1.4 0
B PRk 6 1.4 1 02 0 79 (186) 28 (6.6} ¢
AR 8 a0 0 M @22y 22 (52 & .
PIg I . L , e e e
PR AR AE TTESE 52 (1) 4 09 0 4 (@33 0 0
PARBUSRE T 135 @L) 1 @» o0 19 @y 0 0
el e
[l:£51 _ 23 (54) 30N 0 16 (3.8) 0 0
B 31 (7.2) 0 0 29 (6.8) 0 ]
Fifl 210 (49.0) 31 (12 0 175 412 19 4.5 o
H PR 17 @0 0 ] 22 (5.2) 0 0
T B 12 (28 0 0 48 (113) 1 0.2 0
E RS R 6 04 0 0 34 (8.0) 3 0.7 ]
Bl 91 (212) 2 {0.5) 0 111 26.1) 4 0.9 0
B E-S 61 (142) 3 (07 0 86  (20.2) 9 .0 0
Tk 4 (79) 1 {0.2) 0 56 (13.2) 3 ©.7 0
L« LTRSS LU ORIE e e O ,
WeAE 0 (1L7 6  (1.4) i 54 (127 12 2.8) 0
WG 130 . (303 10 (23) 0 L1420 (334) 21 4.9 .0
F5IR D L 5E 55 (12.8) 4 (0.9 0 %0 (212) 7 (1.6) 0
HEh e 6 @n 0 0 8 68 0 Lo
B3P B . _ - _
ALT 20 102 (238) 52 (120 0 54 (2 1 (2.6) 0
AST 30 97 (226) 29 (6.8) 0 59 (139) 7 . (1.6 0
@y L7 F =i 24 (5.6 0 0 30 @D 1 0.2) 0
i R R s A 2 (5.1 ] 0 2 (52 0 )
R ER R 3 (%)) 1 0.2 0 48 (L3 29 6.8) )
s/ AR kA 14 (3.3) 1 (0.2) 0 76 (17.9) 31 7.3) )
g 41 9.6) 6 (14 0 36 (8.5) 0 0
FULEREED ey 0 ¢ 3 @) 1 @8 0
3R L UHREE
SRR 94 (21.9) 9 N 0 106 (24.9) 2 (0.5) 0
By oaghsE 6 (14 2 (05 0 2% () 1 @26 0
B TR L R A R _ _
Ny 52 (12.1) I (1)) 0 15 (3.5 2 {0.5) 0
jiifz=ETi) 23 (5.4 0 0 16 (3.8) ¢ 0
RN o
LETE R 40 93 I {02 0 120 (304) 0 0
R .3 3D 3...0n 0 B8y 1 ©y 0
B LUREEE e , e . oo
HER 66 (154 11 (2.6) 0 39 (9.2) 6 (1.4 0



BENRSE itk (%)
{8OC: System Organ Class) KR T FF=TR A=F =T
FAFE (PT: Preferred Term) 429 {A] 425 4]
&{edDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
PR, BB ECRIREEE L . _ ] o .
LI ' 2 (75) 1 (02 0 12 (28) 0 0
EHRER 98 (22.8) 1 02 0 12 28 0 0
IFFIL (R 7 28 (6.5) 2 (0.5 0 16 (3.8) 2 (0.3) 0
B 19 @ 0 0 3 (15) 00
RS LT TR C _ '
B 27 (63) 1 {0.2) 0 35 (82 0 0
T - BERFAERRERTE 119 Q1.7 2 (D) 0 168 (395 15 (3.5) 0
% SIEE 53 (124 1 {02 ] 12 (42) 0 : 0
EE 4 W L @n 0 3 (69 1 @) 0
lfnﬁtFﬁ% [ . e e, . S
L 179 (ALY 91  (21.2) 0 184 (433) 73 {(184) 0

R FE/T X F = TEHICB W THEMEMER 12461 (28%) . KK - /DML - HE
DOTHI 396 (9.1%) . EEESE (T 2 - S L—EMREEE) 26 (0.5%) . FFHRERE (ALT
KUY AST 7 L O SREREARF 2 ETe) 150 # (35.0%) . HIRBHERE 165 F1

(38.5%) . TEEBERE 561 (1.2%) . FIEEERE 106 23%) . 1 BUEERE 1 4]

(0.2%) . EHREREE (RANE HEMRE) 9 61 2.1%) | 4 - A MARIE 4 41 (0.9%) |

BEREMEE 4 51 (0.9%) . OFH% 2 # 0.5%) .

FEIEL 16 (0.2%) &R infusion

reaction2 ] (0.5%) 2558 Hiiz, Eic, EEORIGREE (RIEFEIRERER, S,
BORAEE) | B, Mgk - SEide, EERMERE CuEiEh/ MR EIREORE, Wik
i, FREFEREE, EETAIERE %) | MREREGHR CHEIZRD bhvieh -7, KRR
RERWIEESES (REAREEAEZED) 2 0EHERETT,



4. BRIZOWT

EH#AY A7 EBEE (RMP) ES&, AHOEELEZEEERBRET~OWH /1K
NHBMEHTH-> T, AROEENELBEEZLH - HEL, FHOBEILLVEE
REERARE LEEBISHET 2 Z EARERTED, LT OO~@D T T a3
FICBWTHEAT 5 ~&TH 2,

@ FERic2ONT

D1 TED (D ~ B) OWVWITFRMCHETHIHERTHDLIZ L,

(1) EABBRENEET 3 PASIEELAFRS EHERRS ABFRESILURR.
MUt A A S FRE i R, HUIS S A RTORRR E) (RfTE7H 1 RRFA 1 436

(2) HeEHaRlE (PR 3144 A 1 BRRA : 86 HEsR)

(3) EEFRMBERNFEET 2 BARHEER (BABFESEERR. PABIEE
WA, PADEREEEER R Y)

(4) SR ERRERERE L, S BBRENE | ISR E RN 2 OHasr A1
AR D B EIT TV HHER (FRR 29478 1 HRER @ 2531 FiEgk

(5) HEMEERNSEENEOMBRERICRIBHET > TV DR (FK 29 F 7
A1 HEEER ;1287 1E5%)

D-2 BN O CERE R URHERARBEREOTISIC -0 28R L BB ERSER (T
FOWThNICHEYS T DERM) 28, YZPEROAAICET2EROBEE & LTEE
EhTWnaZ L&, :

*

o ENRZIIEAE 2EOMEIHERET L2 SELL EOR AIBROBRIHE S 1T
STWBZE, 5b, 280 Rk, PAEYEES EE LEERIEEZOPHEEZIT
STWBI L, ' '

o ERRIRER 2 EOYNBPHELIET LB 4 £ EoBRBHECERIHERT
STEY, 5bh, 2EL T, BHAEONAEERE S LB ABEOBRIHERT
S2TNAI L, '

@ BRRAOERKFREBRDOERITOVT

 EELBREEBIIAFTTIEEENRES N, HECENMOOFRED, A2 K
LS FNEHOFTERCEMSICKT 2 FHRE. AEERPRE LILEGORE
5. ERERPHITTDROERBE-THDH I L,




® BHER~OHIRIZHOVT

@-1 MEsREHIICET 22
WENRRRSOEERBIERNTEE LBRIC, 24 BrMBEEHIOT . YiEHEHR

BRI ST, FRLUEEHERICE CTARSHEE O CT S0FEMR DERNT B

RREOFERNRY BTG O, EbBICHISTERERPESTWHZ E,

@2 EREFEFCII2FEFENIGICET 2E N

BABRICEL BN MR CEREEZF T 2EECEERREAE=2Y 7
EEDEEROAL V==V T EITVERE CHREIE TE 25— LAEREH2%
HINTWBZ L, 2B, BEERIZONT, BABE L EORBEICTHFICAIEINT
WaHZ &,

@-3 EEAORE-CHINTBELT ,

BIVER (FEMEMERBICMA, KIB%K - /MEK - EEO TR, RS - E{eER
B, BHEEEE (REEHEERRLSE). AoREE (TRABRES. FRIREE
BE. BIEHERES) . 1 HUBERIE. S L& BR, Bk - BIBUHRAEE, R, BEEOK
EHEE (REERAERRE, £, HRWIES) . infusionreaction, BH#K - Bl
EIEFRESE, HREE (X7 - S—EERE), LR, EERLEREE (o
MMM ESEETR . WlfEE L, ARIFERE, EYSRIERES) . MEkEAEEE. &
) XL T, SEER IIBEREEORMEEZF I HEM e EE L EHERD
ZHOISICE L THERUIEEZZ T o2 &HFIcbd 2 &) | EBICHEGRNER
T&DEHBRESTWE I E, : '



5. BeER LR DEE
[HahiEc B 5 $H]

® m%ﬁﬁﬁw&me@ﬁTﬁzmﬁﬁﬁw%mﬁrﬁﬁkbwf AR LT H
F =T b OHRATRSOFPENREIN TS,

@ TRICHHT HBHE AT HAF ORE R UERFEIZ W TR, FRIOFZhER
B ShTELT, ARlOBREIRLZLRW,

. R
. HEOHMES

. ®T$ﬁ®ﬁﬂ&ﬁ?éhTW&Wmmﬁﬁﬁﬁﬁﬁt@ﬁ%ﬁ%

[Ze 4=tttz BB+ 5 31H]

O TREHYTIBFLCOVWTHAROREPZERL ENTWD I &b b, HE21T

o YA AN

. Kﬁ@ﬁﬁhﬂbﬁﬂﬁ@%&ﬁ@%é%ﬁ

@ Pﬁm@?ﬁkkmf?ﬂ_uéf6ﬁﬁkow1m AEIOE SR I N2
. MOTEFRRES R VWEAICIRY . HECAREZERTLEBETE S,
o FEUEWREOEIFXIIELEDH 2 8F
o FEREGRE CRIER LR D B R UTEEIM:  HHHR il g o  ge E
LD RIEREERHR LD EE
o HOAEEROSPE TEMEMNLE L ITERELED H CAEREBOUERD

bHHBE

o JEMBAHE EMBMEBREELZET) O0boBRE
. BEEOBRLEXIIEAEEZETOEE
»  Karnofsky Performance Status 70%3=H @ D&EH

@D gamofsky Performance Status (PS)

Score

EROBENTTEE, FFREESSLER,

100 |TEH,

FRICH T3 HREOTLBRV, BRERZ L,

90

RVCEREERIT S 2%, EEEERRE

80

Hde 0 BESERA B A A, FHH L TEEOFENTR

B+ sz LA, BETLERTET.F
HIIE L A LEANIRBRKICE DD OTH S,
HahBREONELELT S,

70

HABSOMIFHITESN, EROEDE - BT 52 LIERARE

60

Hoye B n LI cE a8, e afihipngE

50

FIREER L GEB LUEYREFRTHIEN -

HFOERY DL EARTTERY, HiEHDIW
AR OEH L MSORELHELT D, KB
PEHITEIT LT D AN 5 S,

40

B, bR L USRS A

30

2B, ARBNEESERZS LEE> TN

20

FERICIIE, ARRDUNE TR RIERESSNE

10

FEHIAE - T B

3

10




6. BEZBLTEETE3E

O BHBMAXES A, BEEEET VIR 2 EREICE- S & FH ORI R ONEIEME
Aol nERERE+SICBERLThLERTZ L,

@ BEREBICADL, BENRFOFECASELRCEREL+AFA L. REZS
ThoFETHZE,

® THREWERDO<RT AL Mo2NT )

MEHMESRH bbNE I LA H D DT, AROEEIZH Iz o T, PIHE
W (B9h, FRREE, BRE) OMRBROKEH XHRECEMRSE, BEL 1+
SATH Z b, Fio, BREISUTHEYE CT, OE~—V—FOREREET
5 &,

infusion reaction 8% b3 = L 33% 5, infusionreaction BiE¥H b LA T
W, EEIRREEITH L & b, ERAEE TS = THEOREE +SIcEE
TBHEZE,

RIS RS, TEARERSRVEBBREREN S bDbNE I LBHED
T, AH ORGSR GRS T I ERIIC A S UMSERE (TSH,
T3, EHE T4, ACTH, M =aAFY —VEORIE) #EkET 52 &,
FrEsElEE, bEEERRH LR B HD 0T, ARORERETIE
U SR T B ITRgsefE (AST. ALT, y-GTP, Al-P, BV LV 5
QRE) BERTDIZ &,

S (IHARUIIEEREEEET) SORERREENS SDRD
ZEBHHOT, EHHKROREOFEEERTL L, £/, [RORER
AOLNEBEITIE, EPhEERBA*ZR T I > BEERETH L,
FRIOHBEIZ LD | BEORERIGICERT 2 &5 1 b sk RRBORHE
BhbobhsdZ eAibsd, REARBDOLNESICE., BRLULESFRIZE LR
B 2 ek & RS A O & 5EdE LRI R IR R 1TV B DR
IS X3 aERAZEDI S EEIE., SFOKREZPIE, RUBIBERER
NEVRIOBRESERERTHI L, 2B, BIBEERLEyOBRSICLVENE
HO%ERRD bR2VIFEITIE, RIBREFAE YA OREMmEROBM
HEETDHIL,

BERTE, BEM» LB ARBAL THLREIEARRKETAZ LA,
FEOBRERTRICHEERORBRICHHICERTIZ L,

130 RE (BE 1 BERFE 2 ST Rbbbh., ERBES F 7V F—
WELZEBHDHOT, 0B, B, EREOEROREFCMEHED LR IC+
SEETHIE, 1 BERFEREDREBESICRHRELZHIEL, 4 AT 8
FlogEEOBEERLEEITIZ &,

@ FHOERZABRICBWT, #5EE» REE, DEEM4EEEI TGRS, 20
#% 12 AL ICEIEOTHEEIT- TV 2 L 35, AHRE 3 ERe0IcH
BRETCHROEREZITO> L,
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BT 2

BEERHEETA FFA4
Ra7ul) X<7 (BETFHEZR)
(T4 ¥ A P —F BB 20 mg, ¥4 F—F KR 100 mg)
~ SESR I~ |

SFTE1 2 A
A GEE



H&

AN e

RUBIT
AR OR . TERBF
B R AR

FRIZDOWT
TENRERDEE
BREKEBLTEBEIT~&FHE

P2
P3
P4
P11
P13
P15



1. LB

EEHOHINE - REMOTERO T DI, T TBEITESWEBEERFERIRD
HiLd, E5Z, ITEORFHFOERIC LY, FIEEEME EOEHFN2FTRIERE
FEELBARINEPT, INLDOEENZESELRBEICRET A Z L BBRED
HEL RoTRY REMECER L WEOREA T 2016 (¥ 28 4 6 A 2 A RIHERE)
ZEWTH, FHFNEEREOERORE(LHEERRAZ L EIN TS,

PRERSTFERLT, BHERASESET e 77 A VBBRTFOEEMEH LA
BRBZENDD, ZOED, AHHERUVEEEIZET A HERS+OEHT L E ToH,
UHREMOBEEZBSZITAZ EBHFINABEICH LTERT L LI, BIHE
ARBHEUEBIOKNERIGZ DI ERTERE—EOCEG 2R~ EREE TR
THIENEETHD, .

L7=MBoT, AHA FIA Tk, MREBLINLE TRELN TWAESEIESEM -
B RIS S, UTOBEKS ORERERALHET DA bBEREE, 2
FROHBEFELZRT,

R, BHA FTA 03, MIATEIEANEEN EREHRAAEE, ASHRAEBEARER
EE KRR, — Rt B RBERARHES, —IREEEA B A F &R F2 R T
ATMFEAN BARDEAREZOB DL EER L.

WHBERBERR ¥4 M—F ST 20mg, FA M- F SFHE 100mg (—
' f4 : RATn Y X7 (BEHEL))
HEERAPENGR | BRIOLERESE2H T 2SR
HBLRARERVEE | BE. BACE, RATu ) X7 (EEFEHER) LT, 1
[E 200 mg % 3 WRARIFE T 30 4R CAEERRET 2,
3% BR 5 ¥ #F: MSD B&t




2. FEIOR. {EREFF

XA b—F SIEEHE 20 mg R ONA AT 100mg (—i34 : _aTv e ) X<=7 (&
EFE#EL). BT TH#FD £vvd,.) 1. PD-1 (programmed cell death-1) & ZD U Hr
FT# 3 PD-L1 RUVPD-L2 & OFEFEBEMET 2. & MbIgGs £/ 7 u—F ik
THD,

PD-1 BRI T Ml B BRSO N 2 T DIT S AFHRRAS R A 5 5 i il
A4 wF T, PD-1 i, RERREBIZIBWTHEMEE T HROMBEGEICREAL, HEK
ERIGZ SR NE LR RRERISEH#ET 2, $74b5, PD-1 RY T F&fS
ATHI LI L VRREREIC L DV ST VRERAIHETAZESRTH S, PD-LI
DOEFHEBITBITIZ2FEBRIDTNTHIP, H<OBRAMIITIE T MROHE 2Hx
21 LERICHER L T3, RAMIICET 5 PD-LI ORZEEIT. RARNE, PERIE.
FFRafaRE, SREVE, FE/NBEIfE . & Offx BB ATTRARRTTHY | BV AERFR
L ORGSR TV S,

ﬁﬁ@ﬁb@%ﬁ%%&&mn&%ﬁwm%&# . PD-1 & PD-L1 OEBITIEE D
RERBIIC BN TEERERIZHES mlﬁéhfkb Bl 2B A BEOEN &L L
THHFEEIhTW3,

AFlE, PD-1 & PD-LL RUPDL2 DU H > FOFKAZHETIZ LIZLY, BFE
BUNREDOEBSROMBEEN T U o 8RBl s, RBEEaE2>EEEE
35 & THEE R 2 RET D,

AR OEMABFICESBEDORERIGZ L 2EWERER S bbh, EEIETIC
EIAREMESH D, FEORESFRUESHICIT. BEOBRELZ ATV, BREXR
»ENEGARE, BB UAFRICIE UL EMA MR & BB FoERM L B L THE
G BRI 21TV, ﬁgmﬁrﬁﬁkiém¢%mﬁbné%ALm BB RE R
LR OBRELEOHEIAEEFTHIVNER DS, :



3. BRERRRAE
BRI IRGERZE T 2EEEEOREFIC M 21T o =R EERBRO R %
/j_:‘.—g—o -

[HEE]
ERERBLIERER (KEYNOTE-048 RER)

LR O FEFEERALA OiE, o - FTHEERAUGEROFRIIERESEZFT
AR LEEAE 882 4 (BARA 67 Hldate) 22X, V¥ ~7 (#E
B z) CLF TevyFi<=7] 203,), 7ratuaudin (BAF I5-FUl 20
9.) RO FrRAIOMHRES ((REREH) 22dBELT, 55FU 7 TF T8
KOG T TAFRS RFIBFRESE) ° R UK 200 mg % 3 MR (CLT Q3w
W, BE (FFHMBERE oFUERTEEENRFENT, TEHEEB D
— b ENEAATHE GLT T0S) 211 3,) IoWT, ITT &RIIKBV T, AFIG
FRFRE AL FE & Bt U CA ISR Ui, 7o, ARIBME I Rh & L
T, ITTEMIZB VT, OS 1E3FEL %R L. combined positive score™ (PAT [CPS) &
W, B 1L EDAFERICENT, 0S DEERERVPBED ORI,

“1 1 RETAEICHT B3R E L TEEREZ SLRRAER S TWERE T, Y3s
FOBRKBREPLHAULIEBLTWAESIR, A ANTEE ShE (EEL,
WA T 16 A LA IR EBHETT L7813 < ),

¥ YT (FE400 mg/m?, 2[E B EAE250 mg/m?) . ¥ AT T F 100 mgim? T A
NS FF L AUCS (mg * min/mL) J US5-FU 1000 mg/m%day (4 B R i &)
DIER. Q3W (EYF~7 0L LAREME) THRKA6=—AREH, Y X vT7250
mg/m?% 1AM T&ES L,

*3 : KF200mg, R FTFU10mgm>XUIHART FF 2 AUCS (mg - min/mL) B TF5-
FU 1,000 mg/m¥day (4B EFEEETEERS) OMEIC Q3W TRKR6a—R#5H#, £AK200
mg % Q3IW CH#H L& L7,

*4 : JEGEHIEIC 1T S PD-LIARE LAEEANRECREAR (w277 —VRUD >
SSER) OB AR RIEEMITE TR L. 100% 5 Ui £E,

#1 FAHGEAREOEDERSE (KEYNOTE-048 RS

AR5 =3 s
(28141) (27841) .
HhfE (H) 13.0 10.7
[95% CI] (10.9, 14.7] [9.3,11.7]
0s™ FAS Al M - A 0.77
[95% CI] [0.63, 0.93] —
P {E"? 0.00335 :

CI: (AKX, *1: TR0 —F (2018F68 1384 v | F 7). *2: IBAI Cox JLBI~F—
FeFriz L a{bFiEE ol 3 Bliln 77 RE




1004 e
Ao
90 - N,
80 Y
70+ Ty
3 60 - I~ A200mg Q3W. T F T HFR U5-FU
o R
50— % 7’|‘x; —/ e e s e
e R
m -
iy, it iy ﬂ“ﬂIIIEH -1
D eyFovd, 75FFRRRISFU kl
10- H- . N
0 T T T T I T T T
0 5 10 15 20 28 30 35 40
A LA
at risk3
FF200mg Q3W,
i ?T%ﬁ]&GS-FU 281 27 169 122 75 40 10 1 0
YEFwS,
S5 FrmARUSFU 28 227 147 100 51 20 5 1 0

M1 AFIPEREREGO 08 O REEFTEO Kaplan-Meier Hi# (KEYNOTE-048 385%)

#2 FEBMBLEOFSPERE (KEYNOTE-048 B
AFNE IS5 {LEPHRTERE
i 30141 30045
hodE (B) 11.6 10.7
o | [95% CI] [10.5, 13.6] [9.3,11.7]
ITTARE | O8  — Fhe 0.85
[95% CT] 10.71, 1.03] —
P " 0.00014
Bl 257461 25561
e (A) | 12.3 10.3
CPSZ1D | o [95% CI] . - [10.8, 14.9] [9.0, 11.5]
BEEH AN — RFH 0.78
[95% CI] [0.64, 0.96] —
P ™ 0.0086

Cl: EHEER. *1: THETEHEOT—F Q0ISFECHIIBE I v FA4 7).
*3: BRle 77y e GESMPE).

FEB7 I & DALERETE & D LLE,
Y7 BE (BREP @)

#2 . /A Cox Hoff] 9 —
N i =




)
90~ iy
x\ll\_
80 ‘l -
70 \'.t.‘

HEFFR (%)
i

”"IEII!IIH
D7 ey~ FIFTUARVSFU HB HHHTJTTKWEIH

P B o H[L,,i o
0 T T T T T T T T
0 5 10 15 20 5 a0 a5 40
AR (A
at risk#g
#A#200mg Q3W 301 225 172 125 81 7 18 2 0
EYFYS
v 1 0
FoFr@pRUsFy 0 ¥ oy & W
100-] |, - e - -
- k\\_._;h‘
by
&- TR e
70 \‘%‘t:-‘
~~ \E'-
® 60 1 EA1200mg QIW
ﬁ]‘ /4 Y0 [ \\J___\:__ A . __
e 40 ]
§ v ya uml ”"H lili
- T L
T 5 il
YRS, 77a=+g4;ﬂmusru i . -
10 - L__I
00— T T T T T T T T
a 5 10 15 2 25 0 35 40
AT LA
at risk3%
A#1200mg Q3W 257 196 152 110 74 34 17 2 0
EVFLTT, 255 W7 113 &9 47 21 9 1 a
75 F 3R B US5-FU .

E2 AREMEE D OS O PEREITEO Kaplan-Meier B8 (KEYNOTE-048338%)
(EE - ITT£H. T : CPS=10BFEM)



(PD-L1 REBLRIRFI D FEhE)

EEREMAERE: (KEYNOTE-048 RER) IZHMAAN OGN EBEOT —F It ES&,
CPS BNTFEHT 24T > 7= 2hie (BERAIREIT 2 E0) RUESEOFRRIIBTOLEY
Thoi,

FEUEFEFREHBOFEMEIZBI L T, CPS 25 1 R DBEIT (LR L 12 IFRERO
ERTH-oT- (F3. H3),

AFI MR S OFEEIZE LT, CPS 2MEWF E{LFE IR B AR B 55
O Y — RHBRRE L RBEABRD L, CPS B 1 REOBAITIIANY— FHEMX1 %
LRI~ (F4RUHEAL,

2B, PD-LIOBHRRICL T, FHOREET e 7 7 A VIERETh -7,

# 3 KEYNOTE-048 B 331 5 AFb S5k # o CPS B Tm 08"

. rhifufe [95%CI] - NP i ZEAEMO
PD-L1 55, Beo i {(#A) [95%CI1] p {8
AN E5 39 11.3 [9.5,14.0] .
cps<l1 R 4 107 [85159) 0710661741 %
AFFRELRE 116 12,7 [9.4,15.3] .
1S CPS<20 rainan 125 5 (8.6, 11.5] 9.75 [0.57, 1.01] 0.25
CPS=20 AAG SR 126 147 [103,193] 0.69 [0.51, 0.943 3

(LSRR 110 11.0 [5.2,13.0]
- CL: {ETHERM. #1: PREREOF—% (20184 6 A 13 HA v b2 7) =2 : 3EFEA Cox il ¥F— FE
T (ERFIOMET) . *3 : ECOGPS (0. 1) RUHPY &Y (B, 2tE) Z2BIIRT L L Cox Mffl i

— FEFA
LAY L5 RN S e
L

o] % @ 1 ‘

N Y _

e ‘\. n —“?:"L -
2 © [ A A 20mg AW, T F MRS ;\3 o L Y e, FFFIUNRSEU
S 1 77‘7"”77'7 N~ - S “ + -
B9 H B ﬂv//
w0 k o Hl W)

i Ik -

R / “!i S #o» /_‘-H-jt_

A —- - s s 2+ 1-HH

- Y e, 7'7=f~1ﬂmws-m flliﬂlll [ m 10 HA200mg QIW, 75 TR BLFSFU Hl-f—l

0

a T T T T T T T T T T T 3 T T T T T

T
0 5 10 13 2 2 k¢ 5 40 1] .5 10 15 1] -] 20 k] L]

i A (5] _ AT (7]

A 120000 Q3W,

zz:w&m_m Mz 1@ W4 W &7 3 ) 1 0 %ﬂ%ﬂ_}ﬂé&fgmm 2 2 3 g 4 4 o o
- : 235 191 12 :<) 42 18 5 1 0 ETEIT

75 SRR TSR FrrrEmEm S % T e e e

3 KEYNOTE-048 BB st} 3 AH ARS8 0 CPS SITD OS @ PRIMTEFD Kaplan-Meier i
(£ : cPSz1 OBELER, FE : CPS< 1 0BEHERE)



F4 KEYNOTE-048 #%icisi) 2 =F B0 CPS B¢ 08"

- ; el [95%CIl PAS Al - ZRA{ER D
PD-L1 38R, HERE % (7 A) [95%C1] o it
A B 51 44 7.9 [4.7,13.6] “
crs<l LR 45 11.3 £9.1,15.9] 137 [0.86,2.20]
A BB -1 124 10.8 [9.0,12.6]
= ’ o
1=CPS<20 (BRI 133 101 [8.7.12.1] 0.90 [0.68,1.18] 0.028
A R 133 14.9 [11.6,21.5]
= s -
CPS=20 ey 192 107 [83, 12.8] 0.61 [045,0.83]
ClL: KM, *1 : TSRO T—% (20185FE6A 138 v A7) *2 : EBCoxbfil ¥ — FEF L {F
FEMFEST), *3 1 ECOGPS (0. 1) RUHPVIRH: (B, i) 2BRET & LizCoxtbi i — FET N
100 |.,
o
80 b
. M4 k‘\
S w{ 1 \? HA20mg QIW -~ - e g
o mn ﬁ
+H 0+ A Ilm|
" / gy gy,
ol ETEV, 7-ﬁrwmwsru Mt
S S S S S A A S S S A A
etk ' AFEmm LA it A7 LR]
Tf?ﬂzmqsw 257 1% 182 10 ] £ 1 2 0 a/;.n;%‘mwmw “ -] 2 15 7 3
EAAACEIINNE I g a3 ! o M amm S ® 7w s

4 KEYNOTE-048 387331 2 £F BEME 5550 CPS BT 08 @ HRHTHD Kaplan-Meier Hi#
(/H : cpS=1 DBEFHEM, £ :

CPS< 1 O EELM)




[Z4H) _
 OEB&RIFIAHRE (KEYNOTE-048 3E0)

BEERIIAFIG R SEE 271/276 61 (98.2%) . AFIEIMEL 5-8E 290/300 1 (96.7%)
BOMeFEREERE 2861287 Bl (99.7%) TR b, WRFEE ORRBEPFETI 2
FEHESIT, 2hEh 263/276 ffil (95.3%), 175/300 B (58.3%) K TF278/287 # (96.9%)
W b, W OB TEBREISN SRl LOEHERII TROEBY TH-T,

#£5 WPRAORTREESH 5% EORIEE (KEYNOTE-048 35) (oMM SEE)

FEBIXSHE (SOC: System . i (0
Organ Class) , RS i A B 51 bR
HAFH (PT: Preferred Term) 276 {5) 300 287 i
(McdDRA ver.21.0} 4= Grade Grade 34  Grade § 4 Grade  Grade3-4 Grade5 4= Grde Grade 34 Grade 5
2RIHER . 263 (953) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (L0) 278 (96.9) 195 (67.9) & g
MR LY 2 AREE T T —
i 133 (482) 52 (18.8) 0 12 @0 2 -7 0 118 (411} 42 (146) O
Fe AT P ERMADSE 21 (1.6) 21 (7.6) 0 0 0 0 12 @2 12 @D 0
P f Bk SE 34 (121 8 (29 0 2 0.7 0 0 38 (132) 16 (5.6) 0
LpcpERE fE 91 (33.0) 50 (18.1) 0 3 (L0) 0 0 9% (314) 59 (206 0
NESSE  75 @12) 24 @D 0 4 (3 1 03 0 6 @0 2% 84 0
Eis LUk S S
s 15 (5.4) 0 0 0 0 0 16 (5.6 0 0
BAREE R .
RIRREIR T 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) o0
) 28 (10.1) 0 0 9 (3.0) ] 0 31 (10.8) 0 0
T 49 (178) 3 (LD 0 16 (33 1 (0.3) 0 75 @61 5 (1.7 0
s 124 (449} 15 (5.4) 0 12 (4.0) 0 0 131 (456) 16 (5.68) 0
oyege 67 (243 22 (3.0) 0 2 0N 0 0 6 (240 10 (3.5 o -
T 75 @21 1T @5 0 703 0 0 64 23 5 (LD 0
R AMERIGRSEORE 0 T e e e e e e
EATE 13 (1200 8 (29 0 7 @23 1 (03) o 30 (105 6 (21 0
8 84 (304) 19 (69 0 43 (143) 3 (1.0 0 83 (289) 11 (3.8 o
R 18 (6.5) 0 0 4 {13) 0 0 5 (3.4 0 0
HhELD defiE 77 (27.9) 26 (9.4) 0 8 @27 2 07 ] 76 (26.3) 14 (49) )]
R M Gy 00 ey o 0 12 &2 0 0
 RRERECEELE . _ : e
JRpHZE 0 0 0 0 0 0 33 (1L.5) 0 )
B8, WEBIOWEAUME e e e e e
AP 2 @m0 0 103 0 0 16 66 3 00 0
ALT #3150 10 (3.6 2 {079 0 7 (2.3) 0 0 15 32 2 @7 0
ity 7 V7 F =80 30 (109) | (04) 0 2 @7 0 0 15 (5.2) o 0
R e 46 (167 28 (0.} 0 1 (0.3) 0 0 54 (188) 35 (122} 0O
RS 51 (185) 14 (5.1 0 1 (0.3) 0 0 46 (160 9 (3.1) 0
3Nk P 21 (76 2 (0 0 9 (3.0) 1 (03) 0 30 (105 1 (©.3) )

. AR 36 (130) 15 (34) 0 2 07 ] o 43 (1500 22 (7.7 ¢
fRss roseaE . R e o e e i e R e
Rk 62 (225 12 @43 0 16 (33 1 (0.3) 0 62 (216 8§ (28 0
{65 U & 5 i 16 (58 8 (29 0 4 (13 1 (03) 0 36 (12.5) 11 (3.8) 0
Ko & ity BhAE 29 (105 4 048 0 3L 0 0 95 (L1} 11 (38) 0
{£F Y 7 2aindE 23 (83 10 A8 0 9 (3 6 (20 0 20 (00 9 (3.1 ¢
EYmhE 6 @) 2 @D 0 1 O3 0 0 19 66 5 (7 0

TR B - e -
R RE 16 (5.8) 0 ] 6 (2.0) 0 0 15 (5.2) 4 0
FHMEE = —atF— 15 G4 3 (LD 0 1 (0.3 0 0 6 @21 2 ©n 0



BEINKH (SOC: System

Bl (%)

Organ Class) AAF LB A Hlan 4 BE s 375 3

JEAFE (PT: Preferred Term) 276 fi 300 {4 287 41
{MedDRA ver.21.0) £ Grade Grade 34 Grade 5 4 Grade Grade 34  Grade § 4= Grade Grade 34 Grade 5

TR ORI [
SEREE 7 15 (54 4 (14 0 4 (1LY 1 0.3) 0 6.2l 1 (03 0

PR —— - | : & SOURNE B G S
SHRRB G 2% 1 04 0 0 6 (2.0 0 0 82 (286 6 (21) 0
AR ) 5 (18) 0 0 6 (20 0 0 27 @985 2 @D 0
;ﬁ; FRERRAEFDE 4 0 0 1 03) 0 0 0 70 2 (07 0
T IR 14 (5.0) 0 0 21 (7.0) 0 0 24 (84 1 (03) 0
RE 2 @0 1 08 0 25 (83 2 O 0 101 (352) 17 (5.9) 0
Bsam 2 (0.7 0 0 ] 0 0 36 {12.5) ] 0

2. AFKIGEABR ST CRIEMERESR 13 6] (4.7%) ., KIBK - Mk - EED
FTHIO B (3.3%). PHEREE (¥T 2 « N L—EERE) 961 (3.3%). TS 27

(9.8%) . FRIRNAEEAEREE 40 i (14.5%), TEREEEEE 1 6] (04%) . BHERE (R
AR 21 # (7.6%) . DEFZE 1 #1 (0.4%) R (X infusion reaction3 41 (1.1%)
BROLNT, £, EEOKREREE (REERIERE. SHIE. EXEES).
B EEREEE | | RUBEIRIR, AR, Mk - BRI RLARIE. BYEMEIE, Mzt - BRI,
S YO, BERMEEDS (GBI ESREEE, B, RIFRE, &
MRIERAESE) . MERAAEFERREUERKIIRD bkl '

AKI B SR W CREMERR R 16 ] (5.3%). KB - NGk - EEOTH 4
i (1.3%), BEEOREEE (RIGHBEIREER, 2T, EREED 16 (03%).
FFEREREE 15 f (5.0%) . FRIEEERERIE 42 5] (14.0%) . TREABHEREE 1 #1 (0.3%).
RIBHEEREE 1 61 (0.3%), BHEmRE (RMEHMEERRS) 5461 (1.7%). KK - 3
1) (0.3%). & ESEES 1 (03%). s 241 (0.7%) KU infusionreaction]

(0.3%) BEDHOLNT-, Fh, PREE (£72 - A—ERRT). | BERE. 5
% « KERURMIRAE, TEERSAE MR, DK, ESR MRS (Sl M MR
55, WEMME D, FREFERS, EEREELS) ., MRE/REEELUERIIRED Oh2)
-7,

AEHERRRRIEESS (BRREERY 28T L ELRIHERERT,

10



4. HEERIZOWNT
AR OBENBYRZEEEZRI - FEL, FHORECLVEEREIEREZREA L
BRZSHET 5 Z L BRER D, LTOO~@DT X TEHATHRICBNTERTS

_RETHD,
@ MRIZDONT
@1 TR 1) ~ 8) oVWFhblEYT IR THE L,

M

)
&)
(4)

&)

®-2

LA EIRE R EETEY B M A B EREEILERIES EREATIRS A DRSS R,
HOT A% A S BRI AREE, MBS A IR R &) (FFIET A 1 BEEA : 436
&)

KERETRTE (TR 31454 A1 RREA : 86 1)

B RMERIEET 2R ABREER (BABHERITERE. BARIESE
Wi, BABRESEERER L)

SRACEBEZ LB L. SAESRIENGE 1| TSk b BN 2 Ofisk
IRBBINET> T AR (k29457 A 1 A : 2531 Hiak)

UL SR O MR IR B BT > TV A HER (FAE 29 4 7
H 1 BEFAL ;1287 Mk

B EO(LERER CRIERA RIS &:-I*éa\f:%ﬂé‘éﬂi &R FOERIX

FEBEM (FROWTRMICEEY T3 ERMDUIEREM) 2, HE2RROARSICHE

£
e

BEOREEE L LTHEBESATWD I &,

EERIFREE 2 SOTHMBPBHERET L2 5 LU OB ABBROBRIHESY
ToTCWAZE, 96, 2L ER., BAEDRE? L LIEEBRIEBEESZOMEL| -
FToTnAT L,

ERTARFFIRGHE 2 FOPMTHERET Lcic 4 L O F SEMHGUR O BIK
FEEToTRY. 95, 24E LI, BARMREE S LRTHEEEER RO
ERRIHEZToTWDH Z &,

EMAFF UIEREMATIEROTIFHEZET L®IC 5 Ll Lo o iEAR

DEEFELZToTRY, 5b, 28U, PARYEETZ S NEARORA

BROBERIHEERToTWBZ &,

B, xﬂki5%%Lkmfﬁﬂ¢ﬁ%®é%%ﬁﬁ&§?atb\%%@%ﬁ
272 B ERHERIE_ EDOROVFRIMNRT Rl BT T E (BB O35

ERCEWEMRBBRIFOR ST 275 L REBE 2 FOEM) & 0BRFEREEDOL S

WRtTsZ L,

11



@ RHNOEEMEREBOMEHITONT

ERDERERICHEET IECEPEE S, BESENSOBFRED., A&
P IRP AR OB L UEMZE IS 0T 25 EMt. FEFARRE LG S0RE
(T, ERESPHIITORAEHIBRESTWEZ &,

@ BHERA~DRHRIZDVT

@-1 Hegkaflic i+ 2 24
MEMRERECEELRBIMERAARAE UL, 24 REREEHOT., YUk
IEMERERR T BT, RERELARERICL CTAREHEE U CT $0BIEH 0&ER iz

ELRREOHBENYAPIIELN., EHICHSRERERINE - THAH I L,

@-2 EFEREFICLZAFFRNINCETIER

HRABFCEDL 2 EMN2IRE O EZ AT 2EREFEPEERc=2 ) 7
FEDEERORY Y — =0 T EFVERE L ERE£F T 55— JEREH 2%
HENTWBZ &, 2B, BHERIZOWT, PARE L ZOFEITDTEIERT
WAz k,

@-3 BIEROBEr-CRIZBE LT

BIER (BMEHEMERICML, KK - /MEE - EEOTH, FFHERSE - MR
Bk, BRERE RMEREERRS) . NOWEET (TERERERS, HIRRHE
fEE, BIBEARREE), [ BUEERR. S OHKE. 4k - SRVUHRLEE, Bk, BEEOK
[EREE (FERSIEIRERRE, WAL, ERXEES) . infusionreaction, X - S,
TR, MEREE (FTF 2 - S—EERE), L%, EERDEREE (S5
PE /RSP ER B, AR L, ARIFERE ., EBEMERES) . MRERIEERH, &
L) b LC, YR A ERSEOEMEEZFIoEMe B L EIER®
ZERMISIE L TIRERUTES ST b3 Ekich s I L), BEHICHEARLER
TEAEBNESTNDI L,
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5. BERRLRDEE
[HHE B9 5]
O (LFRERORVWEREXIIERES 27T 5ESIMRET EREBEEE BV, F4
B 536 CNCAH], SFU RO 7 F RO SF AR EOFAENR STV 5,

@ AFNIEERSIHERR (KEYNOTE-048RER) 2B\ T, 2FEEMIcE N TE
YEIreT, 5FU R ZFFRIFIONRAES LB LT, AF, 5FURVTZ
FFHE OB SR UFFHBEMBEOFTIMENREN TS, 7L, EEHE
2B AR EEAEEC # B PD-LL & IR L= fEEH L UaEiilE (v a7
7—URGY »8R) OFlE (CPS) KXY BAHMWR R BB TRS N DRER
BELRTNEZE (p7~88H) M5, CPS LR Lz L CAAIRS DRG0
&35 EBEE LY, CPS PR THD Z L BRI BHFITBW T,
FHILIN OEFORIRE L ERT 5. .

* o KHIOBUTE 2 LT, PD-L1IHC 22C3 pharmDx [# =] (Bi5E4) PERRBIALTW
5.

® TEKZLTHEECHT BAMORERUERFEICOWTH, AFIOFLHHES
B ShTBLT, AFOBEHSLARLR,
. FREBIEE:
o OTHEBHERNTR SN TOARW O FEREES L O ARE

13



[Zati B9 5 FH]
O TRICEYTIEFC OV TRARORERERL ENTWDE LR, BERTT

bipnwz &,
o AFIORES IR LIBBSEORFREOH 2 BE

O HENOFMICBWTTRICEY T3 BHIZOWVTIE, Ao St iRy

B, HLOTBFRRERR2VIEEIZRY, BEECARZ2ERTHIZLEEBRETE S,

o MEEMRAOSHNEIBETOHLEE

o MIEEIGEHRE CRER 2R B AHE R UTEEIME O HUR ST S O R M i ¢
EDRICRIEETILR S Db BE

o HOAERBOALE UTRMERZIS L IIFRED H CRERBOEERED
HHBE

o EBRBERE GEMRHIEBHEEZSD) ObEE

o HEEOBRRIBFEATAEBE

»  ECOG Performance Status 3-4 “EV DB

@) ECOG @ Performance Status (PS)

Score TEas
0 | &<HEELENCEDS. RENMEECAEEEHHIRRTAS. |
1 BHAAIC S LV VEENTIRIR AN 50, BT T, BIEE0E - TOEFERITY Z B TE S,
il . BV H, FHEE
2 BITFTECASOYDOMY O LT _CAEFHER R TE RV, B 50%EL LAy FATRITI,
3 BoNEBLSOLEDEY D& LMNTERY, BPO50% LELy FFTRIT,
4 | &<@iTiv, BAOHOEYDOIL LiXEL TERY, TSRy FOARTFTRIT,
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6. WEIZBLTEETAXYE

T CEBSICM A, MERTEEE BRI 2 BRI S & TR DR R U IERE
Ao hERERE FRICERLTHrLERTL L,
%ﬁ%%m%i%\%%RM%@%&K@%%&U%@&%+Q%%L\mﬁ&%
THhbEET2IE,

CPS bR Lz LT, ﬁﬂ@&%?%%ﬂ%?é EDEE LV, aﬁm%
ERVWEAICE, AFOEROBE BT L ETRET S 2 E,
FEREWERD< R AL MZOWT

® ® ©& ©

@Eﬁ%ﬁ%ﬁ%%bﬂé:&ﬁ%é@fv%ﬁ®ﬁﬁﬁﬁkofﬁ\@%ﬁ
% (B0, MERMREE, W) OMREUINE X REOCERS. BEE 1+
ST S e, . VEIIGCTHEEE CT, MiE~——ZS0RELERT
Ik,

infusion reaction 233 H i D = & #3d B, infusionreaction 358 =B EIC
ﬁ\ﬁ@&ﬂﬁ%ﬁﬁkk%ﬁ\ﬁﬁﬁ@ﬁ?éiﬁﬁﬁ®ﬁﬁ%+ﬁﬁﬁﬁ
TAHZLE,

FORSEEREE, TREREBESRUCRIBHEEERH DD Z z‘: BHDD
T\$ﬁ®ﬂﬁﬁ%ﬁ&0&5%ﬁ¢ﬁﬁﬁﬂh SrWHSRERE (TSH., 78
T3, R T4, ACTH, M =25 —AEOREE) REHETSHZ L.

. RS, B{EMERERBH OIS Z L BB LD T, FHORFHKIR

UE@%H$@¢%%LH& ERMZ (AST, ALT. v-GTP, Al-P, U AL %
DHE) EEETHZ &,

Y SR (ERARGIIEEREREZESD) TOEERBEERH LIS
IERHBZOT, EHHICIBOREORBEYERTAI L, £z, [ROAFH
RBHONEHAIL, HOMCEFEEESR T L BT ERETH L,
AHOBHIZE Y BEOREFRCER T2 L& % bh s REESRE
BhHobbn3Z b, BEFIFADBNEBEITE, BRLEFRIIIS UK
BP0 Ap el & B 2 EO RN & U CEDAZENBET TV, BEORE
RSz X ARIER R REDN B BAIT, AROAETHIE, RUBIBEES
NEVRIOBRESEEZEET AL, BB, BIBEERVEOREIZX VEME
HAOUENED BRRWVESICE, BIBRERAE PO HtF 0B m
HEETHZL,

LR T %, SoRB O ARE L THHEEWERMBRERT S Z &#%51

AR OB ERTHRICHEWERORBBRIA-SIEETB L,

1 BOER (BE 1 ERBEZEh) bbb, BEREES b7V F—v R
KEBZENRHBOT, AE, B, IBEHZEOEROREPMFEEDS LRI+
SEETDHI L, 1 HBERBI OISR EERREL, A AT
FoESEOHNMNEEITH Z &

AR DRRRABICBWT, E%ﬁ#@69ﬁﬁ HMHIEE&TG& L ED
% 9B L ITHGEOIE R T > TN 2 L 252 ARSI ECEmS
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EEfFRHETA R4 v
RAaTu Y RXed (BEFEEZ)
(B4 : %4 M —F SFBE 20 mg, ¥4 —F SFEHE 100 mg)
~ /IR ~

TR 2 942 A (4T 1 2 AHKET)
| A5



B

AN o i e

LI

FRIORR, 1ERBRF

R PR R

BRIZoNT
BEGxHL b BE
B L TEBETREEE

P2
P3
P4
P19
P21
P23



1. LD

EEROFHE - ZLMOREFE O DI, TACESIC LSV EIERER S RkD
BiLd., &bz, IHEORSHIFOMEIC LY | FUKEER R EOESIE TR
FEESKEBENDHFT, ZhbOERR T HICHERBETRIET 5 2 L RO
AL o TH Y RFMENEE L o EA T8 2016 (FAk 28 /7 6 A 2 HMHERUE)
BWTH, EHNEELECHERORBWHEEEZRAZ L SN TNDS,

HRERREERMT, BRERRPR ST 0 7 7 A VBHFEOERS LI O R
RHBZLBHB, TORD, EOHRUCERSMCETAHEHRI+SEETI T TOM,
CMYERBOEEEFR ST AL EPAMFINIBEICHLTHERATLIL L bIZ, BHE
FARRE LB BB R & D 2 L NERER—E OB 2T E RS T A
THILEREETHS,

Lieito T, BRHA K54 2T, BERERPINETRELR TV B EEREN -
B RHICESE | UTOERROKERERZHEET 280 b UEREE, B
HROEEERERT,

B, AHA BT A bk, PSTTHEEA S SER SRR AN, ANMARARAR
EHEEYS . — BB BABRNBES, HEEEFEHEN A AHFEFSRT
— A A AERBREEOBAO b LER L,

WELRBEER ¥4 F—F ST 20mg, F4 b—F SHEHE 100mg (—
x4 LT oY XvT (BETHIEZ))
HELRBEUEAR « IR EERHEAT « B O/ MAN NS
HELRBAERONE | EE. BAICE, RA70) Xv7 (@EFEHZ) LT, ]
| 5] 200 mg % 3 BEHIFET 30 SYBIA TARBET 5,
Bl 3% R 3¢ % 3 : MSD B\Ett




2. AEORKE. ERERE

FA M —F T REE 20 mg RURLAFEFE 100mg (—4 :_AT oY X<7 (B
ETE#E) . BT FA#) 1 5,) ik, PD-1 (programmed cell death-1) & Z®DY H
RFT®H% PD-L1 RUPD-L2 L OFEEHEHEMEET S, b MMh1gG4 €/ 7 v —FHifk
TH 5,

PD-1 #REEIE T AR IE B AR Dk B 7o DI AR BSR4 2 i
ARA w»F T, PD-1 ik, RERREICBWTREEE T HIROMRETICRIRL, BHEA
BERGE SDRNENTRRRGERGEHHT 5, T74bb, PD-1 RYHF FEF
ETHIERIVHEZEERCL VST REZAHET A S /ETH B, PDLI
DOEFHEBIZBITAFERITDLTLTHLE, ZLOBAMETIE T Mifio@s iz
HIEEBREICRBR LTS, BAFIICEIT 5 PD-L1 OEREIL, S, B,
SRR, SPELE, MBI & OlL ARATTRARRTFTHY | BV EFE
& OMBAERHE Sh T3, ,

BHONADERNT% L PD-LI FEOHEEMEN D, PD-1 & PD-L1 OEBITNES
ORBEERHI BV THEERBEZE ) Z LARBENTEY , Fi B AR OEY &
LTS T3,

FFIL, PD-1 & PD-L1 RUPD-L2 O U Hy FORESEMEETH L0 kv, BEE
PR OIS RAHIRGEN: T U ke mib X8, FUEEaS 2 BiEH(t
T5Z L THRIEBESRERET S,

AADOIERBFICESCBEORERGC L 2BIERER b bbh, BEXIECIC
ELHEMEEDH D, FROREFTRUREEICE, BFEOBERLHoIITV. RENR
D HNIEEITIE, BE UL FRICS U FMa R M & BB & Fe-0 18T & i LT
SRR ATV BEORENISIC L 2BHWEAB LN A HEIE, BIBRESV
EVHIORGEOBDRAELTT O BERH D,



3. BEERRREE -
IR e/ AT - TR OIE/ NI A DR RBFFHCREM 21T - 7= TR ERRSR O &S
/.'_T-\-j—n

[H%hiE]
OERLRFMERE (KEYNOTE-024 &)

{EHRIER O 72V, EGFR BE T ERIEME, ALK Bi-6 86T B4 LT PD-L1 Bt (PD-
Ll #RB L-IEEHas 5 284 (LUF FTPS] &W5,) 250%) ! OUIRAREE2
1T - EROHE/NERFERE 305 61 (ARAN40FEETe) RIS, FH 200mg3 &
FIRIRE (BLF TQ3Wl &3, ) REOFMERUEESMER, 75T 1K 2 &Lt
BI{bSEREEE (BAT TSOC) &WvwH, ) B LTHREEhi, k. B TEE
ETHED SNBAE, KRETE2RTERSRD bR WEORBRKRIICEE LT
2 BE TR REDBEOEGTIM CRAETARED ORI ETAFOEREEMET D Z
LRERE L A e, SESMEE B I EAERE (LT [PFS) &5, ) |« BIRRE
fIE B kA TEHE (LT 1081 &), ) & &, AFITT 75 lH %2 S Te{bi g
LB LT, PFS. RUNOS (FRIfRIT) #HBIERLE,

¥ ; 2= CRITER Y U THSIRFERR STV 5 PD-L1 IHC 22C3 pharmDx {47 =2
FRWTHE SR,

*) .24 AR ETCHRESNE-EAIAFIOREERFILL, 0%, REETHERDOONLS
SR EERTES LS,

F#1 BAOHERE (KEYNOTE-024 3A5R)

AF] 200 mg Q3W 7;7 :’c_’:‘%ﬁ? 3
(151 151)
g [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS"! A= R 0.50
(95%CI) (0.37, 0.68) —
P fEg" <0.001
i [A] NE NE
(95%CID) (NE, NE) (9.4, NE)
0s* - R 0.60
(95%CI)- (0.41, 0.89) -
P {E" 0.005

Cl: [EHEKE. NE : #5ER7A[, *1 : RECIST #A FJ A > 1.1 BICE-S M hfiE, *2 .
F8 Cox Bl y— REFNIC L 275 F 5+ HE 2 STebEIE & O, *3: @hile 735

T HE, *4 ;- DRIfMTEOT —F  2016FESHIHI Y F A7



90: ) — AMDOME QW
go] e FSFFUAESCSES

: SR
20 4 ‘ : ey :
. Tw_ L, :

i ot e, s

]

NPT T T T

=
at riski% mRRETEN(A]

HEI200mg Q3W 154 104 89 44 22 3 1
TIFIRRESGILERE 157 99 70 18 2 1 0

H1 PRI X BPFSOBEKMMTEE O Kaplan-Mejer i} (KEYNOTE-024308%)
(PD-L1fEM: (TPS=50%) D EEHER)

20 ' ——— EEWImE W
- 107 e TsFrEmERGLYRE
0 R — R—— v - - e :
0 3 6 9 12 15 18 21
at risk# SRR
FR200mg Q3W 154 136 121 82 39 11 2 0
TSFFRARSUIEEE 151 123 106 64 34 7 1 0

X2 OSOHHEITRFOKaplan-Meier i (KEYNOTE-0243818)
(PD-L1EGHE (TPS=50%) O EBELER)



QOEEEIREEE I /IHEFRE (KEYNOTE-010 3A5)

75 FHRRE SRR 275 PD-LLIGHE (TPS21%) 7 OUERRERLE
1T - FROFENMERMEAE 1,033 61 (AFRA 9L fleain) ZERIT, &7 2 mgke
Q3IW 5T 10 mgkg QAW HEOFIERVCREMEN, FeFFrAkily (UT

[DOC) &Vvv5,) #HBBE LTHREIENTE, 2B, BRI CRAEETIRD bhi
BT, BEETERTERBIED SRRV EORKIZEE L TV D BE TR, KE
DL O EHR M CHEBEEIT RS b D £ TAFIOR Sk 2 s L Shiz®, FEFH
fEEE X 0S RUPFS L &, FAIXDOC L HE LT, OS 2 FREIER L,

*| | EGFR WETERBMEL ALK BAREFREORE TR, 777 NMEE Tk
BRI X A BB, FNFh EGFR BEEA XL ALK [MEEB2E T o 5B
IEEAIC & S RER AT 2 BESHEAARLRTE,

*2 : PD-L1IHC 22C3 pharmDx [ ¥ =] oFEfEx v M HWTHRES L,

3124 HAETCRESNEBAREFOHEEEFTIEL, TOH, KHETHRD bhIE
Bl SHERTESR I Eahi,

#2 AR (KEYNOTE-010 3E)
A7 2 mg/kg Al 10 mg/kg DOC
Q3W Q3W
(344 #) (346 1) (343 {A)
gl [A] 10.4 12.7 8.5
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)
0S | ~H¥F— R4 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P (&> <0.001 <0.001

CI: {ZHHER. *1 : /B3 Cox HFINF— FEFNAIZLD DOC & DL, *2: BAo /2 75

E

100 .
80 —— M 2mglig AW
80 e PAT0ME/RE Q3W
70 — RiyFtl
& 601 ”
E B0 Y Ti’%ﬁ;g "
p bz oa 1] 1R R
40 *‘"Et ot HEET T
30+
20 N
101
0 LALIE L “!"?“ﬂf"l'“||"‘!'I‘IH'IIHll“'!”'ll!l TR TS T AT R R TR T R TTETR TR TR
0 5 10 15 20 25
at risk2% S7FEm A1
M2 mg/kg Q3W 344 259 115 49 12 0
F#10mg/kg QBBW 346 255 124 56 6 0
ReFFEN 343 212 79 33 1 0
3 OS OEHMHRED Kaplan-Meier #i## (KEYNOTE-010 35)

(PD-L1 BB (TPS=1%) OBHELM)




‘QEEREFFNIARE (KEYNOTE-189 )
ALERRERB OV, EGFR BETERBHERT ALK @A BRETFEBIEOTERRTERE
1T - BROFERE R/ NREHERE 616 51 (BAN 105125 28Iz, AH
200mg (Q3W) , _A FLFE R FY T AKFM (BT 2 RLFER] E0D,)
BROZSFFEH (RAFFFURIIHARTSFY) OEARES GREIGEAR "o
BMER RN, F5ER, 2R FLFk FRROTIFFRAOHRR S (L%
) ERBLE LE_EERABRTHRNENE, MiEE b, 777 HEITE Y EM
RBEZLIER L, H5ERK4 32 ETL Lk, 2B, BRI CREETNE
D ONIGAI, BRRETE R TERPRD bRV EDOBREMICEELTNAEBET
W, REICIEOESFM CRABETHRED D ETEAR LA B ¥t FOFFRES
ERBT DT A WEEL SN, EEFTMEE AL OS RUPFS & &, FHl, <A |
V¥ FROUZTZFFHAOHRESIIT TR, N2 P dxt FEROT T FHRE O
RS LB LT, 0S RU'PES 2/ EICER L,
*] : AH) 200mg, 22 b LFE FS00mgm?, YARFFF T5me/m RITHNRT S F
AUCS5 (mg - mL/min) DIEIZ Q3W (#=2—2M 1 ABIcHYE) T4 a—2 5%, K
#1200 mg R A b L3 F 500 mg/m? 25 Q3W Tk G &hi-,
¥: 7R, A P LFEFS500mgmt, AT T T T5mgm? Xk ART 5 F L AUC
5 (mg- ml/min) @OIEKZ Q3IW (HFox—AD 1 HEK#KE) C4a—2E5H%, 5%
_ RREURRA b L% K500 mg/m? 38 Q3W THREShE,
*3: 24 WAETEESNEGERAAOREL L, 0%, EEETHERD b
Al EARATER L &N,

#x3 AERE (KEYNOTE-189 55k)

AHN O B (LSRR EE
(410 1) (206 %)
fgefE [A1 NE 1.3 .
(95%CD (NE, NE) (8.7,15.1)
0s™! VANl o A 0.49
(95%CI) (0.38, 0.64) -
p " <0.00001°
HoeiE (A 8.8 49
(95%CI) (7.6,9.2) (4.7,5.5)
PRS- ANYP— R 0.52
(95%CD) (0.43, 0.64) .. —
P {H" <0.00001

ClL: {EHXE. NE: HEERHE, *1: PETEOT —# 1 20174 11 H 8 Hb v bE7. *2: 18
Bl Cox lINF—FEFAWE BT T ER, R4 b3 FRUTZFFEAERSERED
PEHSRE L OER, *3: Bia ZF o Z78E, *4: RECIST HA4 F54 ¥ LI RICES<SRT
" ST I E ' '



100 7
~"‘."\
90 1] N
80 7 L‘s.'
707 ““\,M
£ 60 -
< Y "‘hﬂ.
flya) 40 - R et 1 it b
#H ]
307
207 —— Finimg QIW, SAPLFRERUTSFHRABBILEES
10 ——— Fotf. XL+ EFRUTSFH RIS
0 T T 1 ] T 1]
0 3 6 9 12 15 18 21
at risk# EFaRA]
AH200mg Q3W, R
APFERRUTSF 410 377 347 278 163 71 18 0
TRESBREE )
ISR, RANAE
FEF/SFFRMuE . 206 183 149 104 59 25 8 0
[0

4 08 OPEESTRED Kaplan-Meier i#it (KEYNOTE-189 i5k)

100
90 - —— IO, RANA RPN 5T I
80 - \\"1 e TBUR, SRNETFT MITAIOREY TSR
£ 701 \\
® VT
60 -

i 30 4 \"n
20 s
10 - wamwm
0- ; Trveer
0 3 6 9 12 15 18
at risk™ SREETRR(A]
QW A |

AbLERFFMIDA 410 322 256 148 60 17 5
KEMEU/57THA
T5eR, RAMAE
FHROLXIARY 206 140 80 40 16 3 7
T5FHER

S5 BRTFERMHEIZLS PFS O HRREHTRFO Kaplan-Meier Hi##

(KEYNOTE-189 A5%)

21



@EBEIEFIFIAHRER (KEYNOTE407 35#k)

LR O 2, SRR EST - BREOREF EEFE/NElalmEEE 559 41 (AR
A 50 BlEETe) xRz, A& 200mg (Q3W) |, AIVRTZFURUNAT Y FXEL
XIEAR7 Y A (TAT I BERE) (LT TnabPTX) &0 5,) ofiR#Es (K
FOLARE) " OFSHERETCRESMER, 7R, AIVERTIF RO Z T ZXELR
i3 nab-PTX OHFRAKRE ({LFEFRER) 2B L L "EeRER TR S, Wit
b, N7 U FF AN nab-PTX 1T, AYHEMPBEE ZLITRIRL, F&513&K4 2
—RAETE L, 2B, BEEFTO THREETIRED b EEIC, BRETERIER
23D bIRWEDRFRAOIZEE LT 5 BE T, REICIEOE G TN CHREAETH
BDONLETERORES EFET A Z LAFHREE SNk, TEFMER L 0S BT
PFS & &, FH, AINETZF RO Y 22X nabPTX OPFRAK LI TS
TR, ANVRTFFURGAT Y F AL nab-PTX OHFRES L LT, OS &
T'PFS ZARICER LT,

*1 : BHF 200mg, /327 U # FE/ 200mg/m? X ik nab-PTX 100 mg/m?2, BV RTFF 2 AUC
6 (mg* mL/min) OIRIZ BW (KH, X7 U F XUARCANVETFF ik -2
D1 AHIZEE, nab-PTX [ZE3—RAD 1, 8, 15 A HICHRE) T4 a—3E5H, K
A 200 mg A Q3IW THRE XA,

*2: TSR, A7 U FHENL 200me/in® LT nab-PTX 100 mg/m?, B VR 7 FF 2 AUC6

(mg - mL/min) OIEIZ Q3W (&K, <7 YV FFEALRTINRTTF U IFa—AD
1 AHIZHES, nabPTX X% =—2A0 1, 8, 15 HRIC#KRY) T4a—2L5%, 75
AR QW TS IhE,

¥ : 24 WRECERESENEEERFROREEZFIEL, F0#%, KBETERDLNTE

FlHsmRATELI L EEhE,

#4 HHEEE (KEYNOTE-407 325)

AFNGFRBET {L R IERE"
(278 ) (281 1)
o [H] 15.9 11.3
_ (95%CI) (13.2, NE) (9.5, 14.8)
0s™ SN — R 0.64
(95%CI) (0.49, 0.85) —
P g™ 0.0008
ol [A) 6.4 48
(95%CI) (6.2,83) (4.2,5.7)
PFS™™ SN — R 0.56
(95%CI) (0.45,0.70) —
P {E" < 0.0001

Cl: {EKME, NE: #EARF, *1: fFEMITIEOF—% (2018464 A3 0 v b7, % g
Bl Cox I F—FEFANLL DT TR, AARTSF L BT T #2021 nabPTX
OPFRRELE OB, *3 . BHE 77 Z7HE, ¥ RECIST HA R4 > L1IRICES < 5%
AR YK E .



100 -
90
80 -
70

¥ 60 1

ﬁﬂ)‘_

# 40
30

20
0 { ——— HE00mg QIW, ALRSSFRUAIY9E LIRUN-HTUSFEN

‘Eg — ——— TSR AAATFF BN SRR VT
o 3 6 9 12 15 18 21

FFREIE]

at risk#

AE200mg Q3W. Bk

TSFBRIIUTERN 278 256 188 124 62 17 2 0
XEnab-N7U93Eil

7548, hRT5F

BORIUSFENNIG 281 246 175 93 45 16 4 0
nab-It7 U9 ,

®6 OSDHEEIFED Kaplan-Meier Hi% (KEYNOTE-407 335%)

188 ] \L e FE AT QW AVRTSFSRURIVFH R Sb-ATY IR
B 80 - ‘\‘\x ——— ISt ALEISFYRITUSFENR Y St
R 70
ﬁi 60 ‘
@ 50 ] A
Wi M
B 30 - k.\
20 7] -._k—."‘"——ﬂ-"!_
10 —_— g
0 : - T e . -
o 3 6 9 .12 15 18
at risk2% BEREFERIA]
FH0mg Q3W, ALK
TESFURUNIUSEEIL 278 223 142 57 23 5 0
Llgnab-17Y 520
75k, AVRTSFY
RURZUSFEILNG 281 180 g0 26 12 4 0
nab-"7Y g5l

7 BRTFIEEIE XS PFS O FEARITRO Kaplan-Meier %
(KEYNOTE-407 38R)

10



CHEEFFMARE (KEYNOTE-042 35k)

{LFIRIERED 72 EGFR BGTE RN, ALK @& R AR O PD-L1 Btk (TPS
=1%) " OUIBRAREREELT - BROF/NHEMREE 1,274 ] (AARAN 93 FlEEte)
BRRIT, AH 200mg Q3W FHE5OFSER VRSN, 75 FF A2 S iLERE
ERBE LTHRE SN, 2Bk, BRI CREETSED bR E, REETE
RN D bW EORERINCEE LTV 5 BE TIL, REICLEO EER M TR
BETRRD O D ETAROB S E2{HET 2 Z LAFREL Ehi? EEFMEEIIE
OS L ah, FFNXT T FFRHAZSLEREL B LT, OS 2FRICER L,

*1: A=A Rl e U TERERFERBE S T3 PD-L1 THC 22C3 pharmDx 52
FRVWTRESRE,

2: 24 WAETREESNEGERAROERSEPIEL, T0%, KEETHEREDBNEH
SRREFHTEA L EENT,

%5 HMERAE (KEYNOTE-042 3R5) (PD-L1 B (TPS=1%) DBEFERM)

= A
5200 mg Q3W | 77 ?ﬂj f‘;}{f =l
k= 637 Pl 637
o hofE [(A] 16.7 12.1
;:;%& 08" (95%CT) (13.9,19.7) (11.3,13.3)
(é?t%lﬂi) A R 2 0.81
(95%C) (0.71, 0.93) —
P{E™ 0.002 .
BlE 299 {4 300 i
o e [A] 20.0 12.2
;)P%i%o% os*"! (95%CI) (15.4,24.9) (10.4, 14.2)
‘ AP W2 0.69 _
(95%CI) (0.56, 0.85) _
LR 338 il 337 4
. hdufE [H] 13.4 - 12.1
53;;;%; os™ (95%CI) (10.7, 18.2) (11.0, 14.0)
. CANP— R 0.92 B
(95%CI) (0.77, 1.11)

Cl: {FHXM. *1: PREITEEOT —# : 20184FE 2 H 26 Bh v hd 7, 2 : BRI Cox Heffl N
— REFMEL DT 7 FTRAZ S LR O, %3 BRln /S 7BE

11




100
90 . —— HA200mg QW
80 - \ ——— F5FIERELLLIEE
70 7
X 60 1 )
ﬁ 50
# 40 -
30 -ﬁ.ﬁ-‘.
20 N - —
10 1
O ) il T L4 T i
0 6 12 18 24 30 36 42
at risk® ‘ $FERR] ‘
FH200mg Q3W 637 463 365 214 112 35 2 0
ISFHERESONEREE 637 485 316 166 88 24 1 0

B8 OS DOHMEITRD Kaplan-Meier Bi#R (KEYNOTE-042 3%)
(PD-L1 BBt (TPS=1%) OBELM)
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[Z&f]

OEFEERFIERE (KEYNOTE-024 35h)

AEFLIIAHEE 148/154 61 (96.1%) R TF SOC B 145/150 il (96.7%) @b bHh, &
B & OERRBESTETE RVWETFLIL, Th-Eh 113/154 61 (73.4%) KT 135/150 4
{90.0%) IZFE®H BT, WINPOBETRERS UL ELORERIITROLEBY TH-

7"4-
—o

#£6 WTNhORTHREEN 5% LORHER (KEYNOTE-024 38)

(AT RS F)

FEDIKSE (SOC: System

Bilgx (%)

Organ Class)
JEAZE (PT: Preferred Term)

AHIHE
154 {71

SOC ¥
150 £

(MedDRA ver.20.1} £ Grade

Grade 34  Grade 5

% Grade

Grade 34 Grade 5

2RIER 113 (73.4)

40 (26.0)

1 (0.6) 135 (90.0)

77 (51.3) 3 2.0)

Mg L GY L REE
i g8 (5.2

B IR A E 1 (0.6) -

AP ERM AT ' 1 (0.6)
L AUNREEE 0
DRI

FUR IR R TO A 1 (.n

-

a
0

0
0

(1.9)

_MRRgRRETE - 12 (78 0

BlbEE

i e

THi <22 (143)
HED - 15 (9.7
AMNZ%E 4 (2.6

s 4 @26

TR 2HEERLTRSMUORE
FiPaER 5 (332
W 16 (104)
B 1 (0.6)

FEH B L L) B S

BREE

ALTHEM T T

AST 3 g (52

f 7 V7 F =80 3 (19

57 IREg 0

{11V NFE = & 2 ' 0

AMdEwd 1 (08
AR L URERRE -

BELY e
JERTRYORME 1 (06

At 13 ee

RREE

A= = —m /8T — 2.4y

PR, MaRis X OWERREE

i B B & 2]

R L USRS
B ESE 0
BERERER , g8 (52
T 5 PR 12 (7.8)
B5 11 (7.1

0
6

0

0

1

2
0
0

2

3.9)

©8 ..

(0.6)
(1.3)

(1.3)

oo oo

(=14

=

-

)

oo oo

I--N-F-3

oo oo o

oo o o

cooc oo o.

66
3
34

=N

1

20
65
18

43
9

3
15
20
18

30

.18

(44.0)

(5.3)
2.7

LT ary) o8 63

0.7

a3

(13.3)
(43.3)
(12.0)

(20.0)

(71.3)
(28.7)
(6.0)

B3

@n

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

aen

(260)
BRCED B

en

29 (193)

2 (L3
20 (13.3)

-N--E-F

o

e

‘o

13)
(2.0)

(13)
07

i o= BV I S ]
oo ool

s
5 (3.3

[ ]

[=3
= I )

(=15

0.7)

(4.0)

(6.0)
.20y

coo oo o!

<!

N

(60)
o

0.7
(2.0)
(2.0)

L.en o .

oen o

oo o o
coo o




R, AHIBECBWCEIEERRR 6] (5.8%) . KIBR -EEOTH S 4 (5.2%) .
MHRREE (¥F7 2 - SN—ERERES) 206] (13%) . IFEREREE 22 41 (143%) . B
fRiREREE 21 F (13.6%) . TEEHEEERDE [ 6] 0.6%) . 1 BFERK 146 (0.6%) .
BHREREE (RS ISR 14 (0.6%) . 18 (0.6%) . fFds - HELUTRE
fRAENL 1 61 (0.6%) M UFinfusionreactions #l (3.2%) MRdbhiz, £, BEOHE
BEE (FEREIEIRAEREE, SIWALEE, HXOEES) | BIBHEREREE. EEMIEIE. M
7% - BlEA, S LS ER, DB, gt m MR EEETR, R R UOREEK
BRRDONEhol, ABIEMRBRLIIEEES (BRREEEEZED) 280
EHERETRT,

@IEFEEHL A T/IFERER (KEYNOTE-010 #5k)

FEHERIT 2 me/ke Q3W B 3317339 41 (97.6%) . 10 mg/kg Q3W F¥ 330/343 £ (96.2%)
RO DOC B 297/309 #fl (96.1%) 1238 b, IBRE L OEREBEEREETERVESF
BRI, 2R 215339 G (634%) . 226/343 ] (65.9%) KUK 251/309 ] (81.2%)

IBRHENRE, WThPAOBETREARELN SUULOBEMIITED LBY Thotz,
#£7 WA OE TRESRN 5% EoBWER (KEYNOTE-010 808 (iAo S M)

PRERIXRSE (SOC: System B %)
Organ Class) 2 mg/kg Q3W B 10 mg/kg Q3W BE DOC #
HAZE (PT: Preferred Term) 339 48] 343 fif 309 4
(MedDRA ver.20.1) 4 Grade Grade 34 Grade 5 4> Grade Grade 34 Grade5 4 Grade Grade3-4 Grade s
2RIEM 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5(L.6)
D MR LD R '
21 10 (29) 3 (09 0 14 (41) 1 (03) 0 40(129) 5 (1.6 0
 EppEkRRAEE - 1.(03) O 0 1@3») o 0  44(142) 38(123) 0
F R T 25 (74 0 0 23 (6.7) 0 0 1 {0.3) 0 0
L gk _ o , '
T 24 (7.1) 2 (06) O 22 (64) 0 0 56(18.1) 7 (23) O
- Bl 37(109) I (0.3) 0 31 9.0) 2 (06 O 45(146) -1 (03) 0
oMk 13 38) 0 0 70200 103 0 43(139) 3 (.0) 0
MR @y 0 0 13 38 1 (03) 0 24 (78) 2 (06) 0O
i Y IRE B L USRI ORE . . . _
18 HE 20 (59) 1 (03) 0 19 (55) 2 (0.6) O 35013 6 (19 0
oy 46 (136) 4 (1.2) O 49(143) 6 (1.7) 0 76 (246) 11 (36 0
FHPEFRR 5 (1.5 0 0 4 (1.2) 0 0 21 (6.8) 0 0
| ER ooy 103 0 4@ 0 0 1765 103 0
EFpEREL 0 0 0 2@ o 0 24 (78) 19 (61) O
| BT L _
SSRRE 309 0 0 3009 o0 0 17 (5.5 0 0
LR LU TRRSREE o . . _
M 309 0 0 2 (06) O 0 101327 2 {06 0
5 25 (74) 0 0 32 (83 0 0 5 (L6 1 (03 0
B 29 (86) 1 (03) G 44(128) 1 (03) O 14 45 0 0

7238, 2 mgks Q3W ER T 10 mg/kg Q3W BElzRBWTENTh, HEMEAES 154
(4.4%) RO 1481 (41%) | KiE% - BEOTHS# (1.5%) RU24) 0.6%) . E
FE B R (R RS FEIRIRE R, ZRH0BE, EREES) 1 41 (0.3%) KU1 41 (0.3%) .
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FREE (F7 2 - N—EEHEE) 241 (0.6%) RO 3 # (0.9%) . H#gEEE 23 6
(6.8%) BU 2261 (6.4%) . FIRIREEEEREE 32 6l (9.4%) RU3SA (102%) . T
{BEEREREE 1 61 (0.3%) BTr 1 41 (0.3%) | BIFHEREREE 2 f4] (0.6%) BT 1 {5 (0.3%) .
1 BRI 1 61 (03%) KUt 2 1 (0.6%) . BiERE (RMETHEIESLS) 4 4
(12%) BT OB, Bk 161 (03%) RO0H, ik « BRBUMRMRAE 1 # (0.3%) ROt
0 18, infusion reaction 2 & (0.6%) RU'6# (1.7%) RRH b, £, HEHES
fE, BHZ% - BEREZE, B & DR, LR, SEER/MORDEERR, BLEELET
FRFHEIIFRD Shieh o7, FREABRRARRIIEESER (BEREMEEEZSD)
PEDEHERETT,

@EFIRIBE M HERER (KEYNOTE-189 3Ek)

BEFZITAOFAEE 404/405 51 (99.8%) KU RRHEE 200202 B (99.0%) IZHRDHE
., BBREL ORRBEFPEETERWEEERIL. ThENh 372/405 ] (91.9%) K&
X 183/202 B (90.6%) WZFBH biviz, WTNPDEETRERD 5%LL EORERILITE
DEBYThHT=, .

F8 WThhORTEREN 5% LORMER (KEYNOTE-189 38  (Z24EirsRam)

SERIR453E (SOC: System Bl &%
Organ Class) AHFOEBBE (LSRR
FAFE (PT: Preferred Term) 405 ) 202 4
{MedDRA ver.20.1) 4= Grade Grade34  Grade 5 4 Grade Grade 34  Grade 5
£ EIER 372 (91.9) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
Mg LY »3Fk b _ ' ' ' - L
i 154 (380) 35 (13.6) 0 77 (38.1) 27 (134 0
SEEEAT YRR A 25 (62) 24 (59 0 4 (0 4 (@0 0
R L BRI E 22 (54 8 (2.0 0 12 (59 1 (0.5 0
TP EREE 101 (249) 59 (14.6) 0 45 (223) 22 (10.9) 0
o MRS 69 (170) 31 (7)) 0 27 (134) 13 (64) 0
RN
o PRRRERESTE 20 2 (4 2 @5 o0 3 (5 o0 0
oBEE T
. UhEpufH 51 (126) 0 0 14 (69) o 0
CBMBREE o o
{E 5 ‘ 67 (16.5) 0 0 24 (119) 0 0
TH 7% (193 15 @3B 0 22 (109 4 (0 0
HELD 187 (462) 12 (3.0) 0 90 (44.6) 4 (2.0) 0
O 26 64 2 (0.5) 0 15 (74 1 (0.5 0
L LS ..o sy 7 @m0 39 (193) 4 @20 0
i 2R U SR ORE ‘ : o
EHIE 53 (131 16 (4.0 0 31 (153 3 (1.5 0
% 134 (33.1) 20 (4.9 0 62 (30.7) 3 (1.5 0
FEIE DRI 30 74 3 07 1] 14 9 1 (05 0
S I C21T (6D 0 0 12 (59 0 0
o R 24 (59 1 (2 0 4 @y 0 - 0
B s L A B
L1 S 20 @9 1 @ o6 W0 (0 0 0
ALT B 8 @4 2 05 0 16 (79 3 1.5 0
AST 4N 28 (6.9 0 0 10 (50) 1 (05 o
P2 LFF=o8n 32 79 1. (02 0 12 (5.9) 0 0
B i ER3Ep 2 (54) 7 Q7N 0 12 (59) 6 (3.0 ¢

15



AFE DA 95 (SOC: System s (%)

Organ Class) A GFRN {SERR TN
ALAER (PT: Preferred Term) 405 {4 202
{MedDRA ver.20.1) 4 Grade  Grade3-4 Grade5 4= Grade Grade3-4 Grade5
s L URERNE
FRREIR 84 (207 4 (L0) 0 42 (208) I (0.5 0
BesFeyamiE 2 (G4 05 0y 0 3 (15 0 0
MRS
o ORERE 3 en 1 0y 0 14 (69) LU
- BEBLURTERES TR o
PRIt 11 @7 0 0 12 (5.9 0 0
% I FEIE 37 (9.1 0 0 12 (59 0 0
R1E 51 (126) 5 (1.2 0 17 84 3 (L3) 0

7236, ARIBIC BV CRIE MRS 16 #1 (4.0%) | KB - BE O TH 20 £ (4.9%) .
MRS (FT 2« N U—ERERE) 104 (2.5%) . FFEEREE 62 41 (15.3%) . AR
RAEREREE 32 4] (7.9%) . FEREAHLEEREE 2 61 (0.5%) . BIEHEEEIEE 1 4] (0.2%) |
1 BOBEIRIE 1 41 (0.2%) . BiRAEREE (RETHEMHERS) 256 (6.2%) . HEk 2 4

(0.5%) XU} infusionreaction 5l (1.2%) A@EHbhiz, £/, EEORMEE (KE
LB, SAH. FERS) | M - SOSUTRIARE. EREGEE,. Mk -
BAMEA ., S &HMge, OfFZs, Rt/ MRS MESRBER. AR fL R USREFEREI
B bbb o, AEWERARBERIIBNESS (MAREERF 280 20K
KRETRT,

@EELMEMHEFS (KEYNOTE-407 5k)

A EELITAFITE 273/278 B (98.2%) R UHRE 274/280 1 (97.9%) \RBH LI,
TEHRE L ORBRBEEITETERVEEERIL. ZhTh 265278 il (953%) KU
249/280 ] (88.9%) 1T bitr, WENLORETRIARR SHLL LORIERIZ TR
LB Tholk, . o

#9 WTh OB TRERE 5% LORIFEA (KEYNOTE407 3U8) (Kt se)

FEMXSE (SOC: System % %)

Organ Class) AH G RBE {bZRR A

IGAsE (PT: Preferred Term) 278 i 230 {5

{MedDRA ver.20.1} 4 Grade Grade3-4 Grade5 < Grade Grade3-4 Grade5
LRIEH 265 (95.3) 151 (543) 10 (3.6) 249 (88.9) 152 (543) 6 (2.)

A LY L REEE o B o .
i 123 (442) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FeILHE ST TRk AE 14 (50) 14 (5.0 0 0 3.6 10 (3.6 ]
B ke 23 (83) 12 (4.3) 0 19 (68) 12 (4.3) 0
G ERMEARE 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.3) 0
MNERALE o 81@a 18 (65 0 5807 16 (57) O
FLR R e fLEAE 17 61) 1 (0.4 0 2 (0.7 0 0

bR TR 16 (58 0 0 sy o 0
BhEkEE , C e
{EE 31(11.2) 1 (0.9 0 25 (8.9) 0 0
T& 61 (2L.9) 8 (2.9) 0 47 (168) 4 (1.4 0
Ll 85(30.6) 2 (0.7 0 71 254) 3 (LD 0
P - 36129 1 (0.4) 0 25 (89) 3 (1D 0
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FEBKIIE (S0OC: System Bilg (%)

Organ Class) AT AR {LEERRIETRT
HEAEE (PT: Preferred Term) ’ 278 {7 280 {4
(MedDRA vﬂ.l) £ Grade Grade3-4  Grade 5 4 Grade Grade3-4 (rades
TR ERIEER L UREMMORIE
#AFE 46 (16.5) 3 (L1) 0 41 (146) 6 (2.1) 0
= A 54194 7 @25 0 520188 7 25 0
. REPR b _
AST #8/m 14 (5.0) 0 0 5 (18 1 (04 0
ek 24 (8.6) 17 (6.1) 0 28 (100) 24 (86) 0
M iR 23 (83) 5 (1.8) 0 16 37 6 (2N 0
. RIEREGRD 30108 11 (40) 0 28 (100 10 36 0
RIS KOS - L o ,
AR 47(169) 5 (1.8) 0 57 (204) 4 (14 0
L BerxvyARE B4y 104 08By 207 0
SIERABLURAERES i
BA ST 36(129) 1 (04 0 24 (86) 2 (0.7 0
fEME O 32315 2 01 0 26 (93 1 (04 0
RRRERERE
GRS 23 (8.3) 0 0 7 2.5 0 0
Fi = = —m s tF— 55(19.8) 3 (LD 0 37{(132) 2 (0.7 0
SRR 15 54 1 (04) 0 13 46) 1 (04 0
REER = a—a - 31112 0 0 363129 2 0D 0
BOSBRUCRTMMER
IB=EAE 126 (45.3) 1 {(04) 0 100 357 3 (L.1) 0
5 EEE 29 (10.4) 0 0 15 (54) 0 0
Tz 28 (10.1) 0 0 20 (7.1) 0 0

23, ARIBET IS T IVEMENER S 14 51 (5.0%) . KB - WA O FHI 14 5 (5.0%)
FREE (¥ 7 - N L—EERE) 55060 (19.8%) . IFREEREE 26 51 (04%) . B
FREERERETE 31 4 (11.2%) . TEAWEREE 2 4] (0.7%) . BEEEEE (RAOTRIER
BRE) 6 (2.2%) KU infusionreaction 6 il (2.2%) AR LK, T, BEOE
FEEE (KFHIRIREGREE. S, BREES) | BISHIERE, | 20RE, %
K. R - MEIRARE, BEEMGEAE. MKk - BBk, B HEE, LKk, Gk
/SRR PESEBERR . MR I R OSFRIFERB IR bhie o 7, AEIERRERE
EEEER BRBREEREEZET) 28LEHERETT, \

OHEERHAFRSMAHRE (KEYNOTE-042 #ER) ,

FEFRITAAIRE 610/636 B (95.9%) R UMLEEFRIERE 606/615 5 (98.5%) IZRH L
n, BBRELORRBERTETERVEEERIL. ThTh 399/636 # (62.7%) &
TF553/615 Al (89.9%) WD LTz, WINIL D CREEN 5% EORIWERIZTE
OEBHThoi,
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#F 10 WO CHREERS 5% EOBHER (KEYNOTE-042 )

(R SARMH)

BEARSH (SOC: System % (0
Organ Class) A EE E[=asi3r e
JLAEE (PT: Preferred Term) 636 615
{MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade34  Grade$
£rl{EH 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
WEBECV oSREE e
i 35 (5.5 4 (0.6 0 229 (37.2) 80 (13.0) 0
B Bk HE 10 (1.6) 0 0 35 (57 10 (1.6) 0
HEPERE ST 5 08 1 (02) 0 88 (14.3) 46 (7.5) 0
/MR E 3 (05 1 (02 0 56 (9.1) 10 (1§ 0
CPBlEE , A e .
FR BRESAE TU3E 37 (58) 1 (0.2 0 1 (0.2) 0 0
RIREGEETAE 69 (108 1 (02) 0 2 03 0 o
B GREE _
(T 8 (1.3) 0 0 68 (11.1) 0 Q
T 34 (53 5 08 0 46 (1.5 1 O 0
BE,fs 31 (4.9 0 0 184 (299) 7 (.1 0
0 A% 7 (1.1 0 0 31 (5.0 ] 0
w15 e4 0 0 97 (158) 2 (03) 0
R - ASMERLCESEMORE
#IE 27 (42) 3 (0.5) 0 60 (9.8) 10 (1.8) 0
R 50 (9 3 (05 0 102 (166 8 (13 0
REERARIE . e R
ALT #2800 45 (.1y 9 (14 0 53 (848 5 (0.8) 0
AST ¥ 41 (68 4 (0.6 0 42 (68 2 (0.3) 0
LRk 2 (0.3) 0 0 86 (140) 54 (8.8 0
M /REE 2 (0.3) 0 0 64 (104) 20 (3.3) 0
. RAmR#EeRd» 3035 0 S . 7 (L) 32 (2 0
Rt L USRS . AP O
ot 40 (63) 5 (08 0 109 7.7y % (3 0
mEERE L CRSENRE L , L
A& 27 (4.2) 0 0 46 (7.5) 0 0
e 20 @D 1 0y 0 50 @1 0 0
HERNE R o B
Rt = 2 — g /NP 1 (0.2 0 0 50 (8.1) 5 (0.8) 0
FAtERE = -t~ 3 05 0 0 a1 @n 6 (10 0
FERRE, MERE L OWEHREE
Wl , 4 6y 15 69 10 0 0. 0
- RS L U TR e e —
eSS 2 (03) 0 0 136 22.) 7 (L) 0
5 R 46 (1.2) 2 (0.3) 0 15 (24 0 0
BB 45 (12 3 {0.5) 0 27 (44 0 0

BB, AFIEEC VT RVERESTER A 49 5 (7.7%) | KABZe - EEOTH 10 1 (1.6%) .
BEOHEEE (REHEIREGR, SHAK. EREES) 16] (02%) . ARES
(T« NU—ERRE) 16 (02%) . FFSEREE 76 61 (11.9%) . HURBRERE
2= o2 5] (14.5%) . FEAMEEREE 36 (0.5%) . BIBEERES 3 # (0.5%) . BilsE
EE (RBEREEERYE) 36 (05%) . Bk 1 (02%) . L% 1H (02%) &
1K infusion reaction 6 ff (0.9%) MW bl E7-, 1 BFERARE, H% - BREUHRATAE.
TR ARE, e - RIS, ¥ SRk, St/ MRIRA RSB, i tEE
USREREIIE® bhipho i, ARWEAZEBREUIBEEF R BRREMEEEZS D)

EEDRIERETRT,
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4. FEFRIZONT
AR OB EI G LT, ABLEAE LTHARERAE (2FfRE) SBEE LTy
LT LD, UEHAELECERE T 2ERTCHHLERD D, TOLT, EERY
A7 EHFE (RMP) IZHE-S& | KA OERE DL SEERTER~O B KR 235 2 ik
ThoT, AFORENFEDRBEELZH - HEL, KOS LY EEREIERZ
R LIBRICHIS T 5 Z L BRBERD, UTOO~@DT T EMETHRIZHBNT
HERTB&ETHD,

O FERIZ-HONWT

@1 TFEo 1) ~ ) UDD\‘é’nﬁ’L?ﬁ*_uAé’i‘éﬁ@&T%é t.

(1) BASBAEREET D3R A DR IAUR S EREAFIRS A S REEE AR,
HE A3 A BB HL SR, MBS A BHRRR R L) ($FTiE 7 B 1 BEEE : 436
B

(2) BEBERR CER31E4H 1 AL : 86 JERR)

(3) FERFRSENEET DRARFEERE (BADHEEEERR. SADIOEE
WAIRREE, A REEEHGERR ) _

4) ARCFRMEELRE L. AR SEEME | 3 kbR E e 2 Okt
WCRDBHEZIT> TV AR (ERK 2947 A 1 AEEE @ 2531 fEgx

(5) BRI EENAE OISR LRI BEHE T TWA MR (B 29 £ 7
A 1 BERR ;1287 HEER) '

@2 B LFERRER ORIMERRBERORISIZH R L BREFOEM (TR
VRS E T SEM) A5, éﬁﬁaﬁﬁﬂﬁﬁﬁﬂkﬁa‘é‘éi"‘%@ﬁ&%k LTEESN
T L,

s

. EERNEAS 2 EOTMIERET LE®I 5 FULOR A RECRKFES
ToTnWBZ L, 55, 28LLEIR, ﬁxbﬁé%&%#ﬁ%ﬁzk Li-BREEZOIHE L
ToTWAZI L,

. Eﬁﬂiﬁ#@ S 2 ﬁi@@]ﬂﬁlﬂﬂrﬁ%{éﬁ LEetBle 4 EL FOBHRRBREE LTINS
TE. b, 3EL . HEORAEYEER S LB R EORIKIHMEER{To |
TWaZ L, :

@ BEADERMFREEROERICOVT
EXGEFTRICHETLEAEEFSREEI N, HEMENLOBRED, A2t - &
EMFEPNFHOTEL CEMEICAT 2 H RS, FEFERRLE LI BS0ORE
FEH. EREPPIITONDFRINE-TNAZ L,
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® BEHERA~ORIRIZONT
@-1 HEREHIiC T 2 B4

R B 0 B R BHE 2SR 4 LRz, 24 BRGSO T, Sk X
IREEE R I T, BRI LEEWERICIE CTAREER T CT E0RI1ER OERIZ L
BERREOKESY B PICBoN, EHICHIETRE2ZEHI BTN L,

@2 EFtEHFCLIFEESENCETIE S

NBAZEICED AEMNRMEECREEZ T T 2EREEENEERT=2 ) 7
EEOEEFOAS ) —=r T ETOERE LERERLE TS 27— LAEREHSE
BEhTWaZ &, 2B, BEERIZOWT, BABRE L TOFRICHSICADENT
WnWaI e,

@-3 BUER OB LHINcBEL T

EIER (REMERERIC ., KBk « /NIB% - EEO TR, FFHRERE - kiR
s EHEEREE (RMTEEERAS). ADWESE (TEERERE. Rikigke
R, BIBHSREREE). | BBERE, SE Sk, ik - HBURmAE. L. EEDR
GiEE (RIGHTEREGRE. 2. ERMES) . infusionreaction, JHZE - BAIKL,
ERGEAE, SREE (¥52 - AL—EERS), Lk, BEERLERE (R
PEI /MR IS SREES . MR, FRIFERES. ERRES) . MIRARIEREE, &
) loxf LT, YR UL ERERBSEOEMEE AT AEMEEE L (BHERD
BRI L THEERCXELZZIT bNIL&fcd D Z L) | ELIEUIRAEDR
TEAEHIBRE-STHWDH I L,
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5. NG LR EE
(F¥hikic 4 5 3E]
O AHROBEMBESIITROBFICBOTEHENRERTNS,
o {EZEFRIREO R, EGFR B FEERM, ALK fE &G BMER U PD-L1 B
tE (TPS=1%) DEIRAFERENT - BROIENIKGEBES
o« TIFFEAERETLEREREE TS PD-L1 Bt (TPS=1%) OUIRRARIER
AT - BROIEAEIRERE (2B, EGFR BT HRB T ALK B4
BFEEOBE T, ZhFN EGFR F o P —VPHERNIT ALK 712
o F—EHERAOBREY AT 2 EH)
7B, TPSIZNAT ) X+ (@ETHEHRL) O =FBE (RE4L :
PD-L1 THC22C3 pharmDx [# =] ) 2HWTRAIET B2 L,

@ AAOMOPIEMERER & OFHREETROBFILBONTHIERFTI AT
B,
o« RRPMLFE FRUTTFTEA L ORES  L2RERBO R, EGFR
EFERRERT ALK @A BETFRECYBRTIERET - BROERELE
FE/NH B AT FB -
o INERTIFTFURONAZ Y FFEA L nab- 57 U FXEA L OJERS b
FREE D2 VEIRAREREST - BRORTF. LR/ MBaEfE

@ (LFHFHERED R VET - BROIE/ IR AT, PD-LIEE T PD-LIEREM (TPS
Z1%) Thhid, FRORMBEEZET ERETHD, £, SR bRREII
THRFMEICER 2V EE X b D BEITH LTI, PD-LIRBBRAIE b b
TP ENENOMHBIICE U CGE R ERLERE L OB S 2 EETE &M
TE D BB, FRADOBEEIZH T o T, M@EREI14 F5 1 (B AR
LR BETHZ L B,

@ TRIC¥SETS ﬁﬁkﬁ‘é‘éh’ﬁﬂ@&“ff&tbﬁﬂ?ﬁﬁ&kob\’Cii AF DA DS
B ENTRELT, FHOBRERE LR,
. WBREIERE

GO 5% i, MR A 1A o (RABHERSE) 1TBV T, QST B REMEA>DECOG Performance
SmuwAWﬂ?ﬁﬁuL\2u®mmcmmmmw&mumm@mﬁrm B3 URER (R
FENE) OHARERAERINTEY, Z0L5HRE G, ElREkoats® Kﬁkf‘ﬁ@ﬂ%
BlEZELRND,

2 560G ) Performance Status {PS)

Score EEE

0 | &<{BEREHTES, BFEdLFLCANAEZSHIRETLS.

|| ARSI LVEDSHREN D, STRT, BEEOR- CORRIITI JE B TE 5,
Bl BEHE, FHEE

BohkHHOXOED O E LaTEin, BEosonlbd~y FiEFoE 0T,

|| b

£LBHRY, ASOHOEY O 22 TERY, Sy FaBETTE T,

21
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s @O THEHOFHHENR IR TORWMLOTUEHEERA & otk S

[#2HBEd 5 3H]

O TRIEHEYTIBEFLSOVTIARORERERE SN TWEZED b, BEZTT
bizgnz b,
o AFOMSCH LIBEUEDBEEED H % BE

@ BEAOFEMICBW T TRRICEZ Y TABZ IO W, AFloRSHHERI LW

A3, HOFEIGERES R VIGAIRY | EEICAREZERT L 2EETED,

+  EEMERRBROSHXITEEDH D BE

o JEEEERE CRIEE ) 3 BE K UTEEIE O BRSO R i 7
LD RIERE LR H LN D EF

o BOAERBOSHE XHEENALE L EEREDE R EREOBERD
HoBE

o [ERBHE (ShSHEBEEEZED) ObIEHE

s EEOBEIIEAERETIES

s ECOG Performance Status 34 ®2 D BE

22



6. MERZEBLTHEETREEHE

)

@
®

BATSCEF TN A BOEIRTEERE B IRUET 2 WHRFICE S A ORI R CEIERE

RO DIThERFERETSICHB L TrLERTAZE,

WHRBRLAIC ST b, $%Rﬁ%®ﬁﬁkﬁﬁﬁ&0fﬁﬁé+ﬁmﬁb RE®%

TnbEETBZ &,

FREWEHO=RI A MZOWNT

« MEMMEERHLLNAZERBHI0OT, FFOBREITH - - Tk, WIHE
W (Boih, FRREREE, ZEeE) OB ERUIE X BREOERS, 2841
%tﬁﬁzéo&t\ﬁ%mmur%%cw;MEv—wh%@ﬁﬁ%$M¢
ATk,

» infusionreaction 23 LD Z &3 %H B, infusionreaction 23R HITHIESIC
b, E@&m%%ﬁok&%L Fﬁ#@@#éi?%ﬁ@k%%+ﬁkﬁ$
T5HTE,

o ERIFHEREE, TEARERESEURIBHERERHODRB3ZEBHBD

T, AHOEESBIATIR UK SRR I EHEIC A WEREERTE (TSH,
T3. EBE T4, ACTH. i =LF /L EDRE) »EfETS &,

o ESEEEE. EMBEANLLDhD I LRHDOT, ARAOREFIEITR
UCHREHE P IS TR E (AST, ALT, y-GTP, AI-P, EY AP %
OflE) FEETHL,

»  SEIIRK (PR CILEEREREED) SOEELRESRH»bbNS
LEBRBHHOT, EHHICRORTOFELHERTHIZE, -, RORERN
BOLNEREIIT, BEUOCERBEEZS2 T L BELEETR L,

« FROEEIZLEY, BEORERGICERNT 2 EE 2 DR AEs REBORIIE
BHbbhaZ s, REFRBDONERAITIE, BRALEFERIG L
FFIR R & SRR R RO AT & i8S L CIEbl AR @RI 21T B DR
FISIC X 2RI{EAR BN A BEIIE, AROKRETIDIE, RUBRIBRE R
NEVHIOBREELEFET AL, BB, BIBRERLELOREIC LY EIE
R OSESBD LIVRWIEEITIE, RIBEERLT DA OS5k F OB
bEFTDHI L,

s BRERTH,ZEMIOEIVHEEL THLEERBRBETAZLEHBEED,
AFDOHEEETRICOEHERAOREBIC+ICEETH L,

o IRUBERSE (BUE | BUERBE2ET) Bbbbh, ERFHES v 7T F—v 2
KEBZLAHBOT, OB, Bl BHEEOEROBELMEED L5z +
FEETHZ L, | HERFEREDNESICHBRSEPEL, AR 8
ROREZEOBEDRAOEZITHZ L.

AFIOEERABIC BT, KEYNOTE-024 38 & 1 KEYNOTE-042 3B Gl 55

MG 9 T (T, KEYNOTE-189 BB CIIH 505G 6 6 MELW 12 B, L

X 48 BE T TR E, 0% 12 BT LT, KEYNOTE407 B Gl 581
NH6HEE, RZMBEAVISEB., LIBIZ4SBHHETOET L, 0% R2EZTE
REMMEOFEMZEITo TV & 2B, ARHREFIIEMNICEERE CHE
DR EITH> 2 Lk,
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REERHEET A N4 v
_adul) Xvd (BiFiE#z)
(R7E4 : A P —&F SFHE 20 mg, ¥4 M—F ST 100 mg)
~Ep R AR~

ERL 2 92 A (FIInEE 1 2 AEET)
BAFBAE



H&

LI

AR OR, ERAER

B IR AR

HsFlz oW T

BExH LD BE
BREICELTEET&EEE

AN O

P2
P3
P4
P15

P17

P13



1. LD

E L5 OFDM: - ZEMEOREOT DI, BASTESICESWOEERERS KD
BRD, &L, ITHEORFRIFOESIC LY, FAELRRL R L OEHNRHRERE
FEESWARBENZTT, T bOEEN 2 EICHERBF RIS 2 2 LARRED
L L Ao TR Y IR BOEE & YCEOEAR TS 2016 (K 28 47 6 A 2 HEFRIE)
IBNThH., RHNERLMECHHORELHEZRLIZ L EanTnd, '

YHAERFER ST, BERERSESE 707 7 A VEBEFOEEG LA L MR
RBRAZENRDD, ZOkD, FIMERVESMIZET 2FRPT-0EET 5 ETOR,
WHEEEMOBEZBRIZIT DI EPHIFEND BETHLTERTS L &I BIE
ARBE LIS RER RS b 5 2 L S —E OB & T+ E R CE
TARAZEPEETHD,

Lo, XA FTA4 T, Eﬁ%ﬁxﬁ%ﬁ’ NETIE LN TWBERIEFEH -
RS RMIIESE, UTOEELORERFEREHET SBSNLLEREFE, BR
HRUBEEEERT, ‘

Rk, AHA K54 ik, ThrfTEE N ERG EFERIHAGHME. AREAEBEARSE
PR SES  — ke A B ABERANESROAKEREA B RUERESOBA
Db EER LT,

WL R AERE X4 F—F AT 20mg, XA bA—F RHERE 100mg (—
ek R_avul) AwT7 (BETFERZ))
MEL RPN  BERARE
W hARERUEE B, RARIL, *a7 Y X+ (BEFHHEEZ) LT 1
5 200 mg % 3 BEIEIRG T 30 ST CARRET 5. £IEL,
W REDE AL, BEHIMIT 12 VAETETS,
B 55 % & : MSD Rt ' '

s

%%




2. FEIOWKE, ERER

FA P—F ST 20 mg X ORLEFE 100mg (—itA N2 7nl X< (E
EFHEL), BT [&A) £ 5,) 1. PD-1 (programmed cell death-1) &F DY H s
FT3%% PD-L1 RO'PD-L2 & DFESHZEHEMEET S, & Mh1gGa £/ 7 v —F 4K
ThHd,

PD-1 #EBEIE T MR FR E R 5 & Bk B e D IZ B AR AR A B e s bl
AA vF T, PD-1 13, EFERECBNTELRE T HldoMiEEmcREz L, Hos
BRI SO ARLE TR SRR 2T 5, $2bh, PD-1 XU F L REE
Aﬂ‘a LKV HIRSARIC LDV TVEERZ AT 2R ESTH S, PDLI

EEMSHIB 2 RBTDTITHERE, < ORAMITIE T MUOHE 22
Za& EBERICHEBE L TWD, BAMIRIZET S PD-L1 OFEREIIL. B, R,
AT, SHELE, FE/ VAT E DK RBATTERRRLTHY, BV AfFRE
OHBEERBESNTVS,

BEROPADERITFH L PD-L1 ZEOMBEMEN S, PD-1 & PDL] ORKIIES
DRFEEREICBWTEERESIZES Z ERTRENTEY . Sl 2B ATSIROER &
LTHIfFERTW 3B, _

A&NIX, PD-1 & PD-L1 RU'PD-L2 O U A FOBEEHETIZ &ick Y, EE
NS OIS RAOMIESEN T U o BRE iRt (b S8, HlEEaE 2 5l
57 L CHIESR 2 RBET B,

AFIOERBFICESBENRERINC L DEWERSR S bbh, BEEXIETIE
ELFHEMERDH B, ARORSTRUBRERIE, BEOHELHHITTV. BESR
HBENTZEITIE, R L HRIIS U MR 5 & R A RO & 8 LTl
SREHBEEAT O, BEOREIUSIC L BRIFRASEON S HEICE, BIBREAL
T FIOREEOENRIMEET ) BERD B,



3. BRERRRR
BN AR RME T o - 2R EREROFEE R T,

[Fzht]

OEME 1 bR (KEYNOTE-041 &)
(BEEFIERORWIEA VY A< (BEFHREZ) ATIAEY <7 &0 3,)

FEERV2 LURA T TOFERERELZ G T A RETRRER B RAERSE 42 #

(A RERRAT xR 37 B1) Zdiz, A% 2 mgkg 3 BREER (AT Q3w &W3,)
BEOHEPHRCESERRF SN, 28, BEFEE TREETHIRD bhiEaic,
RBREIT 2 RTIERASRD bR WEOBERMICEE LT\ 5 BE Tid, KEILIEOHE
GG CHEBRETRIRD bR E TR OHE S 2B+ 5 2 L RTRE L Shit, EEF
{BEE T AEHNRE[RECIST FA KT 4 > L1 RRICE-S < PRYEIZ L 5257EE£%ES (CR)
XIFESSES (PR)] 1. 24% (95%(SHEER : 12~41) Thotz, B, FENTREL
=B 10% Th o7,

OSSN (KEYNOTE-002 35R)

A Y ATk ABEEL AT 5 RANS R B RAEEBE 28I, A 2
mg/ks QAW 25K Ut 10mgkg Q3W B EDHEIMER IR AR, {LRBIE (FAL Y
V. FEYUI R, AARTSFr, RI U EREAXRBINRTSFr+27 U5 F
. BT NICCEE 210 5.) 2R LTHRM ST, 7238, BEEHE CREETH
b bR BAK . REET AR TERAED DR VWEDBENICEE LTV A BH
CIE. WEIDL R O EHS T T BT AR BN D E TAFIOBR 55T 5 = L BT
H L She, FEIAEE ISR (BT fos) &1 3,) RUMESBA TN (2
F TPFS] $105,) & &h, FHIMESFOEL K8 LT, PFS 2 FERERLE,

#1 HPHERE (KEYNOTE-002 RE)

AFK| 2 mg/kg AF 10 mg/kg b5k
Q3W Q3W
(180 1) (181 1) (179 1#)
hafE [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S | ~NHF—FER 0.86 0.74
(95%CT) (0.67,1.10) (0.57, 0.96) —
P " 0.1173 0.0106
ddafif (A7 29 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | ~HF— FIp% 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
p {E" <0.0001 <0.0001

CI: EMXR. *1 : RECIST HA FF A4 > 1.1 JRICES < HEHBREE R OIEEFMER X 5FHi,

*2 : B Cox LAINY— FEF AR LA L O, *3: BRlo 7 7 7 RE




100 %
90
80 -
70 -
& 60
Eso-:
4 40 -
30 -
20
10
0

‘ 0O 3 6 9 12 15 18 21 24 27 30 33 36
at risk¥ 1M (2]

FM2mgkgQ3W 180 131 95 70 61 . 1 0
A#10mg/kg 3W 181 138 99 79 67 12 0
= 178 115 80 60 48 9 0

B 1 OS ® Kaplan-Meier fi#f (KEYNOTE-002 335)

at risk2y ENERLETHMIR]

FH2mg/kg Q3W 180 153 74 53 26 g 4
FR0mg/kgQ3W 181 158 82 55 39 15 5
{C2hEE 179 128 43 22 15 4 2

2 PFS ® Kaplan-Meier Ei% (KEYNOTE-002 3%8)



@S E ISR (KEYNOTE-006 #5k)

LAY e T L BRERBRORWIIA CY AT 2 ERN 1 LY A ETOR
FOERE AT A IRBURAE L ESBEAEER ZHRIC, AH 10 mgks QW &5 &
T 10 me/ke 2 RN (CLF TQ2wW) LW 9,) BEOFHMERTCRZENN, 1) A
< 7 EHBE LTHRE S, 28, B CREBRETHIZD bNEEIC, REE

1T &R R AR

1D bR WEDBERMIZEE LTV 5 BE Tk, IRELAEO B

THEMETHRD OB E TAROREEZMET D Z ENFREE Shic, TEFMBER
1T 0S RURPFS & SR, AHIFA Y A7 LHEEL T, 0S KUPFS 2 A BICEREL

77
#2 HYMERE (KEYNOTE-006 FER)
A 10 mg/kg A 10 mg/kg ALY AeT
Q3w Q2w
(277 41) (279 1) (278 )
g [H] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0S" | MNHP— Rk 0.69 0.63
{95%CI) {0.52, 0.90) (0.47, 0.83) —
P {E" 0.00358 0.00052
g [A] 4.1 55 2.8
(95%CT) - (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | /Pf— REHT 0.58 0.58
(95%CI) (0.47, 0.72) (0.46, 0.72) —
p{E" <0.00001 <0.00001

Cl : (Z#ER. NE: #EERT, *1 : FRRITEOT —4 : 201543 H3 ALy bA7, *2: @il
Cox Hfil B — FEFAMZLBA Y AT L OLE, *3: BRln /7 7 E, *4 : RECIST
A FF4 v LRI ES < SE Lt;ﬂc%ﬁﬂ&&wﬁ%@‘ﬁlfé&_;é?m *5 q:'f’tiﬁgﬁﬁjr?@T“
# (2014983 HIw A7)



100

90
80
70
& 60
B 50
ﬁ 40 -
30 ——— dowiomp/ig QW
207 o diOmerke QIW
10] —— sevser
0 2 4 6 8 10 12 14 16 18

at riski% N LA]

FF10mg/kg QAW 279 266 248 233 219 212 177 67 19 O
Z#10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULTT 278 242 212 188 169 157 117 51 17 O

E3 OS @ Kaplan-Meier % (KEYNOTE-006 3%8%)

100

80 ] ""5% mm e e 3 10t g CBW
® 704 —— (PULTS
#e0]

50

B 40
! 30_' Lg..l o
BE 301 =

107 -

0 e RRRRLANES RLERRRERL (LRRRRERRE RALRARARL TrrTTTTre TT e
G 2 4 6 8 10 12 14

at risk3% . S-SR (]

FM0mg/kg QW 279 231 147 98 49 7
##M0mg/kg Q3W 277 235 133 95 53 7 1
AEULTT 278 18 88 42 18 2

o -0

4 PFS @ Kaplan-Meier #i#¢ (KEYNOTE-006 Z5%)



@EBELEFEIMARE (KREYNOTE-05435k)

FLPRBORAT— VM B OBEHECERE (BEARAZET) 3§z, itk
MEERIE & LCARI200 mg QSWEH G DOFFMER CREMERN, 7T eRedle LTHR
MEht, ETEFMER ITEEFRAFEDN (BT TRFS] &vW5,) 2 &h, FAIIEZTZ
ERELEEE LT, RESZFEICIER L=,

#F3 HHERE (KEYNOTE-054335k)

AF]200 mg 75 ER

Q3W
(51448) (505%1)
guE [A] NE 20.4

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

RFS™ NP R 0.57
(98%CI) (0.43,0.74) _
P A" <0.0001

Cl: {EHK[E. NE : #EEART, *1: PEFTEFOFT—F : 20174E10A20 4 » b4 7, *2: @5l

Coxtb iy — REFALIZE A7 S ERLOHE, *3: Bilo 77 7 BE, Q3W : 3EMEMR

#45  NE : Not Estimated

100 -
30 ;
80 " “""'s
£701 S
8% 60 ] ’\""‘h-q.!
ﬁi: 50 7 .i“bﬂnl-u—i
B8R 40 -
i& .
8 301
20 1 Fmg QIW
107 e r5en
3 S —————
0 3 6 9 12 15 18 21 24
203
at risk2% SERETHRIA]
AF200mg Q3W 514 438 413 392 313 182 73 15 0
Wi a ) 505 415 363 323 264 157 60 15 0

K5 RFSOKaplan-Meierfi#f (KEYNOTE-054388%)

@0 ATCC (American Joint Committee on Cnancer) #FEI4YE (5 7HD) IES<{FiE. A7 —VMA TidY

AEIPROIEZERD 1 mm BOBSD 4,

8



[Z4:]
OEAE 1 b i8R (KEYNOTE—041 'ﬁ?ﬁc)
HEFRIT, 41/42 51 (97.6%) b b, BRELORNRERAREETERVWEE
AT, 34426 (81.0%) R bR, BHERN SR LOBERRTEOLBY T
Hoil,

#4 BELES%L EORER (KEYNOTE-041 B8 (2 aasan)

FERIRSE (SOC: System Organ Class) > 1253 (ﬂ/;z)vﬁi
HAEE (PT: Preferred Term) mgﬂ;‘gfgj
(MedDRA ver.20.1) e e —

R ¥ @) 7 (6n 2

0
BELL iR S 6 (14.3) 0 0
S aB 3 (7.1) 0 0

23, FEMEMRE 16 (24%) . KBE - BEOTH 241 (4.8%) |, FFHssERE3
B (7.1%) . FEAHEEERE 2 4] (4.8%) . FREEEEE 6 #] (14.3%) . infusion
reactionl{ﬂ (24%) BEORESEE 1 6] (24%) BEDLRIE, Fi5, Wﬁp (7

< NL—EEREE) | BHERE (RUTEEERES) | BIBEE, 1 BERRA.
@E@&%B“% (B S FEIEIRFE GRS, S, EREES) | ﬂ*ﬁ%\ ﬂ%ﬁé - FRBIHED
fiRdE, BEIERPEENSE, MMk - RIS, LRk, Rl MR EEBNR, EiltEgn
EOFRFHREBIIED bhiaho T, AR {’Eﬁ%ﬁ&mﬂﬁﬁgﬁ (ﬁﬁaﬁﬁfﬁ% HEEa
te) %’é‘ﬂ%ufﬁ%%j‘ﬂ“

@Sl T ARER (KEYNOTE-002 35R) ‘

FESFSIL, 2mg/kg Q3W BE 172/178 1 (96.6%) . 10 mg/kg Q3W E¥ 178/179 5] (99.4%)
BOVICC B 167/171 5l (97.7%) WC#EH b, RBRE L oRRBEERBTETCERWVWEE
BT, FREN 121178 ] (68.0%) . 133/179 81l (74.3%) R UF 138/171 4] (80.7%)
KEH b, WO OBETHRIERN 5% LORIERIZ TRO LBY Chot,

~



#£5 WTFhIOBRETRESEN 5% EORHER (KEYNOTE-002 35) (ﬁiﬁkﬁﬁ%ﬂﬁ%ﬁﬁ)

Bl (%)

SRE R RSy (SOC: System

Organ Class) 2 mg/kg Q3WHE 10 mgrkg QIWHE ICCHt

178 179 # 171 45

ILAEE (PT: Preferred Term)
(MedDRA ver.18.0) £ Grade Girade Grade 5 % Grade Grade Grade 5 2 Grade Grade Grade 5

34 3-4 3-4

2RIH 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0O 138 (80 7) 45 (263) 0
MRS O oSRIEE ' DRI e
fifn 5 (28 1 (0.6)
B il ER g 0 0
TFERIBA T 1 {0.6) 0
ARARE L2 L) o

G3) 0
@35 o
35 0
23 0

35 (20, 5)"
14 (82)

0.0y 0

0
0
0
0

AT N Y-

0
0

(06 0 0 14 (82)
0. .16 64

MR 06 1 ©6 0
s T i
AR BRI ﬁTﬁ‘mwmwﬁ Gnmmqm_wm_
k. S -

o

o
.ZH—-%
iy

ko
THI
B

1Ry 0
14 82 3 (18
56 (327) 4 (2.3)

s (28)"'" 0
15 84) 0
8 (45 0

Booooi'g

1006 1 ). .0 26 (152) 4 (23)
"”ﬁx ﬁglﬁ%kl@&%ﬁﬁ@ﬁ% e N R L L L s

"t 2 (L) 1 (06)

<

1 06 0 10 (58 1 (0.6)
(36.3)
@ 1

3 6 34 1 (0.6)
g 40 225 2 (1) 0
%?ﬂ
HERE
CmMEERS 0

=]

e

8 45 © Q..
r;ga*m 13 (73) 1 (06 0 12 (67 1 (06 0 9 (33) 1 (06 0
ffﬁlﬁ*m 9 G 2@y o 7169 0 0 1058 1 (06 0
Ih%'ri——:—-n/\?— 2 (.1)
SHRVH ..l e 0 0 2
BNBICRTAMESE
JBES 5 (2.8 0
BL R A5 ) 9 (51) O
& 5 PERT 37 ¢208) O
0
(

sy

o 3]~V4 K (,8:2) .....,. 2 P ..(ul.uz) SRR 0 e
Llesy o0

(=]

o o

D .
S ot
R T
N .

A ——

=2 =]

o o

s 1 06
2 (12
6 (3.5

(0.6) 0
0 0
0 0
0 8 @47 0
0 0
0 0

9 (5.0)
42 (23.5)
18 (10.1)
10 (5.6) 1
9 (5.0)

—_—

5% 21 (11.8)
R NN -2 7 5 028 1
S IERB 10 (5.6) 0

0
2 (1.2)

0.6)

coocooo)
P - - -

23, 2 mgke Q3W BER TN 10 mgkg QAW BEZBWTENTH, MEMRE 1 5
(06%) RU4F] (22%) . KIE%k - BEOTH1H (0.6%) RO6H (34%) . #iE
fEE (T - AN L—SEREEFE) 261 (11%) BT 06, FHEEREE 136 (73%) &
W15 (8.4%) | BikieRss (RMEREEBTRS) 16 (0.6%) BU1# (0.6%) .
TRAKGEREE 1 6 (06%) B3 F (1.7%) . HURIREEEREE 14 61 (7.9%) RUM1S
A (8.4%) . infusionreaction2 fil (1.1%) ROV3H (1.7%) . EEOKEREE (BFH
TEIRSEBRE. SR, J|REEE) 141 (0.6%) U1 H1 (0.6%) | BEK 1 6] (0.6%)
U004, EEATEENE O BB 16 (0.6%) . BHZs - BEIEK 0 IR UM B (0.6%) .

10



WS E IR 0 PIRT 2 4] (1.1%) PR bhi, i, BITFESE. 1 2ERA,

Wk - BRBUHRLARAE . AR, SofEthi/ MRBUOMESRBIR, Wi tEE &% UIRFERES 13
B oAb ok, FREMRTRIIEESS (BREEERE 2T 2 aTEsH

TR T, '

CMEAF MR (KEYNOTE-006 #5)

FEFELIT, 10 mg/kg Q3W T 264/277 5 (95.3%) . 10 mg/kg Q2W F¥ 275/278 471 (98.9%)
BONIPY B 239/256 5] (93.4%) WWRD B, HREL OREBEEATECELVWEES
8L, FNEN 2020277 5 (72.9%) . 2217278 Bl (79.5%) R TX 187/256 4] (73.0%) I
BHONI, WTNPOR TREER S LORERRITEROLBY THoTz,

£ 6 WTRHOORETHEBEER s%I EORER (KEYNOTE-006 RB)  (ZStaivsi i)

e ' % (%)
i'%: af'ttf:fﬁ (80C: System 10mg/kgQIWEE 10mg/kgQIWEE IPIRE
HAZE  (PT: PreferredTerm) 27;{511 27(?{9’de 2;653
{MedDRAver.18.0) %Grade ;_148 Grade 5 £Grade :;:e Grade 5 £Grade ;:46 Grade 5
2RITER 202 (72.9) 0 221 (19.5) 36 (12.9) | (04) 187 (73.0) 50 (19.5) 1 (0.4)

REWEE.

6 (23 1 (04

5 (18 ‘
8 (29 5 (1.8
40 (144) 3 (L1
1 @40 - 0

31 {112)
5 1
- g T TR R o
e ' 31 (11.2) 0 0 32 (151 @4 0 16 (63) 2 (08 0

N 53 (19,1) 39 (15.2) 3

15 59 0
19 (74) 16 (6.3)
58 (22.7) 8 (3.1)
1 ©4 0

22 (86) 1 (04)

oo o oo
oo o oo
oo o oo

Bﬁﬁ?ﬁﬁ T 32 (116 1 (049 0 26 (9.4) 0 0 13 (5.1) 2 (0.8} 0

AR _(22) 0 0 19 (68) 1 (04 0 5 (20) 1 (0.4)

B KU T AR Sni
% ST 39 (14.1) 0 0 40 (144) 0 0 65 (254) 1 (04) 0
R 37 (134) 0 0 4 (141 0 0 37 (45 2 (08) O
2EEDH 31 (11.2) 0 0 25 (9.0 0 0 4 (.6 0 0

23, 10 mg/kg Q3W FER T 10 mglkg QW BEZRBWTENEh, FEMEREE 4 61
- (14%) RO161 (04%) . KiBZ - BEDOTHII0 4] (3.6%) RT3 # (4.7%) . #
REE (F7r - SNU—ERERRE) 2460 0.7%) RO 5, FFSeEmEE 14 41 (5.1%)
B 23 6 (83%) . BREEE (RMERIEMHERE) 261 (0.7%) BT 1 F (0.4%) .
TEAEERE 14 (04%) RO 6 (04%) . FRIRHEEREE 28 41 (10.1%) K1r33

11



il (11.9%) . BIRFREE 146 (04%) BU24 (0.7%) . infusion reaction 7 # (2.5%)
BOts fEl (1.8%) . 1 EMERNE L] (04%) BRUOH, EEORMREE (BUEHIRIRE
{8, SIHCEE., FRIEES) 0 AT 1 1 (0.4%) | e 1 41 (0.4%) B 041 Bl (0.4%) .
48 - MSUHHARIE 1 6 (0.4%) RUV0Hl, Mg - BHEEZE 0 BIRTr 1 651 (0.4%) .
AESERIF (1.1%) ROLE (04%) 2B bhk, £k, BEEHEAE. :uﬁ%
2. ol AR A HEERER, AR N R ORSEREIRD bl o T, REWE
FRBRRIIEEES (BRREMREZED) 22 HEINERETRT,

@EBRERFIMAAFER (KEYNOTE-054 %)
BEREBIIAFBETIL 475/509 # (93.3%) 1. 77 ERBETIX 453/502 1 (90.2%)
WHRHE LY, BRELOREBENBTETERVAETERIL. RHBH T 396/509 F
(77.8%) 1. TS ERE T 332/502 1 (66.1%) KRR LI, WINhOBETRIE
5% ERBHERITTROERBY Thot,

#7 WThhORTHRERE SR FLOBEE (KEYNOTE-054 BB  (R2{EWIFeER)

BE R XK E (soc W (%)
SystemOrganClass) AT Placebofit
HARE (PT: PreferredTerm) 5094 5021
(MedDRAver.20.1} £Grade  Grade3-4 Grade5 2Grade  Grade34 Grades
LFIEM 396 (11 8) 74 (145 1 (0.2) 332 (66 (3.4) 0
PNAYBNEE e T
H“‘Hcfl%lﬁ%ﬁ‘é?ﬁﬁr " 49 (9 6) 1 (02) 0 0
PARBEETE 7 (4 0 0 .
ﬁﬂ%ﬁh S Dy R I L PO s I
T 94 (]8 5) 4 (0.8 0 82 (163) 3 (0.6) 0
i ' 58 (114) 0
i AR T ORGSR OREE e
ij;E . 48 (9 4) 0
] ) 143 (28 1) 4 (0.8) 0 135 269y 2 (0.4 0
E‘:’:H\mﬁ ‘—N“mw e
ALT Lﬁﬂu
ﬁ%’*ﬂ%?:‘oJ:UFAmrF“a o Gt i
[E 51 {10.0) 3 (0 6) 0 47 (94) 0 0
gl Gn o .0 1B 60 0
AR ; S
Er ........
lﬂ?&%ﬁ_ﬂ&%ﬂbltﬁﬁiﬁ%‘ﬂ* ------- LI e T e e e T
WREEE & n (5 3) 1 (0.2) 0 14 (2.8) 0 0
TEEBIUE TR e T TR
% 5 FHE 85 (16 7) ] 0 49 (5.8) 0 0
i 49 (9.6 0 0 32 (64 0

721 AFIBEC BV CEIE MRS 15 61 (2.9%) . KIBEZ% - HEO T 23 # (4.5%) .
FTESRERSE 46 (] (0.0%) . BEHEREREE (RIMEMEMNZTRE) 261 (04%) . TR
BERSEE 11 ] (2.2%) . FIRAGHEAE F”‘;— 105 45 (20.6%) . BIBHEEREE 561 (1.0%) .

12



1 BUBEIR 551 (L.0%) « S & DI 2 6] (0.4%) . e « BERUTRAARE 1 61 (0.2%) .
Rede 2651 (0.4%) . EIERFIESNE 1 (0.2%) . DMfF4 1 (02%) WU infusion
reaction2 Bl (0.4%) BPWH Oz, Tz, FEEE (F7 2 - AV —EERE) | EE
DEEEE (MEERERER. SR, EREEYS) | Bk - Sk, fuEttd/)
R MEERBTE., FEMmiEE mE ORIEEREILIE D b o1, ABIERRBEINTIZE
HES (BRREERAEEED) 20 0EHERETRT

-

13



[ - AE]

RIGtIRA e EE R AERE xR & U ERAE (KEYNOTE-002 BB R
TN KEYNOTE-006 %) DO#EH. 2 mgkg Q3W. 10 mgkg Q2W & X 10 mg/kg Q3W
DOVFTNORE - ARIZBWTHARRNOFDERCEZSEIEZRTRD o
a

FH OBEMEDEERITORRE, EXRAFEBREICEIT S 200mg Q3W B EROD
AUCssme CERREEICBT 5 6 BRI OBE-FFR R TEHE) OTRE [10%/5, 90%
/5] mg-day/mL) iZ 2.16 [1.45,3.04] mg-daymL T& Y, 2 mgkg Q3W & EHKD
AUCqs 6wk (1.32[0.722,2.06] mg-day/mL) & 38 L. 10 mg/kg Q3W & 5-AF D AUCskgu

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

TR ABEA PSR L LEARIORERIGHITOR R, Bietsh B BE 2
mg/kg Q3W &5, 10 mgkg Q2W 5. K U* 10 mgrkg Q3W #25) DFiH T AUCs s
LESER UM & oM EEIRD LMo T,

14



4, FEFRIZOWT

RIGUIERA e BE BABIC T 2 AR L&A L LTHEARERE (&FFRE) »RY
BRTWNBEZENE, YEBAELBUNICER T AWM THANERDH D, DO LT,
EHS U X7 EHEEIE (RMP) IS | AR OEEHRZLEERIED~O B4
HEERThH- T, FHORERED2BEE2N - BEL, KHokEC LV EER
BHERZZE LI BRICHIST 5 Z & BURERTZD, LTOO~B O T T &kl T sk
EBWTERTARETHS,

O HHEIZ2OWT

D-1 TRD (1) ~ 5) OVTFhMIEYTEERTHDI L,

(1) EEFEHRENEET 3 BABEOEEILARES (EHEN IR AR SRR,
HUEEAS A2 FOEES ML AUREE, MU S AR 2 &) (FFImE T A 1 AREA 1 436

&)

(2) BEHRemly (ER314E4 A 1 BERA - 86 Mgk

(3) WMERFRMEREET D PADIEERE (BABHREREEERR, DADEEE
B RbE, 2 AREEEEHEER R L) .

(4) SRALFFRERAE U, SR(CEREINE 1 UIA b oiE e 2 Ofisk s
RS EBHZIT> TV AHEsR (FER294:7 B 1 BRI © 2531 JEsk

(5) PSSR EEMEORBRERCELIBIHETo TV AR (ER 29 £ 7
A1 BRR - 1287 FEgR

O-2 EHEAEOLERERCBVERRREOMRIC 4 24 & R85 o B
(FROWTIMICHETIEN) 25, YRR OARICET2BEOETEL LT
REShTNZ L,

#

e  [EMGIIER 2 EOPHITHERET LBIZ 5§ EY oS BEROBEETHE
ToTWaZ &, 55, 28 ik, BARDERESZ I LLBREEZONES
fToTWnaZ e, '

«  ERGRFFERER 2 FOOMIHMERET L%z 5 £ Lo R IEFEMEEESEROMR
ERBREPFLTWAZ &,

@ BEHOERGFHREHOMKHIZONT

EEMFRERUETIBEEPRESh, BECENSOFRED, AP &
EEFRFNHEROTHR CIEMB T 2 FHEME, AEFRABELEREOBRE
EB, FHRESLPIATONR I ERBE-TNE D L,

15.




@ BHER~ORISICOWT
@1 BEHEREBROMGEFICET 2ESF

ROE M R E O EEAZBIERAMNRA LB, 24 FERZHEERO T, MR
IREE IR BT, RE LABERIZS CTABRER RV CT E0RIER O&ERNIT &
HARREORENY BTICELN, ELHIGTRERZERPBE-THH I L,

@2 ERNHEHCIITEFSNTICBEILES

BADEICED AEMM OB R OEEZ AT IEREEEREERTE=2 V7
PEDEEEORAL ) —=r FETWERE LB EILETE 27— LAEREKHPE
BEnTWB L, BB, BEEHICONT, BABE EZOFRICHMCAmEh T
WwaTZ &,

®-3 BEHEROZMPRIGIELT

BIfEE (REMEARSRIME. RIBE - /NBK - EEOTH., FreESE - Skl
g EHEEREE (RHISHIEMETLSE) | WHWEEE (TEERERE, RIREME
ek, BIEHSASREE) | | BUBERRGG. B E OBk, % - SEUPREAE. Bk, EEO
SRS (RSB ERE. STHBE, HIKHKS) | infusionreaction, HMZE « REIE
g . EEGENE, BREE (X7 AL—ERRE) | LHR ERREEE (R
P L/ NSRBI, PRI, FRIFEGE. WERERES) | MERERERE,
) o LT, YR UREERSEOEMMEEE T 2 EA L L RIEH
OBERWIEICE L THEERUTELZ ST b &M H B L) | BHICEDRLE
BTEDEHBESTNDI L,
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5. BeERig LB BH
(Fhtic B4 23]
O TRHROBHFIBWTARHIOEDIERRINTND,
o (EFEREROZRWEUMEERERO H 2RI AR EEEAERE
o EREREORT— M EY OEGEAMBEIC BT AT HEE
2B, mMFﬁE%Ei%ﬁféﬁﬁkkwfﬁ BRAF FAEAIC L 2B LBE
TAHZE,

@ FRKHYT BARROREROEMFEC VT, ARIOEPHIEL ShTH
B, AMOBERGL R BARL,
¢ MOFHEEIEA L 0P8 L CRE ShBBE

[Zeticiid 5 31E]

O TRIZYSTIBRFIL SOV THAROBERBREESNTNEZ b, #5517
bz b,
. ﬁ%@ﬁ%hﬁb@@f@%ﬁﬁ@&é%ﬁ

@ %ﬁﬁ@ﬂﬁhkwTTﬁ_méféﬁﬁwowrm;Kﬂ@ﬁﬁm%ﬁéh&w

. BMOTREBEBRER 2 VEAICRY, BEEICAREFERTLZ L2 EE T3,

 MEMMEAOSHXEIEF0H s EE

» W ESRE THERERD 3 BE R OTEEME O HUR R i g m e 4
FEOMIC RIEMEB A DN 2 BE

+  HOARKBOAH. ITBEMNARE L RBEREEOE CaERBoBARED
HBHEHE

o HEBHEE (ELRNEBHELZED) ObHRE

s HEEOBEIBRERETIEE

«  ECOG Performance Status 3-4 2 BEH

2 ECOG @ Performance Status (PS)

Score yict:

0

E{HBREDTE 5. BFHTEFALAREERHRE TFLD,

WREC I LV ERENEHIIR X L5 55, AT T, BIERDH - TOERIRTI L nT % D,
{7l < VR, FEEIER

W] —

BRONCHGOEOEY OZE LBTELY, NP0 50%E L~y KRR,

2BV, AROROEY DI L3 TEREN, Z2IEy RABE TR,

17
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6. BEWBELTEETREHE

@ WRTEZCME, BERFEENRET 2 ERSICES AR ORI R USETEE
BOEOICKERERE BB LTI LERTZ L,

@ WERSICESL L, BEXEZFOFRICESERGREREE +-SHFIL. REEE
ThbEbET5HZ &,

@ FREUWERO~=RT AL MZoNT

RIEMREERD LA I BHADT, AROREIZH T o Tk, FIE
B (EEh, WG R, Bks) ORRR U X MREOELS, Bei |
BIFTS Tk, ki, BEZIELTHEEE CT, ME~—V—S0RELERT
BT,

infusion reaction 2 L d = & B, infusionreaction BB LALIIFEIT
i, BEARMERITY & & i, ERAEE T E CREOREL T BE
TAHZE,

PR IR RO E . TEARERERVEBREBRENHLODNDIIEHFHDOD
T, AF oS EETROBRS YIS NS wERE (TSH, &8t
T3, EHE T4, ACTH, M 2AFV/—LE0RE) 2EETHZ L.
FrSEEREE B{BRERRH bbb E Z EBH DO T, FHOEEMEETR
O SR T ERR T REREE (AST. ALT, y-GTP, AP, U A E &
OPIE) EERTHIL,

REHEE (IRRARUIIEEEELEET) SOHERERREERHLPID
L RHBHOT, EHICIRORRE OFEZHRT AL, /. ROREN
BHONEESITE, ELNERBE2Z2 T L 387 e BETL I L,
AFOBEIC LD BEOCHERIGICERT 3 L& X bhdis REEPHIE
RHbLbNdZRhHb, REREDLREGEIZER, BELEFRIISCL
BPEEY A ANk b R SR A FROIERT &8 U ORI SRR I R 1TV, BEORE
i L3 RWER R GEDh 2B, FFOKREIPIE, RUBIBEE R
NEVRIOESEREETB L, 2B, BBEREF LT ORIV EIE
FIOUERED BRAVEAIIE, BIFKE ST YA ORI MHR OB
LEETHIL, '

BERTH, BCERAOE s ARBL T LEERPRET D LBH DD,
AFNOHBEETRICHEERAORRIC+SERETH I &

| BUBERRR (RIE 1| BMERE 2 at) b bbh, ERREES P TV -V A

KELZERHBZOT, 0B, Bi, BHEOEROBERSMEED L+

NEETLZE, | BERBENEDRZGECEIREEZTIEL, AR VH
H OB EEOBEMRABERITIZ &,

@ BEYRTIE R EE BEMREIE AT 3O, AR OERRRICREVT, #E
BAa & 3 0 A DL, FRBAMR. 3B 50D G 1R 6 R Z & icERMED T
AT TV L2 BE, ARSI EMMICDROMREZITI L,

© =AUk OB LA ERE ~ONFE BT L LTHERT 3BT, FHORK
SRER T IV T . SR LIERERE T 12 80 2 L AT 2T o T
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e Z b EBEL, FAOREPIIEHNOCHROMRLITI 2 &, 2B, Tk
FEE LTEAT 6. FRORSHMIT 12 0 HETETHT L,
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REERHEETA R A~
_Ra7ul) XA<w7 (BaFE#z)
(FRE4 : 54 M —F BIEHE 20 mg, %A MU—F ST 100 mg)
~HHER XY U RE~

ERE2 981 1 A (ffuE 1 2 A%ED
BEA G EE



Bk

SN o o

LB

AR OF, {ERBEF

B OR AR

Mgk >
BEXRRE2DBE
BEICELTEETREHFH

P2
P3
P4
P6
P8



1. ZUHic

EE B O - R MORROE DI, T TEFSCESWICEERERRRD
BB, &BIC. SHAEORSERM ORI L1, FUKERS 2 L o FHr sl iEaRs
FEHMPARBINDSP T, ThbOERRFERNERBFITRET 52 L BRED
e L o TR 1) RIEREGEY & WEO A 2016 (SEAL 28 426 A 2 HHEERTE)
WwBWT Y, EHNEESEOMAORELEELRL L STV,

s o R R b KRR SR 2T 0 7 7 A MR BEOIRRS LA LR
hBTLRDD, mOkh, FHHRUESMICETAERATAERT D E TOMR,
%%E%&@Eﬁ%ﬁ<%ﬁé:kﬁ%ﬁéhé%ﬁtﬁbfﬁﬁf%k&%KW@W
FIARE LR BERTGE & B 2 & WA —E OB & #i T ERRE TER
TAZEREETHD,

LERoT, BHA K54 T, BREMECINETIRE LN TV HEFEIFA -
ﬂ%%ﬁﬂmﬁd%\mTwﬁﬁ&mﬁﬁ&E%%%ET&%%%B%E&E#\%i
CHRUCEESEEETT,

R, AHA KT A b, IITATEIEAERE R EFHIHA MR, AMHEIRARR
%%@%ﬁé;ﬂ%&@%AE$ﬁ%ﬁﬂ@%&ﬁﬁﬁﬁﬂﬁkEﬁﬂﬁ%@@%ﬁ@
b EERE LT,

WL AR BEER : FA FA—F RRHIE 20mg, FA b A— & SRERRE 100mg (—
frsg o ReAT e ) X7 (EETHRZ))

S L RAPETHAE | BRI TR % Y VN

L HERURR < BE. A, a7 r Y XvT (EEFEsR) ZLTC I
] 200 mg % 3 E RN T 30 S FIAT TRIEHET 2.

B % R 58 % & : MSD ARt :




P

2. AR, {ERBE

FA MA—FREHE20mg RO 100 mg (3% : <AT R U Xv7 (EBETHER
A). BT TR L4 3,) 1. PD-1 (programmed cell death-1} & FD VY H FTHh 5
PD-L1 RO PD-L2 & DFEAEZEHEMET S, b ME1gG4 £/ 7 u—FAHiETHS,

PD-1iREI T MRS A RS ) BN B 72 DI S AR AS TR 5 3 /e g ihlf
AA 2T T, PD-1 i3, EERRBIBOTESER T MloMEEmirREm L. Aog
BRGE GO HEXILBR RS R 2 535, +hbb, PD-1 XU HY e
BTH LRV HRRARC LAV FMEEE AT 32 R/ETH S, PD-LL
DIEFHBIZBIT DRBEUID TN TH LM, 2 ONAMIETIE T g Ex 2z
SDITEMFZRBR LTV 3, BAMBIZIIT S PD-L1 OERBIL, SRS, FEim.
FrHBRasE, SREEE, JE/RItEE R OB a R RA CFRARBRETTHY . [EERER
& DFBEERHESh T3,

BHOPADEEROTH L PD-LI REOEBMENS, PD-1 & PDLI OREILIEE
@ﬁﬁ@ﬁkkhfﬁ%t&ﬁ%ﬁ9_k#rwéhrim Fric 22 S A TR DR &
LT#HifF&Eh T3,

xﬂme1eHHJ&@an@WUﬁykmﬁé%m%féztmib‘E%
WUNRED OIESSRAHIEEME T U o BREBML &, HUEEGE» FE(l
T2 L THEEDREZRET S,

AR OERBFICESBEORERIGE L 3BIERERH &b, BEIET
ELHRMEDR DB, FHOBEPRTEERITIE BEOBEEL 51047\, BERE
thL%Akm:%ﬁbt%%ufbiﬁﬁ%ﬁﬂ%&ﬁ%%ﬁﬁE%kﬁ%bfﬁ
e BRI 21TV, @E®ﬁfﬁ$hié%ﬁ%#ﬁbné%Ahﬁ m%&ETW
EVAOREEOHNRMERT D BERD B, ' :



3. ERERRRR
R IT SO R DX U o EOERIFIZ M 21T - T E R ERER B O
MR,

[F%hHE]

FEpEILFE 0 A5k (KEYNOTE-087 #E%)

BRSO AR DR U oERE QL0 BARA L FlEET) OLUT
D 3 O aF— b EFFE, AH 200 mg 3 BEERES OB HER PR LIERRT S
i, .

- ARG M BMABEMITRIC, Ty Eied REFURIARREZIIER
#F (am— M)

- BRGNS MEBHEIEREETHY ., DOT L YRy~ T REFUICLHERE
ZEBE (aFR—h2)

- BEEMBHIEBMEMITRIZ, Ty dierd REFUCLBER (—KRBEX
IFRAR I SREO—B L LTOT Ly YF v RRFF UL BEERIIEER
W) EZITTOARVER (aFR—13)

#B. g TREAETARD bhEAI, REETERTERPRD bhan
HEOEEHAIZEE LTV 5 BE T, REIBEOFE &M CREETARO bR HET
AEOBEEFHET A LR THEE S, TEERE THHEHR (TR IWG
criteria {2007) 1235 < Bz X 258425 (CR) XidigaZs) (PR) OFE) X
£ 1 DOLBYThole, 2P, EANCHREINZBERDRIT, wWThoats—hb
20% Tdh-ot, '

#1 FEm (KEYNOTE-087 #ER)

oR— R ak—h2 agk— k3

(69151 (814) (60%1)

Z2ZE% (CR) 15 21.7) 18 (22.2) 13 (21.7)

_— #5%E% (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) #ZE (SD) 13 (18.8) 9 (1L.1) 13 (21.7)
#17 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

A EE 3 (4.3) 2 (2.5) 0

#=sh® (CR+PR) (%) 72.5 65.4 66.7
(95%(Z X E) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z2it]
EESLRE T35 (KEYNOTE-087 3HER)
AEFRITRBRENE T 202210 # (96.2%) ITHED LA, BIERIL 144/210 ] (68.6%)
IZRH L, BEER UL LOREREZR 20D EBY Thot,

£ 2RI 5%LLEOBYER (KEYNOTE-087 BUBY) (R OMAEITHRIER)

o i ' Bl (%)
EFE RIS (SOC: System Organ Class) Rk

FHAEE (PT: Preferred Term) oo
{MedDRA/J ver.20.1) Py Je— ___
sy e E R Lot N
SRR 11 (5.2) 5 24 0
[ o iiEE s
AR
[ HiBhE T
T . @D 2 (1.0) 0
(6.7 0 0

ol
| B 2R ER I ORERTORE
"3
REE
CEREE

(10.5) 1 (0.5) 0

5 :

LE 16 i (7.6}

2k, REMEMERIL 6 #l 2.9%). KIBE - EEOTHIL 3 # (14%), HREE
(FTF o« RL—IEEFE) 13151 (0.5%) . ITHEEREIZ 8 6 (3.8%). FiRARHEAERE
I 29 51 (13.8%) | fih 4k - SRECTBRARAE 1T 2 41 (1.0%) ., Infusion reaction ¢ 17 1 (8.1%) .
SESRIIL2H] (1.0%) RULHRIZ1H (05%) TRHDoNE, £, EEOKE
FEE (RGHEIRIEER . SWAN, EREES) . TRABERE, RISHERE, 1
RISERIG. BHEEREE (RMEMELRAS) . Bk, BEFENE, Mk - 5EE, 5
- BRI MREA SRR, AR R ORFRGIIED bnid o, REIEARS
KEIIBEESR BRREEER2E0) 2E50EHERETT,



4. HaZRizoWT

ERLM L LCHEARERE (ST SRELNTWB I Lhb, HEHELE
i EMTEAWERTHILERD D, T0OLT, FAOESREL 285 2020 - 4
F L. AHOBREICE Y EESEER SRR LEBICRIET 2 2 L BRERED, BT
DO~BDFRTEWITHERICB W THEAT & Th B,

@O FEERlzoWT

D1 TED (1) ~ (5) OWThNCHEETIHRTHLZ &,

(1) BEAEZBREREET 500 A DFOEEHILARLS GREATIRN A BROEEEILADL.
HAISEAS A S POEEEHLER, RS A BERER ) (SRFET A 1 BRE 436
e

() KMl (TR 3144 B 1 BRRA - 86 figd)

() FEMREMEREET D BADFREERR (KA DFCEEIEEMR. 1 AR
HBhRE, BABFOEREHEERR YY)

(4) STACEIIEE 2 EE L, SR RaENE 1 USRI 2 ORI
AR BB BT o TV AR (K 29487 B 1 HERA : 2531 JERY) :

(5) HEMEERLS S EME DR ERICR D BHEIT> TV SRR (K 29 F 7
H 1 BB : 1287 FEER)

D2 HHAE DX ) - EOERER URIMER REEF ORI T 72k & #
BaOEN (FROWTRMNCEYTHEM) 25, Y2 REOAANCET 2RO
HEEFE LTEREESh TSI L,

=

. ERGTERER 2 FOTOHTHERET Lz#IZ 5 FELLROBRARROBRKIHEL |-
CfFeTnB I, db. 2EN R, BAEDERELEE LBRKEREEOIMES
fToTWnWaZ &,

.  EMfGIREE 2 FOUNTHERET Ltz 4 FLULEOBEKRERZHEL D
Tl 5h . 3ER T, Gl SREMEE O R AEMREE SO HRKDLREOTHE
P{FoTNnAIE,

@ FRACEEREREEOCKEMIZONT

ERLERESHRICHETAEEEIEESh, #REENLOFREQ, A -
LM RS RIS DS B R ORI 5T 5 IF IR, AEFRVIRE LB OWME
Ik SNHRNICITON A EFIRE-TND T L,




® BWER~ORRIZONT
®-1 MRk Bz B 5 B4

ﬁaﬁ’gmmr BEOEELBEERASPREUZEIC, 24 BE2Z2REH O T, YlERX
FOESEHEER I VT, BB LR IS U TABREE L R CT 4 0RIER DERI 4
%fxiﬁﬁa)#%baéﬁthc:?%an B bIZS TR R AR AT nBE Z

@2 EFLHEH I L IEEESHISCET =Y

AT HED B EPIR R AR OB LA T 5 BEREELVRERE=2 U v 7
EEDEERORY ) —=0 P ETOWERE L §0 % A T 25— A EREE %
HENTWBZ L, B, BEEHIESWT, BLBE L FOREBEIH4SICEMSRT
Wazk,

@-3 BlIfEH ORISR ICBE LT -

BER (MEEMRAICME, KB - MEK - EEOTH, FFHeEEE - mkia
Bk, B Wi(ﬁﬂﬁﬁﬁﬁ%ﬁ%) WRwEEE (TEEEEREE, FRREE
B, BIRERERESE), | BUEIRIA, S & OBk, 54 - HAUmARE, s, EEOK
J’%’iﬁi% (B G RaIERERAE, STLEE, FHXEIES), infusion reaction, AN - BENEZS,
EEMEE, HREE (70« NU—ERERE), OFk. EESLERE (G
PR/ PESREER, MM, RIS, MUEREES) . MIRAARER, &
W%)iﬁLT YRR IR E RS oE MR F T AR & EE L FlERO

ZETeRNIZE L TRE R K EERZT Bﬂé?‘kﬁ:l’ HHZ L), BEBIZEERAER
TEDHHPELTNBZ L,



5. BeExE LR BE
[ &4tz B4 A 5]
D @S A SR Y AT O BRI O F e R ox o) o
SYEREIT BN TARIOESHISR STV A,

@ TRICEYT2BECHT AR OB ROERFEC OV TI, FHOFEHER
LS TRLT. ARDBEEREL 2R, '
o EEERRRIEOBE,
. {OREMRESA L OB,

(&I T 5 FE]
O TREEYTIBFZ SV TRAROBENZERL ENTWD b, B#EETT
LN L,

o FEloR R VIBEUEDBERED H 5 8E

@ BEHOTMCBVTTRIZEY 45 BET 20\ TR, FFORSIHES Y

AR, MOBEERERWERIZRY, MEXARZERTI L 2EETED,

o FEEMWREBOAIUIBEOC S D EF ‘ .

o JAEEERRE CHER PR 5 B R UTEEIME O O GRS R %
LDz RIEET LA AN D BE

. HPESAEEBOSO, XEBHAGRE L IXHEREED B CREREDBREED
HHBE

«  [ERSEE GEnBMRBREELEi) ObHOBE

. RHORBRRIMEERATHIBE

«  ECOG Performance Status 34 VD HEHE

WD ECOG O Performance Statms (PS)

Score | ExE

0 | &<PERETTE B, KWL F U AFAEGSHHRZ <TZ 5.

BRI LOETR S a8, STHET, BEECM»> TOERIMTI &8 TES,

Vol mogos, s

BT TH 2O OMY O 2T < CHREESEFRITE RV, HPO S0%E HI~y FATIH T,

MoENEESOEOEY O E LMATER, ATO S0%LLLEELy FAHEFTRIT,

E- NP N

ECETRV, BAOEORAY DI LA TEAV, B2y FARTFTBRIT,




6. |EWELTERT&HE :

O HAXESICMA, BERGEEEPRET 2 ERS I E-ISE FR0SER OE IS
Holbio LB LLBERETSREALTHBMEATAZ &,

BEBRRIZEL D, BEXIILORBICHDER CEREL TR L, REE2H
TrbEs5TEIE,

FRBEVERO-RX Ay FloonT

@

@

MEMMEERD Sbh3 2 ERHBDOT, AFOBEIZHT-»TiL., FIHE
Hw (B, WHREEE WE) OHGRBR UK X REOCERSE, BRE-
FITATH Z &, Fi, MBEIZISUTHER CT. LF~—r—S0ORELEHET
L&,

infusion reaction 233 H o5 = L 433 B, infusionreaction D3EE% & FLIZESIT
i, EEIRALEEIT O L i, EIRBEET 5 X TREOREY SICRE
THZE, '
RIS TRABERERUVRTHREESERH b3 28550
T, FH ORSHRBME RSP I ERAIC A SWEEERE (TSH, T
T3, ¥EE T4, ACTH, M aNFY —AEDHIE) 2FEHT2 L.
FFHREREE ., BEHEBERBH LA ZEBH B DT, AR OS5 HEIIR
U SR R I BRI FFSEERZE (AST. ALT, y-GTP, Al-P, B U LB %
OHIE) #ERT DL,

SEIEE MRRRVIWEEHREREET) SORERREERH LIS
LeBHHOT, ENICROREDFELHRTB L, £, ROERER
BOLNEEEWIE, FEPHEREEE2SZ2I2 L5885 2EETH L,
FHOEGAIT LY BEORERIGICERT 3 L Z2 b ok ik Bk
BHLONEZ LR H D, REFRDLIEHEITE, BEALLERREUE
HEFRY 22 a L RBREFFOEM &8 L CRNAERNZEW 21TV, BEORE
BISC X BRIERBEDW D EAICE, FFOKREZFIE, RURIBHRESR
NEVRIOBREEPZETA I, BB, BIBRERAEOBEIC LY EIE
ROUERRD bh2nEaIE. BIBRERALE Y U O&EmEHR OIEM
bEETRZL, :

BHETER, LERPCEIARBLUTHOEERRRRT A LBHEE0,
AR OBRERTRICLEERORBRIC 2 EET A L, _

| BRI (BI5E 1 BRI 2 2 e) b bbh, FRBEES T F—v R
RELZLEHDZOT, AE, B, ELEOEROEHELLEHO FFIc+
SEETDHZ L, 1EERFERDNZESITIREE2PLEL, AR Y U
OGSO RNEEITH Z &,

AR OERBRIZBNT, #E5ERGEMNS R BT ECESOTME T TS
LEBEBIL, FARSPTEIENNICERRE COREOEREITI 2 L,



 EREERMEETA Fo1 v
_RAaTul) X</ (EaFHE#EZ)
(R34 : A M —F BF3BE 20 mg, ¥4 P—F S 100 mg)
~ R _ERE~

ER2 941 2H (FFLE1 2 AED
| JE A A



H&

LBz

AR OFFE, (EREF

R PR AR

HRRIZ >N T

BB LR DBE
BECBELTEETREHHE

AN T o

P2
P3
P4
P7
P9
P10



1. IZUL®ic

EEROEM: - E2MOREROT-DITE, B ESESWEIERERIRD
BA, EhiC, ITEORZEMOESRIZ LY, FUAERERS A OEFe TR ERE
FEELNERBINETT, TRODEES BN ERBFICRET 5 Z L NRED
BHL - TRY BRISEHMECEY L S0 EARF# 2016 (FAL 28 /F 6 A 2 HREHBRE)
TERWCYH, BEHNEESEOFEROREMHFEELZRD L LI TS,

AR T, MRS T u 7 7 A AVBMEOERL LA LMNCR
RBZEMHD, TOH, AHERVCESEICET2ERN+SER T ETOM.

WHERAORELML BT BB INAEFICH L THERT S L LI, BIE
HARRE LEBICSE RS E L B2 LW AE R — OB 27 EHEE TER
TARZLREETHD,

LMo T, AHA I 0k, BIRBERCINE TILB LN TWD EZIEF -
B R ESE | UTOEEGHORERFEREZHET BN DLEREHE, B2
FRUBEEEERT,

BB BHA RT A b3, BTk AERL ERESGRAEE, AREFAEBEARR
WSS — it EEAN B ABE AR ES R U—RLEEA A ARRERF2OW
Hobh EER L.

WHEBLRBEES : ¥4 M—F SR 20mg, X b—F JEFHE 100mg (—
4 s _aTr ) AvT (BrFHEEZ))

ﬂ%&m@@m&%:mbk%ﬁﬁﬁuﬁﬂbtmﬁmﬁxﬁtﬁﬁtﬁﬁ

HerRAMERURE %, KAKE, a7 rl X<y (BEFREL) LLT 1
[E] 200 mg % 3 BN C 30 ST CalFET 5.

B 3% HR 5% ¥ & . MSD #&tt :




2. FHI O, {EREF

¥ PA—F A 20mg RN 100 mg (—i%% : a7 o) A~v7 (EiFH
Z). BAF PRAFY 2v5,) X, PD-1 (programmed celldeath-1) & ZD U H > FChHD
PD-L1 XU PD-L2 L DFEEGEZEHMET D, & MLIgGd £/ 7 v —TFH{ETH S,

PD-1 R¥IE T MR se BB R ik 2 7o DIC B A MR AFI A 3 2 32 7e S0 il
AA T T, PD-1 i, EERREBIZBOWTESEE T MR0MRERRICREE L, R
BRI S UANEN AR A aE R ERET 2, T72b5, PD-1 RYFV L
BTH LI LV HIESERIC L3 VT EERRICHET 3SR TH B, PDLI
OEFEHBICBIT2RETLTNTH 2, £ OBRAMRTIE T Mlgo@E 2z
BIELBRENCEBRLTWS, BRASIICET 2 PD-L1 OBEREIL, B, M,
JTHRRRE. BPEE, FE/NHRUATE 2 K ke R BA CTPRERBEAFTHY |, BV AEFE
EORBERIBREIh TN,

BBOBAOEFRTEL PD-LL REOIERMEA D, PD-1 & PD-LI OREIIIES
DHREEEICB W TEERREZES ZERTREB IR TEY ., Fi-BABRBEOER L
LTHfFEh T 5, _

A#iL, PD-1 & PDL1 RU'PD-L2 DA U ¥ FOESZEETBZ LICL Y, [EE
BB OB RO EN T U v Ehe i &8, FUES RS BiEkL
T5Z L THEEDRZRET 3, '

AN ORI IC -5 BEOSREFUSIC L BEHERS RS bbh, BEX L
FEAHFHMENRD B, FHOEETRVEWERITIE, REOBREL DTV, BENR
B HNIBRIE, BERE LR ERITS U B R & R R E & i L
GRERRBE 21TV, BEORERISICE AREARELI 3 BAICIE. BIBRE L
ELRORELEOBERAE LT 5 VERD B, '



3. EEERRE
B AALFIRER I U - RIGUBRAE R R LB OBBRRFICEMETo72ER
FERRBRONKBEE T T,

[FZhHE]
EIAFEMAARE (KEYNOTE-045 )

75 F AR ST LR 2T D RETET IR O R REAE
se2f (BAANS2HEZET) ZREIC, AF 200 mg 3 HERERHRSOFDERTLE
MRS, bEEEEE (X7 Y B, FES 2N vioflunine) 2 EXHHE LTRETX
ni=, B, ERFEMTERETIED B, BRBETE R TERAED LN
RWEDORERMZIEZE L T3 EE ik, KELLEOBESTEM CRBETEABOHLND
FCAHOBREL MG T D I LR v, FEFGE B IT£EFNR (08) BV
SEREEATEEIRD (PFS) & &h, FAIIMLERELHEL T, OS 2FERERLE (&
I RUED .

* 2 S FF U EATESEE (R RIKBRTEEDEEE, ROTIFFEMNEED
{basiesie & HHRAT - HHEABHL RS 12 4 A LINIC S LD BENEL AN b,

%2 1 KHCIE vinflunine HATKETH BB, /37 ¥ ¥ FRATUL FE F FEADOFADEIRIRL
o



# 1 KEYNOTE-045 B OH sk

AH] 200 mg {r2epRk
Q3w
(270 1) (272 #3)
ost g [A] 10.3 74
(95% 5 X D) (8.0,11.8) (6.1,8.3)
NHPF— RERE 0.73
(95% 518X H]) (0.59, 0.91) —
P {H$ 0.002
PFSH FgufiE [A] 2.1 33
(95%{54E X ) (2.0,2.2) (2.3,3.5)
ANP— [k 0.98
(95%EH X)) (0.81, 1.19) —
P {@$ 0.416

B YT RE

Y. RSO T—% 201660 R TAS v F AT
t: BB Cox KBl AF— FEF AT X B LT b 0Lk

I': RECIST Z A KA 2 1.1 RRIC -3 < 7l 2

Q3W : 3 AMEIRER L

077 e

e 8 10 12 14 16 18 20 22 24
at riskE2 | EEnmR]
AMAOMZ AW 270226194 169147131 87 54 27 13 4 0 O
{eess 272232171138109 89 55 27 14 3 © 0 0

1 O0S @ Kaplan-Meier fi## (KEYNOTE-045 335%)




[%2244]
AR MERE (KEYNOTE-045 3ER)

HEREBIIARKITE 2487266 1 (93.2%) R UMBEEEREERE 250/255 B (98.0%) ICFB&H b
. BIEFRIZEEH 162/266 B (60.9%) RUMLZFEEEEE 230/255 6] (90.2%) 238D
bivi, AFIBETRERN B EORERRTROLEY Tholo,

(AT SR E)
% (%)
AHH

#2 RBBRED 5%L EOBIER (KEYNOTE-045 )
BB RASMA (SOC: System Organ Class)

dLA&FE (PT: Preferred Term)

26645

{MedDRA ver.20.1)

4 Grade

Grade 34

Grade 5

(14.3)

ZRIER
TRARRE . e L
R EEREE T
THEREE L i
THi
Y8y
D S NEEB I CRERMORE o b
EIE 15
iEH 37
R 17
‘ﬁ%{ﬁ&ﬂ%%ﬁ%
fefkEnR B 73
CEEEIORTHEERES e e
* IEEE 52
FiE 8.3) 1

]62 , (60.9) 387 _ 4 (1.5)

24
2

22

B, AFIBET, BIERME LCHEIEMEMESRL 10 41 (3.8%) . KBK - EEOTH
7 (2.6%) . ARIEE (FT1 - SU—EERS) 12141 04%) . TS
144 (5.3%) . ESIREHSEEREESIE 23 B (8.6%) . BURMEHEREZIL 1] (0.4%) . B
fefEsE (RNISTEMTALE) X146 (04%) KU Infusion reaction b 1 1 (0.4%) IZ
Bhbhi, -, EEOREBEE (REHERERER, SROK, BOUES) . T
w1 BRI, B, SR - KRBUMRMIEAE . EEMNENAE. OFR. Lt -
B BV S, St MR MESEEDN, RIEE IR URIFRFIRDh
o Tr, ARIERARBUNRIIETESE S (BEREEREEE2ED) 280EHBRETT,



4, ﬂﬁ%kob\’c

WEMG L LTHARERE (26FFE) BEEohTWhAZ Ehbh, YERELE
@N:%ﬁﬁ'ﬁ% HDHRTHOINERSH D, FD LT, FHORENED 2 BE LN - 45
EL, FROBREIZLVEBLEERAZRE LIRS T2 Z L XLERTD, BT
OO~@DFTRTEMETHERICBNTERTA & THAS, )

O HERIzo>NWT

D-1 F‘acr) (1) ~ (5) DVWTINTEYTIMRTHD T &,

(1) BAFBARENEET B A BRSNS (%Lﬁﬁ?ﬁlh"\ﬁ:@?ﬁ%ﬁrﬁm\
ﬂﬁ%b”ﬁ@%ﬂﬁrh\ﬂﬁmh*ﬁrﬁﬁm(Aﬁx$7ﬂlaﬁﬁ.me

EE%)

(2) BEEbs CER31E4 8 1 BBEA ;86 Hizd)

(3) EREREMESEET HBABEELERRE (B ABFEERERR, BABEEE
B F19BE, DA BEEEHERR R &)

(4) SHAPRIEEEZRE L. AREHREME 1 I/ b REME 2 Ol
IRDEHZIT>TOB MR (PR 29478 | AR - 2531 sk

(5) PIEMERAAGFEENMRORREEEIBHE T TV AR (FRK 29 £ 7
B 1 AR : 1287 He3R)

O-2 REEEEOCFRERCBWEMRERFOMISIC -2 2 mE L RBRE RO
(FROWTRNICHEY T DEM) 2, HEDRFIOFANCHT 2IBROREHR L L
TEREEshTWnaZ &,
E-S

| e EEMRFFERGE 2 FOPFHELZET Liciic 5 LU LB IBROERIHEE

ToTWaZE, 5h, 24N L, BAEDREY T UERBESON{ES:
ToTWAZ L&,

«  EHRFIVER 2 FOMYITHERZET LRI 4 £ LOWRERZOBKRIHE
EfT-oTEY, b, 2FU LR RE ERBEORAEYREL TR ABEOR

KHHEZ T TNNBZ L |

@ BRRDOEREMFREHDERIIZOVWT

ERAIEREEI T S HEH IRES R, %z%ﬁ%?ﬁ! LOEHED. Ak - &
SFRFNHROTER EMSF I 5 TR, aEFRR R4 LTJ»’%Ao)ﬁﬂz
KB, FREEIPATORSHHIBE-TVEZ = )




@ BI{ER~DORIEIZDOWT
@-1 kR Bs I 52

MEMRRERSEOESLEERMNRAE UL, 24 BRRZEREHIOT, MY
PR T BV T, BE LZRERIZIE U TABRERK U CT SORIERAOERICH
FRREOHRERY APIELN, EbISAERAERISE-TWL I E,

@2 EFEER L 5 FEFERICHET 22 ,
RADEICED S EMAR AR UEREE AT 2 EEEEEREERE=2 Y v
R EDEEREORAY Y —m 7 BITOEBRE L ERE 4 T 55— AEREHRE
BENTWBZ L, 2B, BEEEICSOWT, BAUEE L TOREI+/ITEAMESNT
wah Tk,

@-3 BHER ORETPRISIZE LT

BITER (MEMMERICNL, KIBK - /NHE - EEOTH, ITHREES - S{LiEE
T, BHEREE (RUEHENEARE). ASWES (TRMABERE. FIRIRERE
MEdE, RIRHGAEREED) . | BUSEIRIE, S Y O IER. %k - BHRUTRMTE., k., EEOK
JGIEE (SRS, S, BORAES) . Infusionreaction, HMZE - iR,
BREGME, WREE (72 R—ERRES), OHR. EELPLEESE (&FE
PR/ RIS M EBERR, FmiE el , ARIERES, WMEERERES) ., WIRERERE. &
B o LT, YR UL EBERREOEMEE AT s EM L EE L RIERO
ZEFPICE L THREROEEZZIT N I&H DD 2 L) | EHICETRAER
TE AEHBESTNDZ &, ‘



5. BB L ARLAE

(2T 5 FHE]

¢y 77%%@%%aﬁm%ﬁ&ﬁ%ﬁ¢5HT@ﬁ&RHF@&@E%L&E@%
HICBWTAROFMESRIEES LTV S,

@ FRIKHYT B BREIAT HRAORE R ORI OV T, RAOEREAR
RESLSMTR BT, AMOEEHELRERV,
TSR R ST X B IS R B,

. T OMBILERE,
. DTS L OO,

[Z 4t 3 5 BE]

@ TREEYTBEFOVTHAROREREZ L SNTVB I LMD, BEET
bipnz &,
o FFOESICH LBREOEROH 5 RE

@ ?ﬁﬁﬁﬁﬂ)ﬁﬂﬁﬂ::ﬁb\f??&:iﬁ%‘é‘é%%i:ou\fii\ AR OB SRS A

. ROBEERERRVEEICRY, EEICAAZEATAZ L 2EETES,

FMEEMREBOAF I EDH 5 BHF

MO SR CRIER 2R D 5 BE R OB O MR il O YLt 2

FOMMICREMTARHR DN S BE

o  HOERERBOASDE XIDBHENLE L IIERMED BCaEREOERERED
»HBHEHE _ ‘

« BBRBHE (EhiHRBEEEZS) 0bsBE

s RBHROBLIIBMAELHATIEE

»  ECOG Performance Status 3-4 #VDE#EH

"R

(&) ECOG & Performance Status (PS)

Score | 2

0 | £ HERTEHTE 5. FBHETLIE L AFEATBRIREITLS,

PIERRYIZ B LU WSEINEIIR 2 2 28, RITWEEC, Bl - ToERIIITI 2 & B8 T& 3,
7 B FE, HEEE '

PBITETCELOHORD O Z LT CHEENMERETE 2V, Bho 50% X<y FATRTT,

1
2
3 BonizBH0HOEYDIE LM TER, ATO 0% LEE~y FARECRIT,
4

ELEHTRV. BO0EORVOI PEREL TERN, B2y FABFF TR,

9




6. BEZBELTEREIAEHE

@ HASCESINE., MERFEEE SR 5 BRI IS & AR O R R U IER
AOEDICHERERETHCEB L THLLERTSZ L,

@ eEEBsckT L, BENIIFORRCAGHEEVERESTOHAL., RELSE
ThoEETBHZ L,

® FHZBEHWERAD=RY ALY MTOWT

FEMHRERD bbNE - ERHADT, FH OB EIZHIz - T, DHE
% (eI, FEREEE, W) ORREEVIEEN X SUREOENS, BEE+
SITATH T &, Eio, MESUTHEE CT, iF~——SOREZFEH T
B &,

Infusion reaction 233 &3 = L 3% 5, Infusion reaction 3R HNTFHIT
X, EARAERT Y & b, ERAEET 5 TREOREL SICRE
THZ L,

Ak BgasrEE, TEARERSRVRIBBERENHODNLZLBEH LD
T, AF| O 5RO E IR P EMRIC A EERRE (TSH, B2
T3, i T4, ACTH, @i a5y — AV EORIE) 2FEHTHI L,
JrissemE . ECHRBERS bbNA Z L RHEDT, FHOKSHETIR
U 581 i E A0 I AERR AT (AST. ALT. y-GTP, AlP, B Y L4
DRE) FEETDH L,

AE Sk (IIBARIIEEREEREED) SOERRBEENH DD
ERBHBHOT, EMBICROREOFBEMRT 2L, £k, IRORENR
BHOMEESICE, EPHIEREHEEERTAL O RELHETL L,
AEOBEIZLY, BEOEERSCREETS LEX bNIERL RIKESHE
NHbPhdItNHd, BEFPRDONEEEIC, BELEZERIIRLE
HEE I L R R o ER & U ORI SRR E ATV, BE DRE
FISic £ ARWER R EbI A BAIIX, AROERE ik, RUBIERER
NE L HOBEERPEETB L, BB, BIBRRESVE ORI YEIE
FOMENRTRD bAEVISEIT I, BIFRUEANE DS O FEEmHF BN
LEETDHZ L,

BERTER, S0EAMLEIABRB L THhLEERRRETLIZLEH DD,
ARIOHB/BEHR THICOAEAORBRIC I EETD 2 &,

1 BUEEER R (B | 2R RSl b bbh, FERBES R T -V R
WEAZLBHZOT, N, B, IEHEOMEROBRCMEED LRIZ+
DEETAZ L, | BEREREDNZESIREEEFIEL, A AT VR
Ko SO ROBEITI Z L.

@ FROEESRICBWT, BE5FHIL 9B%. ThIUBIIRERGENG 1 FRIE
6 BN, H5EE,D | EUFET 12 BHEER TEHEOFEMEZT - TV
L ExEElD. AREsTIREMACEERE CHROERETIZ L,

10



EE(EHEETA Ro A v
RATRY XvT (EEFHEZL)

(R4 : %4 b —F EE#HE 20mg, ¥4 F—F ATEHHE 100 mg)
~EREERA 7 0T I 4 RN

(MSI-High) %43 3 EEE~

YR 3 041 2H (FFizEeE 1 2 AUED)
BT EE



H&

1. Uiz P2
2. ARIORE., ERBE P3
3. HERIRREGER P4
4. f@EsrizonT P9
5. BEXNG L DB P11
6. BEIBELTHEETREHIE P12



1. Ui :

ESE G OF DM - BLMEOREDT-DITIE, BT CESIRESWEEEREMRIRD
B, &b, IEEORZEEITOERIZL Y, FEEREMLL L OEFHNORFHREHE
FIEEBNREDEINAIPT, ChbEOERLRPRICNELRBEICRULT 27 L ARED
B L 2o THY REMBOEE L UEOLLATE 2016 (L 28 £ 6 A 2 AMERE)
BN TYH, EFNEELAZEOHERORBIIEEERAZ L EENTNS,

BHREAMAEER R, EEERPREN T 0 7 7 4 VBFOEEG LA LMNCR
RAZEWHB, TOEH, FUMERUESMHICETAERNTAERT 5 X TOR.
W EHSOBELBSITAI LRSI IBFICH L TERTS L Lbic, BIfE
AMRRR Lo LERSEgd & 52 L RATRER—EOBH 27 T ERERE THERA
TAHAZENREETH D,

LERoT, BHA T4 T, BARBEESLINE CIBLATWHEFERZA -
B2 EHIZESE . DTOBKLOFERERZHHET 2BANLUREREN. B2
FROEEFEHREZTT,

BRI EKHA R4 i, TR EAERSERBRAAEM, ARIMEARAKR
BB — gt F A B RERNAHES R U— BN B RERRESOBD
Db EER LT

WE L RBHEES  FA FA—F SEEE 20mg, FA bA—F JEHE 100mg (—
4 - RaT el X+ (EiETHER))

HRYRAPEINE  BALFRERICHE L -HET - BROBBE~A 7t T T4
FARZZEME (MSI-High) #812EEE (B InIH» R
BEICRS)

W RAHERVAE : BH., AL, a7 v ) Xe7 GEEFHEX) LT 1

- [H 200 mg % 3 BT 30 SRMT TREFHES 5.
B3 PR 7€ E A  MSD HREet




2. FRIORKE. {ERERF

XA b—F R 20mg &Uﬂﬁiﬁ%& 100mg (— 4 1 _AT n Y X7 (&
5T Z), BT TAHD 23 ,) X, PD-1 (programmedcell death-1} & FDY Hr
FT&H% PD-L1 RUPD-L2 & OEAFEERET S, b MigGs €/ 7 n—F Ak
TH D,

PD-1 SREEIL T MR SE B RS Bk B 7o DTS AHIBE S FI B3 5 A s e
A4 vF T, PD-1 13, RERREBIZBOTHEEER T laoMizREICER L, BE%
BRIG 2B LE LR 2 RERSEHET 5, 425, PD-1 XY Hr P&
BTR LRI VHFESRERIZ L2V P mERAICHET 22/ ETH B, PDLI
DIEFHRITBIT RIATDTHTHLR, 2L ORAMIRTIT T MBI 2z
HIFEBEBENICRR L TWAD, BAMERIZIEITS PD-L1 ORI, BHMAE, M.
ffitlass, SRELE., JE/NIIRRNER K OB4 BB ATTEFRERTFTH Y, ENEFER
& OHBEREE Sh T3,

BROPADERETFHRE PD-LL REOHBESN S, PD-1 & PD-L1 OFRITIES
DFEEMEIZB W TEHEEREEIZE Y Z ERREISNTEY , HFi-2BABEOEN L
LTI TS,

AFFX, PD-1 & PD-L1 X OPD-L2 O Y o FOEEEMAETBZZLIck Y, EE
WNREROEESROHISEENE T U o B iEt b S, FEEGAE 2 BiE(l
5 THIERSEERET S,

AFNDVER BRI 55 < BE DB RIS X ARIEM S &b, EELHTIC
EBAEMR DD, AROBRERRCEERICIL, BEOHEZ IV, BENS
W HIHAICIE, BE L A ERIE USRI 2 40k & KB 2 10N & 8 L Ol
HIRERBHETV, BEORERSC L 3EEAREDh 3BT, BIBREHL
£ R OB EEOBENRAE EIT 5 BER DD, :



3. ERERAE

BAALFEFRERICHE LT - BROBHEE~A 7Y 774 PREEE (BT

[MSI-High) &V 5,) 2HT5EEE (ﬁﬁﬁﬁtﬁ%&?ﬁ@lﬁﬁfx% IZRD) DR
VRl 24T - T E R EBERRBOREE T,

7235, IMSI-High ZH 4 28% ) (B LT, TPCR &Iz & b MSI-High & HlE ==&
#) #ERT S (38) 12i3 IMSI-High (PCRE) #2HT5H8%] LKELL. DNA
IRy FEERBOMENH I EEERTHES (AW, T72bLIPCR EITLY
MSI-High X I3 iEidbde (BT, NMHECIE W I,) HICL Y I X< v FIEERH
DKRI| (BT TdMMRI 2W35,) CHESNERE] 2ERTHH5ICiE TMSHHigh
BHTHEBRHE] LHRB UL, HC HEIC L 5 MMR B7E L PCR I & 3 MSI EO—
HIL 96.6~98.7% EV TH L I EERFE I TS

[F%hit]

OEBEHLRIS T3 (KEYNOTE-164 3ER)
7ok Y I OURREMERESL XYV TIFURCA Y T h U EEE KT

W & BEEERIERE O B A BB IR RE/ 2 ETT - §8 @ dMMR XX MSI-High (PCR k)
W) LFHTHEE - HIEEAE 6L Fl (ARATHEED) 2XRIC, &H 200mg3 H#
IR (BAF TQ3W &1 5,) BEOASIMRUEZSERRE SN, s, EEFF
M THEBETAED DhiZH A, KEBET2 7T IERPRBD bR RWEORKRIICK
FLTWASBE T, RESEOBIEIHE TREETHRED bhd E TAHOR 52t
BT LR L Shie, FEFHMEER THDHEDE [RECIST VA F7 4 11K
W ES < I & B5EeEEE (CR) dHoHEY (PR)] 2o\ T, ARRICH &R
Ahi 6l HOBRERF1DOLERBY Thotz,

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

W) pE T 5V T, HC BT & 0 S R v FEH Y /%7 T B MLHI, MSH2, MSH6 X}¥ PMS2
DNPRPORERZD bR VIESIZ dMMR, PCREIZL Y 220 kD~ 2 287 51 bw—Hh—7T
HURHEFREO Y A XOPLH L S84z MSI-High (PCR ) LHIEShi,

4



#F1 HERAEDERCEYE (KEYNOTE-164 )
(RECIST ver.1.1, i R-dSEME, filE, 20072 A 0 AT—F vy b4 7) -

= g 4o A BilE (%)

HEREHE LBl 20 B
523 (CR) 0 ' 0
423 (PR) 17 (27.9) 9 (23.1)

%ZE (SD) . 14 (23.0) . 10 (25.6)

1T (PD) 28 (45.9) 18 (46.2)
HEEAREE (NE) 2 (3.3) 2 (5.1)

#=%h (CR+PR) 17 9
(%%4— [95%IEERX ] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

: AOERRAT RSN, *2 AT SR O 5 b MSI-High (PCRIE) 2 HT58%.
*3 ERER

@EBEILFE N M358 (KEYNOTE-158 &%)

—WIRIR & U TR 2L 2 IEE O b 5 ISR YRR R 1T - FRO dMMR X
MSI-High (PCR #£) ®2 28T+ 3EBERE ® 235z, &5 200mg Q3w #&50F
PR O RS RE E T, BB, BERFE CREETHRD DIIEEIC, KAk
T2 R ERSED DN RWEOBRMIZRE LT\ 5 BE T, IELIEE O BT
THEBETHRED ONDE TEAORESERET 52 L BT E Shi. TEFHmER
THDEHE [RECIST HA K74 > L1 BcES< fIEic X 555235 (CR) X
1S ES (PR)] DWW T, MSkhigh & R2#F s hcRicARBIC R S iz 83 %

(-7 K) OERIIE 2, FRRIZEGE SN o4 fIEIC BT 2BIEN O RiI2F 3
DEBY ThHol, '
#2 BERBRAGUREUVEDE (KEYNOTE-158 B, SA—7K)
(RECIST ver.1.1, HZHEMENTHSRERMSE, PIRHE, 20174 28 BT —F V> b4 7)

=] AN fzﬂjﬁ (%)

BRREAR 83 f5" 28 i
se2FEh (CR) 4 (4.8) -3 (0.7
HsrZEsh (PR) 25 (30.1) 8 (28.6)

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

T (PD) 24 (28.9) -9 (32.1)
HEERHE (NE) 10 (12.0) 5 (17.9)

Z=%h (CR+PR) 29 11
(FEohE [95%EEERM™] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*| o GRS RER, *2 . FHEMTESREN O 5B MSI-High (PCR ) #F 1 DHBFE,
*3 ; IEMERE

GE3) il 7 0 T A~ TS e M — 7 R Uf MSI-High OEITEIGERE # 8B AN I A—F K b
BEI, F—7 A CEITIE (REEEE), F4—7 B CHILEE (BERUIRSORE). =FL7
7— & —RERMEREEZERS . FA—7 C G, Rk, 8. BB, BB ORGSR R S uIERE
(B BB A bR RN A EA IR . S A— 7 D CIIFEHIEE (AER U SEMERER®), &
A—F E T TESS (REREE), FA—7 F Tiastas (BELEES). 7 A—7 G Tii/Nitaiis,
T A7 H CRPEE, ZA—7 1 THERINEE, FA—7 ) CREGERS (RS mEimn < ).,
7 A—F K Cid MSI-High 2473 @ESE (I - MBS EER) BRERlaAnbite, FA—7 A~]
W2 S BF O MSLHigh 20T, L o R~ F o Fhffific L v HE s,

5



#3 MSI-High A4 5 B OBERN OFEHE (KEYNOTE-158 #A%)
(RECIST ver.l.l, HEMEMATRRERNS, PRHUE, 20174E4 H 887 —F by bA7)

g (%) %) (CR+PR) pilg (%) - #%h (CR+PR)

R 54 BiI" EDE ) Er | GEHE ()
= HEEE 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)
JNIEEE 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
i3] 10 (10.6) 1 (10.0) 1 (2.6) 0
JESEHE 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
RS R EE 3 (3.2) 1 (33.3) 0 0
H iz Al 3 (3.2) 0 1 (2.6) 0
7N R B 3 (3.2) 2 (66.7) 0 0
FEFER 27(2.1) 1 (50.0) 2 (5.1) 1 (50.0)
RN S WEE 2 (2.1) 0 0 0
Eh/N S 2 2.1 0 1 (2.6) 0
PR bR 2 (2.1) 1 (50.0) 1 (2.6) . 0
HfE 1 (1.1 0 0 0
DRELI% 1 (1.1 0 0 0
BT SL R 1 (1.1) 0 1 (2.6) 0
# e RS 1 {(1.1) 1 (100) 1 2.6) 1 (100}
T 24 i 1 (1.1) 1 (100) 1 (2.6) 1 (100)
ANE 1 {L.1) 1 (100) 0 0
RS 1 (1.1) 0 1 (2.6) 0
RHE 1 (11) 1 (100) 1 (2.6) 1 {100)

*1 : FEHUERRET SRR, *2 : A HMARIT RS4RI O 5 b MSI-High (PCRIE) 28T 584



[Zz4H] :
OEPRILFIH TR (KEYNOTE-164 #5k)
BEERT 60/61 H (98.4%) 1=, BIERE 35/61 ] (574%) B bhl, BEE
B SBL LORERIZITRDEBY Thol,

# 3 BBEN 5% LORHEMA (KEYNOTE-164 388) (Zei:MhrxidE)

BENIRSE (SOC: System Organ Class) Bl (%)
FEAFE (PT: Preferred Term) 61 4l |
{MedDRA ver20.1) 4 Grade Grade 34 Grade 5

£RIER 35 (57.4) 9  (14.8) 0

B, MENHERE 16 (1.6%), EEOHRERE (REHBIREGRR. STEEL.
BREIES) 16 (1.6%). FHEHERESE 3§l (4.9%), BRIGHSEERE 2 61 (3.3%), I
K 3IF (4.9%) . gk - BHHEMAREE 1 61 (1.6%), MMz - BEAEZS 1 B (1.6%) #3B® 5
N, Eilo, KIBE - EEOTH. MREE (X5« N—EERE), TR
£, BITHERE, | TR, TREEE (RUTHENELS). EEGEIE, O
fhde, Sl thm /MR ESREEE, WIntEE m, FREFBRE. infusionreaction XS E S

- BERZED OG0t REEHRBERRIEESES (BEREERE2ED) 25
TR E TR,

@EEEIRE D88 (KEYNOTE-158 #5)
FEERIT, 91/94 8 (96.8%) 1=, BIFERIX. 58/94 5] (61.7%) IZ3Rb b=, FH
M SULA LOBMERIIITED LB ThHotr,



#F4 RBFRE %L LORER (KEYNOTE-158 33 (Raiefirsfam)

FEMARSYE (SOC: System Organ Class) {Fi3 (%)
FEARE (PT: Preferred Term) 94 4

(MedDRA ver.20.1) 4 Grade Grade 3-4 . Grade 5
%ﬁ'H’FFFJ 12 0

BB, BEHERES 45 (43%), KBk - BEEOTH3IH (3.2%). #RESE (¥7
Ve R L —EMREEEE) 2 B (2.1%) | FTHERERESE 8 B (8.5%) . FRIREEHERRE 8 1 (8.5%)
1 BUPER 1 4] (1.1%). infusionreactionl il (1.1%) BB bz, Tk, EEOKE
Wi (R EEIRERE, SN, RXEES). TEARERES. BIFRERS
REgREREE (RAEMENTAS). BR, 55 - EUTRAE, BEMEE. :L\ﬁ”
ﬁé Mige - BEfFiZe, fiEtEm/ NMERMESREER, WEE R, REFRBROEE S L
IR bz dodo, ABEARBLRMIIEESS: (BRREEETZET) 25 0E
ERETT,



4. HERIZOWT

EREME UTHAEETICBIT 5855 - EBH 2 < MSHHigh 263 2 BRI
T A EARERENEY O TVS, ARELSYD, EELY X7 FHEHE (RMP)
WESAHOEENEZLEERBT~0BHEHIN b MR Th o T, A 052
WY BE LR - HEL. AFHORSIIVEBRREREREA LB ET5Z
EBRMNERED, LLTOO~@0F R TEMETRRICBWTERT ETH S,

O HRIZ-HWT ‘

D1 TED 1) ~ (5) OWTNHRYTAIERTHDEZ L,

(1) EAEFHRENEET HRASTESILRRS GHEN RS A EEREL Rk,
Mgk A A S FREHE L AR . MRS A BRI &) (RTnTE 7 A 1 BRA : 436
HEE%) ,

Q) HrEREERRE (ERK31 44 A 1 BEEA ;86 HiFR)

(3) HEMFRAESRIEET HNABREERN (BARRESEREERB. 2 AR
WbE. B ABEEEHEERR L £)

(4) HR(CEREELRE L, S {bSEIREME 1 )03 b SEREME 2 oRask Ll
WKARDBEHEIT>TW AR (Fak29F 7 A 1 BRRR @ 2531 HERR)

(5) MEMEFEANFEEMEORBREEIRIBHE T T DR (Fk 29 £ 7
H 1 AR ;1287 ek p .

©-2 w& &2 DEETOLFRERCEIERAREIRFOMIGIC 5572k & R Z 5
DEM (FTROWThMNCEL T IR 2, SEZSZHBOFRRICET 2 HROEE
FELTEREShTVWSZE,

i .

o ERiEFREE 2 FOFHMHERE T LRIC 5 FUEORABFROEEMESL
ToTWBZE, 95, 240 EIE, PAREFRELZL L-BRIESZOMES:
ToTWaZ &,

«  EREFRGE 2 FOMPIHERET LizRIC 4 FU EOBERBEREAL TS
ks 96, 3L ER, HRERIEEFERRTOPAEBIRELELEARED

BEERAHERZ{ToTWAZ &,

® BEROEEMEREEOKSEICONT

ERMIFRERIHETIEEERRE SR, MELENOOFRED., AL - %
LGP FEROFER CEMSIC T 2 RR M, TEFSARE LERE0ORY
X, SREONITOR A EHPEoTND Dk,




® BEWER~OREITONT
@-1 Hask o i+ 58

R B o B R RVEFI A SEA L Bsie, 24 BRIl o T, Mgk X
FREMEEERM I BV T, B L EHERICE U TAREE RV CT £0RIER OER I &
ERBREOERENY A TIZELh, HbhiETRERERNAE->T1B I L,

®-2 EREEEHFIZLIAESSIGCETES

BAZRICED A EMN MG R L2/ T 2 EEREELBEHE=2) 7
FEOEEROAS ) —=r T EITOFREL FREILE TE 2 F— AEREHSE
HBERTWAZ &, 2B, BEEHIZ-Y>WT, BABRZ L ZTOFRIITSICAmENT
WwWaZ ek,

@-3 BERAOREFPLRHIZELT

RITER (REMRERIZMZ, KB%K - /NIBK - EEOTH, IFEeEREE - AR
w . BEEREE (RETREESLS). AAoWESE (TEERERE. RikREE
P, BIRMAEREE), | TR, S Y 5%, K - SIBURRMBEE, FEk, EEOK
REREE (TS HEEIRERRE, AL, ERAES) . infusionreaction, ML - BHMELE,
EEHENE, MREE (F72 - AL—EGRRS), DA, EELRES Gk
PEM/NERAMESEEERR,. g m, REFHE, EERNEES) . MBRARERRE, &
) ot LT, MR IR ERSEoEME 2T o2EMEEHE L EHERHO
BUTPRISICE L TEERUOTBEAZIT ONAERICH D L) EHICETRLER
TEBEFIRESTNDZ L,
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5. 5B L5 BE
[(FHEfElc B4 2 HE]
O THROBEWBWTAROEIESTRINTNS
o BAMBEREZICHELLET - BREOBHE~A 72T 74 NREEE
(MSLHigh) #4723 E#E “ (GEERNLRERAERLEAIES)

723, MSI-High #2843 Z ka7 vl A<= (BiaTH#Ez) ooy =t
2 (54 - MSIREF v b (FALCO)) 2RAWTHEIET 5T &,

@ TRIEST28FIHT AR OBRERCERFTHRICOW T, SR OFEMED
MM ENTRLYT, FEORGHFLRLR,
«  CFiTORMBMRE
« MOFEMEEA LA L TRE SN BE

(Lottic B4 2 FE]

QO TRIEHZETIHEFIZOVTEHAROBRERBR L SN TNE I D, EE]T
bipnz e,
«  FHORGIC R LIRBREOSEREOH B BEE

@ BEATOFEMIZB W TTRICKY T AEF I VLTI, AF OB EIHR SR

M, MOBFEERER L WGERIZIRY , HELAREZ2EHRT I L2EETE S,

s HEEMRBROAHXEIEEREOLHBEEBE

- [EHESRE CREY %%béaﬁﬁoﬁﬁﬁwmﬁﬁ%ﬁﬁ%&%&%ﬁ
EDOMIZREMTE PR A BB BE

 HERERBOAME. XiTBHEMNLE L HERMLO H CAEEBOEERED
hoBRE

«  BEDHERE EhRMRBHEELZED) ObBE

. EEOREIEERETIAE

+  EBCOG Performance Status 3-4 =9

4 MS1-High 257 5 EHMBEO—EIL) > FRERTHS T L AME SR THS (Latham Alicia et
al.: T Clin Oncol. 2018; JCO1800283), :
(GEs) ECOG @ Performance Status (PS)

Score | FEFE

0 | 2<PERENTES, ﬁrﬁuk wr A .%.—l:?E#TiJI!E?ZC LATx B,

PRI LWIEEI IR S 288, SITRET, BERCM - TOERITS 2B TE 3,

U o s, wmen

RohEHHOZOEDOZ L L TERY, PO S0%U &2~y K2R TT,

E R 8]

28TV, BOOFORY DI EIE TERY, BRIy FAFFCRI, .

11

FOMETHESDOLEOMY O - LT3 TTEEBERRTE RV, BHO SO%LL LR~y FATHEIT,




6. BEZBELTHETREFH

@O HAcESIomL., SERGEEE PRET 2 B ES I ESE A O ER OB IEME
O HERMERE +GICERLUTHLERTLZ L,

BT S L, BREXEF OFRICADERVDEREZ+-SBAL. AEE2H
ThbiRETAHZ L,

FREVERO=RT AL MTONT

@

®

BEHEERRS b 2 ERH DO T, FROFEILH T o TL, THHE
W (BT, FERREE, W) OMREUME X SREOEES, BEeT
FEATH k. ¥, BEIS U T CT. M~ —V—SORELEHET
B2z &,

infusion reaction 233 H i B 7 ¥ 2d 5, infusionreaction 23388 bz &I
1. EOALBEITY L L b, ERBEET S ETEEOREL OB
THZ L,

FIRIgERE S TRASEEERVRIBBERERHOoDND I ELHDLD
T, AFIOE S BEEATNR U SR P ILES AN NI ERERE (TSH. H#8E
T3. i T4, ACTH, A =o5FY —VEORIE) KT 5L,
ATHAERESE . T{LMEBERNH LA ERHBE DT, ARIDREHRERTR
U 51 L ERIC ITHERERE (AST, ALT. y-GTP., AlP, YU A%
DRE) BEETDHZ &, ’

BYHK (CEARIPEFAREED) SORERREENHLPND
T ERHBOT, EHHIROBRHORELERTZ L, £, ROREHR
A LRI, ERMERENEEZRTILIOBEREE T L,
FFOEEIL LY GBECAERGICERT 2 LB LN 3F2 REBORE
Bhbbhar tihsd, BERRDNEESIE, BRLEERIIECK
Y AR b RER A O IERT & U CETAR BN TV BEORE
FiEi X aEHERAREDN 3 BAIIX, ARORE L, RURIREESR
NEVRIOBRSEREETB I L, BB, BIBREFLE L OREICIVEIE
A OSRERED bR WHAITIE, BIBKE AT SO REmRF OB M
HEETHI L,

BEETH BRI LEIARBLTHOREEARERTIZLRH DD,
AR OWEATRIZLRERORBRICFAICERTH I L,

1 BIERYE (BUE | BERB A2 ST b bbh, HRAEES T F-A
WWEBRZEBHBOT, DB, B, BHEOEROFBHRLCOEEED EFIZ+
SEETDIE, | EERFAGRDRESSICEEEEFREL, 1AV VH
o520y RABEITI " &

A OEEFRERERIC BT, KEYNOTE-164 HERTid 9 B Z & . KEYNOTE-158 &
BACITIR SR D 1 RN 9 BRI &, 1 LRI 12 B Z L iC 2t DFT M
BIT-» TV Z 2 BEIC, KRS PIEHNICEERE CHROEREITIZ

&
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