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BEEFHES A 54 GRS, EMEAIE, Mk
UYL NE, RELRE, BEEA 2 0YT 5 NREER
(MSI1-High) 287 2EEE, MRk ESELRE) O—
L EIZHOUVT

REMEGEE & WEDIEARFE 2016 (FAL2846 A 2 HREBERE) I8V T,
EHRWEEROERORBHEELZKOZ EPEVAENZZI LEFITT, &
FRIERRZEICKNERBEICRET 2 2DICREFERAEES A NI & 1E
BT 5Ly LTVET, | |

SR, @na IOWT, FIIEELDEBY %‘Bfﬁi}ﬁ% PREEFTRE T R ORI X D
BAEEES (B) BRTEHALELE-OT, HTHWEL LELIT, BEEE
~OBFCOEZTBEELALIBBEWVWLET,
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BAEFBEEE - AEHEREEMEFETERER
- (& B A& B’ )

~RATu Y XvT (EEFERL) BEORBEREET A K4
v (REE) DEREUSATRY XvT (BETEHEL) BEO
BEERSET A R4 GRNAKE, BREEAE, ik
XY UNE, REERE, BREE~A 70T 54 NREEMR
(MSI-Hi gh) 2837 2ERE. BHITERVESETE) O—
ERHIEIZ DWW T '

REMBOEE & YR OEATT 62016 (CFRL284F 6 A 2 B RIREIRTE) IZR T,
EHNERLOFEAORBELHEEZRD Z LNEVAENZ L E2ZIT T, &
FREEREZRICKHERBECRET S -DICKBEEREET A N1V %1E
REBZEE LTVET,

SR, RAaTnl) X<vT (BETEEEL) BH (KFEL A Mv—F 8
FHIE 100mg) ZoWT, RIBEICH L THERT2BEOEEEERE, R0 LEY
HEERHEETA R A LTHRVELDELEDT, ZOFERICHTZ-T
X, AAA FTA VROV TEESIRD LY., BEENOEREER OERIZH
THEMERBENLET,

Eio, NaTn ) AwT (BEFHEBRL) BHEIENERAE, BERAE,
HHER YR ) VR, R ERE, BHEE~YA 7 0V T 54 MREEE M
SI-High) 27 5EME. BHEERVCESETEICX L TERTED
BEFEEIIOVWTIE, (Ra7r ) Xv7 BEFERZ) 8 O5EERHE
T4 RIA4 v (B, EEERE) OEREVCRBERBESA K51 Gk



IR, BAERANRE, HROSUF V) VNE, REEEBROEEES
A 7a¥TI4 MRZEE MSI-High) #EFT5EHE) O—HKIEKL
DNTY (HFOFEAE 12 A 20 BN ERARES 1220 55 BRANBHEER - £
EHEREELFEETERRERN) KIVRLTELLIATY,

AR, RAT B Y XvT EETRRL) BACOWT, FIMBRE, B
MRGE, HROFDT Y L E, REERE, BHEE<A 70 YT T4
AEEM MS 1-High) 2R 2ERE. BMlLER CREHEICNT S
RERVRAEO—RBERFERB SN LEITHY, BTSN FI1 02, £
NENIEDO L BYKEWE LELEDOT, BENOEREBERCERICKHT
HRAMEBBENLET, 2B, WEROKEEREETA FT7 A4 13, BlIRS
EDLEYTT,
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OERLFZ MR (KEYNOTE-024 35R) ‘
ILEEREIERE D 72\, EGFR Bz FEEEM, ALK @b
SEEFREMEE O PD-L1 Bt (PD-L1 Z2RE Lz

# [=]
B (THREBERD) Y- (BRTHBRERHIBR)
12«\°~—~‘/“ RBRERDERS : ¥4 M—F EEEE 100 ng | 22— XL R DERR | ed Ao HEERE - 20-me<
(—fs : AT R ) X7 (BEFHBER)) XA "M —FEEERE 100 mg (—R4L : AT
(B%) ' V) X<7 (BEFHE#HZ))
MRERDIAERVCHE : B8F. EE/\ X, A (B) ' »
Tul) Xv7 BETMH#Z) & LT, 1E 200ng B LRAPERVCHE  @FE. RAE, A
% 3EMREMREXIE 1 400 mg % 6 EEEET 30 TJulXw7 (BEFHEBRZ) L LT, 1E 200 mg
STENT CRBERET S, % 3 ARG T 30 SR CRFERET 5,
(B%) (IH%)
3R—Y 2. FAOR, (EREF 3R—Y . A ORH, ERBF
XA M—F T 100 mg (—R4L : AT o ﬂe/r M— & R RE ze—mg—&mﬁvﬁ\%%%ﬁ—loo
YV AX=7 (BiEFHEBEZ). DUT TARHF] &vd,) mg (—fR4 : RaT7 e ) Av7 (BEFHEERZ).
iX. PD-1 (programmed cell death-1) &ZMD YU X A BATF TASL 2v3,) ix. PD-1 (programmed cell | -
¥ KT 5 PD-L1 RN PD-L2 & OfsA Z IR E death-1) &Z® U H ¥ FTH B PD-L1 LU PD-L2
T35, & MBIgGd ) 7 u—FAHETH D, & @f*—’/\%:ﬁ%liﬂiﬁ‘é b ME eG4 E ) 7 m—
: TAFETH DB,
4= [BEzhiE] 4= [Fzhi]

OEK*FZMAERER (KEYNOTE-024 RER).
LR D 2\, EGFR B FEEfEM:. ALK @t
EEBEFEaMKE O PD-L1 B (PD-L1 23 Lz




JEEMBESED58E (BT ITPS] &wd,) =
50%) DYIREEZREST - BROI/NBIRERE
305 B (BAA 40 Fl&&Te) ZXF51T, A5 200 ng
3BRIKIR (BAF Q3w & 5,) &EOFEDME
BROREMN, 75 FFEE T EEA LR
¥ (AT Tsocy & H,) Zxfe LTREEH
Teo 7RB. ERFHECRBETIRD DMIEE
2, RBEITERTERITRD DILRWEDERR
BT ERE LTV 5 BE T, REILEO BB ELN
TREBETIRD DN E TARE ORGSRt
5 LWAEREE Shviet, EEFHMETE B X EEEA
R (BLF TPFS] & 9,). BIWREHGIE B Ixe
AEAFHIR (BAF ToS) & H,) & Sk, FAILT
T FF 8RS T LFEE L LT, PFS, K TF
0S (FRIfENT) ZARICER L7
%124 b AETRESNESEAEIARORE ST
L., 20%, BEETIRD N EHEICER
EEECEAILEEANT,

| EEmES s AEAE (BLF IMPS) &W),) =

50%) *DOYIRTRERZRELT - BROIE/NERITER.
Z 305 #l (HAA 40 Bla&te) ZxIHRIT, &F
200 mg 3B (LT Q3w &w),) &ED
HIMROEEMES, 77 F 8 &0 EED
fbZ3pEE (BAF socy &v9o,) ZxRRE LT
HEhiz, 78, BGRIHME CTRERITERD bR
AT, ERETERTERSRD bhRVE
DEROICEELTWVWSBE TR, RKEUEOHE
B CEREITIRO LN ETHRAORER
MR 5 2 L NARE L S, EERHEE B A
MR (BAT TPFS) &\ 9,) . BIREHESE
Bix A B GUIF fos) End,) &h, K
NI 7T F 8K E ST {LEREE L B L T,
PFS., R ON0S (HR[EMENT) A BICER LT,

O B AL Ealle ol W2/ 13 1] 2 =1
A e ~N

e Do [t 3

*2: 24 WA ETRESNIBEEAAOREE
Uk L, Z0%, REBETIRD NSRS
REHERETESI L LINE,

6~—v

@EBILFLE I /MAERER (KEYNOTE-010 3A8R)
75 T 8E e S L EREEY 2815 PDL1

6~

QERFEE I /IERER (KEYNOTE-010 3RER)
75 FFBHK| A E L RERIERET 2895 PD-L1




BBtk (TPS=1%) DEIBRFREARMEST - IR DI/

FaftEE g 1,033 B (RAANILFIEETe) X5 |

2. AFI2 mg/ke Q3W #ER O 10 mg/ke Q3W #
SEOFERNEEEN, FEF XKk (BL
T IDOC) &W5H,) ZREEE L THREENE, X2
B, BEFM CRERETHIRD bNLEEAIC, &
| BETE R TERDRD bRV EORKRINICE
ELTWDRBE T, KREIIEOE BN CTERA
EITHERDOND ETHRFOREMEEE FREL S
N7, FEFEHE B X 0S HRONPFS & &, &KH|
iXDOC &L HEER LT, 0S #FRICER LT,

#1 : BOFR 5725 REBM: X% ALK Bl A 5 T8
DBETIE., 77 F TR EFERIEICLS

BRI, £ F X EGFR FLE/EH XX ALK BH. |-

EEREE T ONEBEHERRIC LA 0EREELE T

5 BEBBRAAN LN,

*1 : EGFR B FERBMEIT ALK BE&EETFH
HOBE T, 77 FF8AI 2 ST {LFRE
C K DIBRBIC A, ThEh EGFR BRE/E
FAXI% ALK FREER ZF ¥ 2 5B EEAl
WL AREREETHBREPEAANDLN
7o

*2 :24 WA ETREINEZESEIAFORES

Bt (TPS=1%) = OYRTEeEST - RO/
HpafEEERE 1,033 4] (BARAN I Flaxsie) &xf

Sz, XK 2 mg/kg QW BWEZKO 10 mg/kg Q3W

BEOHEER VAR, Fe& LKl
(LLF pocy &v5,) ZxtRE LCREtS Tz,
728, EHFME CRBETERD b ZHEEI,
RBET 2R TERPFED b L2 WEDEEKRIC

ZEL TV BE T, KEILLEOE Bl CF

BETHRD b5 £ TRAIDREKS: & T HE

ENn7-®, FEFMERIX0S ROPFS & &h, &K

1L DOC & He#k LT, 0S A BICEE Lz, |

*1 : EGFR #1572 RIBM XL ALK Bl & Bz F Bk

DBRE T, 77 FFRBZEFERIEICLS

BRI X, N 2h EGFR BRE/ER ik ALK R

ERBEETINMESEERIC L 215EEEH T

DREPMHEAANGNZ,

*1 : EGFR BETFEERBMEXIX ALK &&= 5
YD BE TIL, 7T F R E & T LSRR
WL BIBEEICI A, 24 EGFR FHEE
FX0E ALK FHEERZH T 2 EREEA
WL BIREBE AT HBREMEAANLR
776

%2+ PD=L1 THG 22C3pharmbre 14 1| DAk




HIE L., 20k, REBETHIRO bhiZEE
wREBRTES I LE SN,

PR TRES A

*3: 24 WA ETCREENIEERAFAOREZ
ik L, 20k, REETERD bhIEE
CREHBATEDI L L SN,

11—

GOERILFFEMiERER (KEYNOTE-042 FER)
{LFFRERE D 72\, EGFR B FERBRME, ALK At
AEEFEM RO PD-L1 BBk (TPS=1%) DHIERTR
BER AT - EROIEINIREMERE 1,274 61 (B
AN 93 BlEETe) EXREIT, AA 200 ng Q3W &
BEDEDER RSN, 7T ?T%ﬁﬂ%ﬁﬁﬂ:
ERIEE R E LTRSS, 2k, EREE
TREETIRD b BAK. REBETERT
FERDFED LR VEDBERIICRZE LTV A
#FC, KELE OB CREBETRRD b
N5ETHEORELMET 5 L ATERE SH
7=*, EEFMEERIX 0S & Ih, KENXT 757
BH ST L FRE L R LT, S 2FEICER
L7z,

*:24 WAETCREEINEZHBERAROREZF

kL, 0%, FEETHED bR BAITR
SEMTESIL L AN,

11—

GERI ML MIERAB (KEYNOTE-042 3R8R)

{LFEBIERE D2\, EGFR B FEREM:, ALK @
BRETFRER U PD-LL Bk (TPS=1%) *DHIER
BT - BROFE/NEIEMERE 1,274 61 (H
AN 93 BleEte) EXRHIT, A 200 mg QWK |
EoFSEROREND, 77 F T RAI a1
EREL RS LTRSS, 236, ERTHE

CRBETHAED bNBAIC., RRETETRT

FERBED SN R WVEDBRMICEEL TS A
T, RELIBROEGIFM CREBETHRD O
N3 ETHRFORE LTS LATEEE Sh
=2, EEFMEEBX 0S & Sh, AFIXTTFT
BRI B ST L FEE L R LT, 0S 28 EICIER
L, '
SEENERVISEL SV S SIS (P R o
WTIREBE e —
*2: 24 W AFCHREINEHBERAFOREE
ik L, 0%, REBETHIRD bNWIERE




REBRE TSI SN,

19 R—Y

[ - BE] :
FENOBEFAEYBRETNVEFIHL LY I = b

— g kv, AK 200 mg & Q3W. 400 mg & 6

RIS (LT TQeW] v 5,) Xid10meg/ke (& |

H) 2 BEMEE AT le2w) &vw5,) T&RE

L 2RO ARN D MIE T REIS R S iz, TORE

R, &K 400 mg & QW THEE L EEOXADOEE
REBICBT 2 EHMBEFRE LT [Cugel &V
90) 1. AHI 200 mg % QW THRE LIZEROD Cyp
LIRS L FEENE (FR), i, A% 400
mg % Q6W TIRE Lo AEF O EEREBIZBITS
BEMBEREE LT (Cupel &30 i, &
Al 200 mg % Q3W TG LIEEED Chup o S HEIL T
BEZRTEFHEINEL DD, BERABEILE
WTEEEPHER SIS QNS HEE - HETHAAR
Al 10 mg/kg (IBE) % QW TEE LD Cun s
SHBL CIEREA RS E FRlENE (TR, &6
2, EEEERE T MRICARH 400 ng Z Q6W
TR E US55 T AHBER (KEYNOTE-555 #AER)

L0 EONEEIEICE S EYBIRE T A —X |

I, I a2 —vaviz kTR LEDE e R

FA—H L (FR), MAT, EHROHEME

([R# - A&l &)




(BT 5 BBRRBRGRICES &, FAIDREERE L

A3 et b OBE RET 2 RERUNE

FADEE S, AH] 200 mg & Q3W i 400 ng

% Q6 TRE L BOBREER L AWML EEN

COBEEIZOVWTRE SR, LEDBE -

AEDOH CHEER CRZEMHICARRER TR

TRz,
(& )

20—

D HRITOWVT

@-1 TFTE® (1) ~ (5) OWVWTHNTEET

AHERTHD L,

(1) BEEFBRENRBET S 73%%%‘@&%
kRS (EEATIRS AL SRR,
HUS S A B B B L SR B f&i‘u‘jbw%
Wb &)

(2) FrEtRembT ,

(3) FEFEMERIEET BN ALEELERE
(BAZEEEEERPE. BASEESER
F1mEBE, AR EEENEERRE R L)

(4) ARALZEBIEELRE L. ARILEEEM
B 1 U RCBRIEINE 2 OEREEIC
BRARBHEIT> TV B HERR

19 R—

@ mRITDONWT

D-1 TFTiED (1) ~ (5) OWTIhNITEET

LR THBH L,

(1) BEEFBRESBETINAR ﬁuﬂ
ke (FERENSAZ %@%‘%mﬂfﬂ&n
tmiﬁybw%%ﬁm?%m Bk, HURBARIE

fﬁk)-@ﬁg;%&ﬂ%é—%@-ﬁ%
g;_
(2) 5 EHRRRbi- Tl 3R 4 A1 B+ 86
(3) EEFRAMENIBET 5B ADRELERT
(BAZEREERERE. PADEEST
SRR, RADREEEERE R )

(4) SRICFBIBELRB L. SRICEREN

B 1 XIS SFRIEINE 2 OREER BT

(5) HUEBMENEREAINLT EEME ORER AR




LREEHEIT > TSR

R B B 27> C o 5 MR 29 47 7
R 2531

(5) FIEMIERAIAL ST & BN ORIk IR
BEHEITo TV MR 294E 7 A1
R 1287 R — ’

21 R—

@-3 BHEROZWFRIICE LT

BIVER (REMMEERICML, KB% - PMB% -
EE O TR, RS - LIRS 4. BHee
BE (REERENBERS) . NOWEE (TEH
HEEREE, FRIMREREE . BIRMeEE), 18
VERIE. S YO IER, Fdk - BBUGRREE., B,
BEEOREEE (PEMRTERRE. S
BEHRE R, STBAIBE, HEAEES) . infusion
reaction, B - BEMRSS, EIEAFEE. WREE
B (FT0 - SU—EERS), Lk, BERMD
KEE (Bt MR R BR ., B MM,
FREHE, EENIES), MIRAREER,
%) TR LT, YRRRERR LT BRI SR B 00 P
VR AT HEM L EE L EWEROBEORIRIC
BLCHREROEBEZTIONIEHITHDZ
L), EBICHEE BN T X BRI TV D
z,

20 ~—

@-3 BUEAOBR-CRICE LT

BIfEA (REMEREECI L, KB - INB%K -
BEO TR, IFHEREE - TbERg s, B
E (REERENERS) . NOWES (TRE
MREREE . FURIMSAEREE. BISHREE), 18
FERF. S U0 Mk, Bid - HEBUGRRE, Bk,
BEEOREEE (BB, 2K,

FERFIES) . infusionreaction, BEAK - HHMRELK,

ERERIEAE., WIREE (X5 - NU—EER
%), D%, EERMKRESE (Gt Mg
MESRBERS . VR MR, FRIEEREE ., EERIEREL) |
MEREREMRERE, S T3 LT, MR
TR ERSEOEME L AT S EM L EE L
(BWER OBWoxtinIcB L CHERUOXELS |
FoNaEBThHH L), ELICHEERAENT
X BIREINES VDI L,




BB EEOREERMEY A N A~ OWETHEET GTENRER)

B 5
YT (THRRERBFD) Y-y (BB RRERHIER)
20— | B ERDERR XA PA—F RIERE 100 ng | 23— R L IR D ERS | A= SRR 20-me
| (—f& - a7 r ) RvT (BRETHEBEZ)) S A — 5 R 100 mg (—HR4E 1 AT H
(%) | ) A~7 (BETFHEBEZ))
XL e HERCHAE  BF. KA, A (H&)
7ul) X7 (BEEFHERL) & LT, 1E 200 mg Xt & R o MIERCRAE 8%, MAITH, ~A
% 3 BRI L 1 [E 400 mg % 6 EHMBET 30 TrY) v/ (@EFE#RZ) & LT, 1H 200 ng
ST CHREHET 5, 2L, R % 3 ERERRE T 30 2T TRIEFHFET 5, 2K
DFAL, REHEIT 12 VA ETLET D, L. MR ORET. REMFIL 12 VA X
B ' TLY D,
(&)
3~—Y 2. FRIOKK. (EREF 3—Y 2. KAIORE. ERBAF
XA PV—F AR 100 mg (—R4E AT R FA P—F REEE 20-meBORARERE-100
VRX=7 (BEFREZ). BT TFEL &vd.) mg (—fk4 : NAhT Y X<7 (EEFEBER).
iX. PD-1 (programmed cell death-1) &Z®DY # LAF TA# £ 3,) i3, PD-1 (programmed cell
» FTh5 PD-L1 RO PD-L2 & OfE 2 EHEHRE death-1) &Z®Y H¥ FTH5 PD-L1 RO PD-L2
T3, & MEIgGdE/ 7 u—FAHETH D, LOREEEERETS, b Mulgd®/ 70—
- FTAHETH B, |
14—y [Fis - AE] 14 _— [ - RE]
‘ (H%) (H%)

« EMRBAERELHNRL LIEFFROBRERIS

- BHEGEBRELTXNEL LEFAOBRERE




fEMT DRER, M SN - A& (2 mg/ke
QW 5., 10 mg/kg Q2W 5K T 10 mg/kg Q3W
B5) OFF T AUC, o & BRMER VAN L
ORI IR 2 BREILRR O b e o T,

AE O BEFEYERRET NV ERIH LY I
2l —va sk, A 200 mg % Q3W. 400
‘mg & 6 AR AT rQeW & H,) Xid
10 mg/kg (RE) % 2 BEREEMRE (LT Q2w

EWH,) THRE L7 BEOAREIO i R EH
e S iz, EOREE, AHAl 400 mg % Q6W T
BE LEBoARRIOEEIRBICBT 2 EHM0
BEHERE UT (Coupel EWV5,) . AH
200 mg % Q3W CTEE LD C,p . GRS
LFHlENnE (FR), £k AAl 400 mg %

Q6W_TRE LB OAF D EFIRIBIZE T 5|

EEMEFREE UUT Cuel EWV5,)
A 200 mg % QAW TEELTBED Cunss £
B CEHEEZRTETFRILEZbOD, BAR
ABEBEZBOVWTIEAEEREREINTVSH
- AEThAAR 10 mg/kg (RE) % Q2W
TG LIZBED Cpay o & BB L CTIRE R R L
FRIENE (FR), Sbic, EMREHESRE
XTI AA] 400 mg % Q6W TIRE L 72 ¥ESE

FRITORESE, BB SN2k - AL (2 mg/ke
Q3W ¥ 5., 10 mg/kg Q2W ¥ 5 K% 1* 10 mg/kg Q3W
B5) OFEET AUC,, o & BEMER T2 2M: L
O RN B 72 BRI ERD B v le hr o Tz,




1 4B3%B% (KEYNOTE-555 3/8R) LB bhizE

BIEICE S EPBIRE ST A—FiF, ¥ I =

L—3a 2k Y PRI LR YEIRE/ T A —

Z LU (TR, Iz T, BEROERIC
B B EERBHEECESE, AR OBEER
LEMEN TN OBESRET 2RE
R ETABEE S, A% 200 mg % Q3W X

1% 400 mg % Q6W TIRE LIBOBEE LAY

WXL OBFEIC OV TR SR

., LEEoORE - AEOB CTHMMER VRS

MEICEARE R ER TRV E FHRIES i,
(& M)

16 ~—3

D HERITHOWT ,
D-1 T (1) ~ (5) W Fnhs
HERTHDH I &,

(1) BEAEFBRENEBET 50 ABDREREMN

Tl CERERFIR D A BRI SR B,
Hut A3 A D EE LSRR, IS AR
Rk E)
(2) BeEHEREwRbs
(3)%@%%%?#&%?5#5&%@%?&
(R ABRBEEIEERER, SADREER
FERE. MBS ADEEESHEERR R L)

ST |

15~

| ©

({Z 2w

O-1 TE® (1) ~ (5) DT hHC

HiERTHBZ L, '

(1)FE%®%E#%E#5#A$$E#%5
r&%(%ﬁﬁ%wh%%@%Mﬁrh
ﬂﬁmhﬁﬁéﬁmﬁrh HIR A A2

&&%%#%#ﬁ@ﬁuﬁ%ﬁ—%ﬁﬁ

3%

(2) FEHER r&n—(—‘Pﬁ;z-si—’qf—%—l—ErB#ﬁ—%

(3) #MEFEOE/IBET 2 BADREER

T




- (4) SRfLFERIEZEZRE L, SRICEREM
B 1 X3S RAbREME 2 DR BRI

BRDEHZIT> TV SRR
(5) HEMEEAILS EENE O AR

HIEBET> TV BHER

(RADFEEIE R, R ADEEER
IR, 23 A DR )

(4) SRLERIEERRE L. AR(LIEE

B 1 IS SR REREINE 2 O E I
£% 5 JE %47 o TV 5 MEaR-CPR- 294571
B 2531 hEER) .

(5) MEMEEALFEBRME OB ELREIT/R
5 EHZTT > T B EsR-Clk 207 H 1
EB;I—P,E - 1287 %g—m)

1T R=Y

©-3 BIEROZECHISICELT

BIER (MEMEMEBRICMLZ. KB - DMEK -
HEOTH, IS - SLtERE &, BiseE
M CRMERMENEERS) . NOWESE (TRE
WREREE . FRIREEERE, BIBMEREE), 18
FERIA. S & DR, BR - BB RARIE . e,
HEOREEE (THEURZBEIRBRE. [ER
IRERERRE, ZTALBE, FHXEES). infusion

reaction., A&

WS (efeih i/ MRIRADEERBER ., A EE I,
TRIFEREE, MEFEALBNES) . MERERIEMREE. L
F) TR LT, SRR SUTERERERE O FM
HE2ATLHEMEEE L (BEROBH-ORISIC

- BERLS, BIERFIENE. MRRE
T (XTI N—ERES) . LK. ERRML

16 ~2—3

@-3 RBIEAOZEr-CRRICEAL T
BIVER (RIEMERZREBICI ., KIEBE - /NBS -
BEEO TR, PRS- SbiRg k. Bl
EE (RETMETBRE) . WowESE (TEHK
HEREREE, FRIRMEEEE. BIBHEES), 18
BERR., 5 &K, BK - BEPUHRRIE,. R,
EEOKRBEE (HREREIRERERE, SR,
FRAES) . infusionreaction, AR - BERRELK,
HEEGEE, HBREE (T2 - NU—EER
%), DEHX. ERELLKES (Gt Mg
PEERBTR . WAL ., FRIFERE. EERIRES) |
MERERMEMERE, %) 1T LT, SEHRX
LI ERESBAOEMYE AT EMEEEL
BIEH OB G L CTHRERVXELS




BALTERERVXEEZZTONIRHICHD Z

L), BELICHEERLER TE DEHIETVD

&
| _— o

JeNAEFHCHDZ L), BELITHTIRLER T

X AEEPESTNWEZ L,

HHAR DX VY VoSEOREFEREET A F 74 OUETERT GTIERR)

#r 3]

Y- (THRERED) . Y- (BB ERHI B

2 —Y SR RABERES  FA M—F ETEHE 100 ng | 23— Xige L R DEERL L b AL SRR 20 e
(—B4 : A7) XvT7 (BETFHHEBRZ)) XA F—F LTEERE 100 mg (— W@-AA7H
(%) Y X< (BETFHEZ))
HBERLHAERVCHAER  @8F, RAIKE, A (%) ' :
Ty X7 (EEFEBEZ) & LT, 1H 200ng ME LB AERVHE  BE. RARKIE. R
% 3R XIE 1 [E 400 mg % 6 AR T 30 Jul) X<7 (BEFHEHEZ) & LT, 1E 200ng
SN TREEIET 5. | % 3EMRERT 30 2T TREHET D,
9] (B%)

3R—Y 2. AFNORKK, EREHF 3R—Y 2. AF O, EREF
XA MV—F HEEE 100 mg (—&A : RAhT XA b—F EIEEE 20me B0 100 mg (—HR4 -
Y X2 (BEFEBRZ). UT TAHD &0 ),) ~NATrY RXes GRIEEFEBRZ). DT T8
X, PD-1 (programmed cell death-1) &% DY N 2\9.) i%. PD-1 (programmed cell death-1)
v FTH 5 PD-L1 RIS PD-L2 & DA & EEEE LZFDYHy FTChH5B PD-LI RURPD-L2 & OFEE
T35, & MbIgbd &/ 7 u—FAHETH D, PEEEET S, b M Ig64 T/ 7 u—FAbilk

| Th D, |
[.4=— 4R—Y 3. ERERERE

’3.ﬁ%ﬁ%




BREXIIERMOETMOR Y ) VR EDOASE

BRI 21T - e ERBRBRBROMEL =T,

A

E%#ﬁ%ﬂﬁ%ﬁ(mmw&wﬁﬁ@

BRIIEEEOHFHRM AT ) U ERE |

(210 ), BARAN10HIZ2ETe) OLLTD 32D
A— M &R, AA) 200 mg 3WRIBRE._OLTF
Q3w kv 5,) #EOHMEROREERRT

BREIIZEEO TR DS ) Vo EDAER
R 21T - 7= X BERBRBR OB LR T,
[B%hE] .

EFEH RS M5B (KEYNOTE-087 3RBR)

B XIIHE O E R R X ) Vo EBRE
(210, BARAN10BIZET) OLLTFDO3 202
F— FZ2RRIZ, KA 200 ng 3 BEBBRS O

| FAERORESSRE ST,

shie, ()
(%) \
P [ - AE]

AR OBEFRENBSBETAEZHBALEY I 2L
—a Atk V., A 200 mg % Q3W, 400 mg % 6
AR (CLT Q6w &V 5,) XX 10 mg/kg (&
) = 2AMMER ULT fQaw) 2vw5,) THRE
LBoAR O MEFRESRE INE, £k
R AHAI400 mg & Q6W CTRE LEZBEOAADOEE

| REBICB T B MEPRE LT [Cupel &V

90) . AH 200 mg & QW TRE LIZBED Cop o
DT B LTRSS K (FR)., £ &% 400
mg % Q6W T 5 LI BEOAREI D EERIBIZIT S
BEmMEPRE GUAT [Cupwl &V9,) i &

(e - BE]  Em)

il 200 mg % Q3W TEE L 2BED Cpp o & ELEEL T




EEEZRTEFHENLSOD, BAABEICE
WCEBEPHRBINTVLHE - HETHIA

A1 10 mg/kg (KEH) % QoW TIE ULIBRD Cpy oo
LB L UEEE RS L FRShE (FR), &5
i, BEROIERE EIRICAA 400 mg & Q6

| TS LUEENAE 1 FA3RER (KEYNOTE-555 #RER)

L Vb e ERIEICE S < EYBRR T A —F

T I 2b—va TR FHI LK EEe ]

TA—Z LEBPLE (FR), AT, EHOEE
BT DRI E S &, AR ORER L

TN L OBE R R 2 RBEE
FTIBPEBE I, AF 200 mg % Q3W Xik 400 mg |

% QoW THRE L -BEOREERE L Aot IIRet
L ORIz OV TR SN SR, FEOBY -
HAEO0M THMER RZEMEICHAREREZERITIRV
TRl T,

(& &) ;

TRy D HRRIZTOWT 62— D )5"@ IZ2UNT
@D-1 TFTiED (1) ~ (5) OWTIhhITEY T D-1 TFTED (1) ~ (5) OWTNITEET
LR THDH L, LR THB L, '

(1) BASBRE SRR T 525 A BREHILA
R CERERTIRS A DR RS
MBS A BRI SRS MRS A B

(1)Fé%@ﬁ§ﬁ%*?5ﬁh$ﬁﬁﬁmﬁ
R (ERETIRS AR RS

HIR DY A BB BL R, RS AR



ez &)

(2) ¥EMIEREL

(3) HERFRMBSIBET 30 ALEEER
(B ADREEESIEERE. BSADEEER
F1bE. DS AR HEEREE R L)

(4) ARbFRIEEZHRE L. SSRILFEEM
B 1 X3k iRiEmE 2 ok g
BROBHET> TSR ‘

(5) PuEMREREAI S & BMNE Ok IR
SEHEIT > TV SHER

WibE 72 &) A Faed 7 A B 436

o
(2) REHRERPE—CrE-3 - 4-H 1 H el 86
%—;ﬂ.)

(3) FERFEMERIEET S BABEEER
(DA DREEIRERPE. A DEEER
G, DA B EES R L)

(4) ARILFRIEEZRE L. S Ribsmsim
B 1 ISR SRR 2 Ok e
1R BIEHEIT > T\ 5 HiER-(FRR 29457 B
I PR 253 e

(5) HEMIEERIA S TN Ok L%
3 EHETT o TV A HER-CERR-294F 7 51
EH‘#"\E . ]281%_}“‘) >

g -

HEEERRE . FURIRIEEEREE,

®-3 BIEAOZRErCRNICE LT |

BIER (BEMRERERBICIMZ, RIBK - MEE -
HEOTH., FFH#EESE - B ER, B
EE (RAEREMEBERSE) . NOoWEE (THRE
BB MeEESE), 18
BERIR. S & IR, R - UG REE, B,
BEEOKERE (PEMREERRMEIE. KER
PEAREMGERE, S, JTREES) . infusion

TR—y

@3 EIEROBECRSICE LT

BIfER (BEMMRBICMA, KBK - /NBK -
EEDO TR, FrigaeiEE - m{bthipgE K, Bl
BE (RETHMENERSE) . NoWEE (TEE
HRErEE, FIRBRRIEE, BIBMERES), 18
FERF. 5 &I RK, Kk - BRBUHRIAERE, BEX.
EEOKRBRE (REHEIREREE. LWAKE. |
JEREHES) . infusion reaction, %S - BEEEA.
BEEGEE, MREE (X7 v - NU—EEH

reaction, M - BEIEZS, EIEFMENIE. HRE




= (XT v - N EERS) . DHK. EERD
&ﬁi(ﬁﬁﬁm¢ﬁﬁwﬁﬁﬁf\@mﬁﬁm
FRIEBRES . EERIERTL) . MIRARTEERE, B

&), LR, ERERLKES (REMED/ MR

PEERBER ., PSRRI, SRIFERES. HERRAIEREE) |

MEREREER, B%) T LT, SEERX

XA M—F HEEE 100 mg (—kA : AT

&) Tt UC. WSROI EEEE OB TEREREBOEMEEETIEMEEEL
WEETHEM S EEL EIEROZERRRIC BEIEROZELRIGICE L THRERUTIELS
BLTRERVXEZZITONOEHBICHD D Tons&BIcHL k)ﬁ%_@@&ﬂ%ﬁf
L), BEHICHEERAEN TX LEHINESTWND X AEENESTWD I E,
&,
R EEBORSHERMET A ¥4 o OWRETERT GFIAxER)
# ' [=]
Y- | (FHRERERD) By (BRI HRER I B
2=y W& RDERL XA M= F EREE 100 mg | 23—V L e BERS « g b A= R 20 e
(— W%-«A7n)xv7(ﬁh%ﬁ@x» XA "A—F EERRE 100 mg (—iR4% 1 AT u
(k&) Y X< (BEFHERZ))
MNBELLRIABEROCHRE : B, RAKIEZ, Ra | (%) :
7ul) X~v7 (EzFlz) & LT, 1E 200 ng KRB LRAPERCHEE  BF. RAKIZ XA
% SERIREIRIE 1 E 400 mg % 6 BRI T 30 Tul) X<w7 BirFE#Hz) & LT, 1E 200mng
SR CRERIET 5, % 3 BRI T 30 ST TRFEEET D,
(%) | (3]
3R—Y 2. REIOWEE, (ERABF 3A—Y 2. AFORKE. TERBRF

XA F— & ST 20w U100 mg (—HRA
RATRYRXvT (BREFHEBRZ), DT A5

Y Xw7 (EETHEBEL) BT AL &V 5,)




. PD—-l (programmed cell death-1) & Zm V-
vV RT3 PD-L1 RONPD-L2 & OfEE A EELE

35, & Mb1gGdE ) 7 u—FHETH B,

<‘:I/“50) Z. PD-1 (programmed cell death-1)
LFDV A FTHSD PD-L1 L PD-L2 & D&
TEEEET S, v Mk 164 £/ 7 u—FAhufE
Th b,

4R~y | 3. BRRE A=y | 3. BIRAS |
75%4!5%9?715?& THE U AR RE L | A IRE R I U RIGUIR AR R R & b
RO DR BT % 1T - T2 E 72 B BR SR BR D R i B AR ﬁﬁ%ﬁbtzkﬁﬁﬁﬁwmﬁ
EART, Y,
[Bzhit] [F%hik]
EERLFE MR8 (KEYNOTE-045 3RER) EpEt RS MAAER (KEYNOTE-045 3REBR)
75 FFRA R ETLERERE 5 T 5 Rt 7T F BRI E ST LERIERE N 2 E T 5 RETE
ITHESIERME ORI ERERE 542 B (HARA T ITEBEOREE EREAEE 542 4 (BEAA
52 Bl &te) ZXFHIT, AAl 200 ng 3 BRI 52 BlZEte) ZREIT, AA| 200 mg 3 EFEFEE
(LT TQ3W) &vW5,) BEOFEMERUVEEM REDEHER LR, {bFEE (X7 V¥
B3, fLEERE (N7 Y F xRN, FEXFEAX FEN, FEZFEAXIX vinflunine) *? 2%t
i¥ vinflunine) *?% 34 & L TR S, LTRSS,
(W) ()
6 X— [Z2i] 6 _— [ 224

'EERIL RSB MAEEAER (KEYNOTE-045 #5R)

A EEEITAKIRE 248/266 F (93.2%) K UYLEEE
1E%# 250/255 41 (98.0%) @D b, BIERILE
N 162/266 $1 (60. 9%) K U~ 230/255 41 (90. 2%)
IR b, ZIK%IJH'C RBLRN 5% EOBIVEA

| = 250/255 B (98.0%) 2D LN,

E R E S MAE3ER (KEYNOTE-045 #ABR)

A EE AR 248/266 1 (93.2%) K OMLEEE
BIWERIX®
NZ¥ 162/266 5l (60. 9%) K UMLFEREERE-230/255
Bl (90.2%) TR bz, BFIBETREARNSY




HTROLBY THoT,
(F® ¥

B, AFIBICB W CHEMEMER 10 51 (3. 8%) .

Ko - EEOTH 746 (2.6%) . #HiREE (¥
Voo NU—EREES) 1461 (0.4%) ., RS
14 B (5.3%) . FUIRIRMEEERES 23 &1 (8.6%). &
BHEREREE 141 (0.4%) . BEEEE (RMERE
PEREAEE) 141 (0.4%) KX infusion reaction 1
B (0.4%) BRHONT, o, EEOREESE
(RS RIRARAEERE, ZTALBE. EREES). T
EAEEBEES. 1 RERRF. BER. HiR - BHH
BIRRE. EREMENIE., LHR. MK - BERE,
RE S, Sl MR A EER ., B
Bk OCREFHRBIIRO behoTz, ARIEA
HERIBEEFR (BRREEEEL2E) %
BOEEREZ T, :

PLEDBERIXTRDOLEBY ThHoTz,

(®& ) .
P, ARBEC—RMERL TR BRI B0
Bl (3.8%) . KIBXK - EEOTHEHE7HI (2.6%) .
TEIREEE (X5 VS U —ERREE) 111 1 (0. 4%) .
FrisRerE =14 61 (5.3%). FRIRHESEEREE 23
B (8.6%) . EIEHEAEREERE 1M (0.4%), Bikhe
EE (REEHMEMEBERAE) Z146] (0.4%) KRG
Infusion reactionx 1 1 (0.4%) {EFH LT,
T, EEOKEEE (KEHERERERE. 2%
KB, FRMEES) ., TRAMEES. 1 3ERRA.
e, Bk - R BAERE, BEESHEE. OF
R, B - BEIRK, S &5 ER. SEML/ MR
OVESRBERT, P MR R UNRSFEREBS IR B
o te, REWERRBBRRIIBEEERES (BRR
EEREZSD) 2E0EHERERT,

TR—Y

[H# - BE]

| R OBEAEDHEBETFNVEFRIA LY I 2 1

— gk v, AHI 200 mg & Q3W, 400 mg & 6
AR CLF Q6w £ 9H,) Xk 10 mg/ke (K
B) » 2AMARE CLT Tk &v5,) TRE
LB oARF O MEFRESKRE SNz, €O
2. &AI 400 mg & Q6W TR E LI EBEOARA D EE

([FRis - AE]D B




WERIZE T 2 MBEBPRE LT (Cupel &V
5,) I, ZAH] 200 mg & Q3W TG LIEED Coup oo
CHEPT A ETFHESNE (FR), Fiz. A 400
mg % Q6W C&E LIZBEOERADOEEIREBIZBITS |
EEMBEPEE UUT Gl EV9,) i K
% 200 mg % Q3W CTHEE L PED Cpppos L HBEL T
BEEZTTEFH I ELOD, BERABRERCS
WTEAENIEREIN WS AL - BETHLAE
%1 10 mg/kg (fKHE) % QoW TIRE LIEBED Cup s
L CIEEE RS FHlEhE (FR), &6
io, EiEREERE L REICAK] 400 ng % Q6W
TG Lizigs 5 1 tHRNER (KEYNOTE-555 FAER)
LV BONLERECE S KYFRE T X —F
B VS ab—va iz k) FRL 2 EYBHRE N
FA—F LU (TR), Mz T, BHROEE
BT B BRRBRREICESE, AEIOBRERL
Btk it ettt & OBEE R R 2 BRBENGE
FABEE S, KA 200 mg & Q3W Xik 400 mg
% Q6W THRE L-BROREE L HHME L et
LOBEIZ OV TR SRR, FERORAE -
HAEOM CHEMER OEEMHICAELRZRIT R
LRI,

(£ )




O MR

OF i

8§ N— ZoWnWT TRy 2O T
-1 TFT&Eo (1) ~ (5) @b\fﬂ’wb%:é%‘éﬁ‘ D-1 TmD (1) ~ (5) OWVWThPITHEET
BRI THBZ L, MR THB L, B
(1) E i%@km@aﬁﬂ“mw%ﬁk#% (1) BAEFZBRENEET 5 BADEEENLS
FRbRaE (ERERFIRS A B R, Rt HERRBSASZ }?nﬁ_%mﬂf{“ﬁm
HUs 23 A2 EGEEE L SR BE,  HuigA AR , tmmw:)&@%marh WA A2
ke ie &) f:k)%#mm%ﬁ—%@%
(2) 45EHERERRE &"9—
(3) TWEFRMENBET 5B ABEELERLT (2) %E%Hbfﬁﬁﬁ%ﬁ—]r%@
(BADEREERERG. BARKEED B - ‘ '
SRR, B A SRR ) (3) ﬁﬁﬁ%%ﬂ%#?ﬂﬁ:"@"é?ﬁ)h 2 RO R B
(4) HR{LFEIEELRB L., SSILZEEM (BADFEEIEIRERP. BADREER
B 1 ARG EEIEINE 2 OEREEIC | TR, DADEEENEREERLE)
RBBHEIT> TV DR ' (4) ASELFREEEZRE L. AREREM
(5) HLEMEEAINS EIEME DRI R B 1 ISR REINE 2 ORI
AR EITo> TV B HERR 1% 5 @ & 4T - T B R -CEp-29-4F-7-H-
(5) FEMEEHQGEEMEOmRERITIE
%@ E1T o TV B R - 295 7-H-1- |
9= ®-3 EBEMWERAOBZE-CRSICE LT 8 — ®-3 EBIERAOZErCRTE LT

BIVER (BEMmRBRICL, KBX -

2N

. B

BIER (MEMmRBICIA, KB%K - NEK -
BEOTH., RS - BuERER, BHE

BEOTH, FeEE - BeEEgEx




BE (REEREHEALE) . NOWEE (TR
HSREREE, AR AR E
BER. S & SR, B - SRR, Bk,
BEEOKERE (PRt EERAE, RIgk
BEERE RS, STALEE, FRMEL). infusion

|reaction, MMt - BEMEZC., EREFFEEE, fiREE

F (X7 N—EERS). LB, EERRL

WIS (et il MR s . R |

TREFEREE, EIERIIRES) . MIREREER. M
%) T LT, SR UL E R o E Y
HEETAEMEEEL FIEROZECHIRIC
BLTHEERVOXIXBEEZZTONAEHITHEZ
&) BELICHETRNMENTE SBHINRE-STND
e, :

. BIRHREREE) . 13

EE (REEMEEREAS) ., NOWEE (THEE
BrElEE, RRIRESEREE, BIBHeREE), 18
BRI, S U0k, Fi% - B RIE. BEK. |
HEOKEEE (RERRIREGRELE. SN,
B RFIES) . infusion reaction. M4 - BEREL.
BIERFEIE, BIREE (X5 - N —ERE
E), LHRk, EERLKESE (& MR
PEERBER, MR M, FRIFERE. EEERIERES) |
MEREBEBRERE, %) T LT, YR XY
TEBERSEOEMMELF T S EM S L
(BIER OZEr- xS L THRERVUZEEL R
ToNOEMITHHZ L), ELICHEEIRAENT

| 2 DHEHIBESTND I L, -

10—

5. BEXGLIRDEBEE

(Al B9 % BE]

@ ) o

Q@ TFRITEY T 3 BEFI T 2 RA 0% 5K O

AFEIZOWTIE, AFOFEDENFELINTE

ST, FBEIORERFRLRLR,

C SIS T L REIEIC L B IRRED
TRV, : '

9 _R—

5. REXAZLRDEE

- [F2EIc T 2 FE]

@ ) |
@ TFRICHEY T 5 BEITHT 5 ERH OB 5K O
RAFEZDWTiE, AAOEEPHELSNTE
B AFOBRERGL R,
7T FFBIE B G LRI X B IBRED
RV,
T ORI BMEFRIE,

FHF ORBIERE,

o~




~

th O FLBEREER & OHFH,

L DFUBHEREREAI & OPFA.

S~ 7 OV T T4 NREREE (MS I-h igh) 2ETAEBED
EEE AR A KT 4 v ORITET (@FAER) ‘

oo : B
YRy (FHREREFD) Y- (BNEEIR)
0~—Y | MBmLRAERR ¥4 M —FEFEBE 100 ng | 23—V | MR ERIERS | LA RIFE20-ne
' (—g4 - a7 e ) X<7 (GEiEFHEz)) XA ML—F EHEEE 100 ng (—R4L AT
(B%) | Y X< (BiEFHEBRZ))
MELRHRERCAR  BE. RAE, <A () |
Tuy <7 (EaFHEEz) L LT, 1E200mng MELRHHBERVCHE  BE. BRAKE, A
% 3 ARG XL 1E 400 mg % 6 ARHMERET 30 Tuy X~ (@ETFHE#EZ) L LT, 1E 200ng
Sy CEFEEFET 5, % 3EMMERT30 4 F'ﬁzm"cm FFET 5,
L (%) (B&)
3R—Y | 2. AREOKE. ERABF 3= 2. AH|OREE, ERERF
XA b V—F EREETE 100 ng (— %Z-AA7B FA M —F EHEHE 20-me e ONRLREFE-100
LV RA=T GEEETFHER), DT TAAD &vd,) mg (—i4% : a7 ul) X7 (BETFHEEZ).
. PD-1' (programmed cell death-1) & %DV X PIF TA#] v 9.) iX. PD-1 (programmed cell
v FTH%PD-L1 RO PD-L2 & DA T EREE death-1) ¢ F®D Y H v FTsh 5 PD-L1 KLU PD-L2
F5. & MEIg6aE /) 2 u—F Ak THB, L DORESETEFEBRETS, & MbisGs®/ 71—
’ ' FAFETH B,
9 - [Hi - HE] ([HE - AE] B

AA O BEMAEYBRT TN ERAE LY Ia L




— g C kY AK 200 mg & Q3W, 400 mg ¥ 6

R (LT TQeW) Lv5,) XX 10 mg/kg (&
B) 2 ARMEE LT feaw) w5 ) TRE
LzBoARA O mMBRRESRGF SN, £0OK
B, FA400 mg % Q6W THEE L EEOARAOEE

JREBIZBIT D EHMBERRE CLTF [Cugel &0
| Do) ¥, AHKI 200 mg % Q3W THRE LIZBED Copp o

CEPT A ETFRIENE (FR), Tz, AHI 400
ng & Q6W TR E L2 BBOAK D EEREIZRBIT S
BEMETEE CLT (Cuel &WVW5.) i &
7 200 mg % Q3W CHEE- LZFED Cpop o S HEEL T
BEEZTTEFRESAEZELDD, BAABEICE
WTEBSEPHEESN TSR - BETHEAE
%l 10 mg/kg ((KE) % Q2W TERE LEED Cuss
LB CERESRT EFRISNE (FR)., &6
2, EHREERE LSRR 400 ng & Q6W
TRE LA T 438k (KEYNOTE-555 3AER)

L EBLhEEIEICES S EHEEE T A —X
i, v Ial—v g sk PR L - EYyBhEe ]
FGA—F LELLE (FR), Mx T BHEOEE
B 2 BERRBRECE SR AA0BRER L
B iR ettt & ORFE S RET 2BESUSTE

FANEE I, K| 200 mg & Q3W XiX 400 mg




[

% Qof CEBE L BEORBEE L A Ui A

L DREEIZ OV THE S h R, RO -

HAEORTHEMER LM

WCHRERZERE TRV

TR ST,
(& )

10 -

@D HFRIZDOWT

-1 TFED (1) ~ (5) OWFhhikcsy+

HHERTHD I &, '

(1)FE%@%E#?E?5#A$$@%ME
F&%(ﬁﬁﬁ%mh%ﬁ@#mﬁr&\
ﬂﬁ#b*ﬁ@#mﬁrh Holgh 2 AR
JREER )

(2) FEHERERRL

(3) #ERRMEHIEET 22 ABRELERDE
(BAZEREERERR. BADEEED
F1bE. DS ABEEEHEERPE R E)

(4) AFAFREREZRE L. A LHBREM
B 1 S SRIbEEENE 2 ORI
BRAHBHEIT-> TSR

(5) FLBMEMEEANL S EEINE ORREIEICHR

ABHEZIT> WD HERR

9 ~—v

O MERIZOWT

O-1 TFED (1) ~ (5) OWTFh icEET

AHERTHDHE,

(1) EAEFBRKENBET 28 AZREBILR
WbesE (HEFRSAR ﬁ@%mﬁfh\
ﬁﬁ#h SEGEEEIL AR, HURBS AR

Barn &) S FuedE v A1 BRpR 43656
.%% 7

(2) % EHRERbE 314 A1 B R —-86
g -

(3) FEMBEAMENBET 2 BAREESRE

’ (BABIEERERMR. BADRESLR
FE. BABRESHEERER )

(4) A RILFBEELZRE L, SR-{bEREM
B 1 IR EEIENE 2 O EEIC
%5 EHEITo TV DR (20427 5
%%ﬁﬁ—%%%%%

(5) rﬂé%mﬁmmu%m@ %f% R




AR EIT > TV A meR-Crge294F 7 H 1

11 =

| ®-3 BEIERORECHRIGICELT

BIfER (MEMRREICMA, KIBX - MEX -

BEEOTH., FHEEESE - BetERE R, Bilee |

EE (REEREMBERSE) . NOWESE (TEMEF
PBEEERSE, HURIRMREREE, BIBHERES). 18
BRI, S&ORKR, Bk - BUHRRIE. FEk,
HEOKEEE (PEUREEIFCEAERE, FREH
JEIRGEERE, ZTEHLBE, JARWEESE). infusion
reaction, MR - BEIRSC, EIEMENE, MEE
E (¥FIv - NU—EREHRS) . OHX. EE2R
KEE (Bt i/ MRIRAMHEENR ., P tEE .,
IRIFERE, WIERERIES) . MIRBREBREEE. FX
%) 1oxh LT, MBS O a B EREERE O EM
HEETHEEEEEL FIERORZE-CXHSIT
BLTHEERVUIEZZTONDIEZEFCHD Z
&) ELICERLEN TE DIEHIHBE S TWD
NP

10 ~2—3

@-3 EHWEAOZERRISICE LT

BIVER (BEMMERICML., KBk - Bk -
WEEO TR, FFEEEREE - B LEIEE 4. BHkes
EE (RESHEEELS). NHWEE (FTRE
HeREREE . FLRBSREREE. BIRMRES), 18
BRA., 589k, ik - BRI, Bk,
BEOREEE (MEHEIRERE. STAIHK,
FERBIES) . infusion reaction, AMA - BEAEA.
EREGEIE, MREE (X5« S —ERRE
&) Dk, BEELIIFEE (SR Mg
PESEBEE ., PSR, FRIFERE . EERIERES) |
MEREATEGRE, M%) T LT, YBHERY
LT ERSE OB E T 5 EM & B L
(BIVER DBWFLXRICEE L CHRER OXEL S
Fona&BIchAZ L), EHICEERAENT
X BEHBESTNEI &,

AR D Bl e AHEE S 4 N T A L OWETERT G IR RR)

#

=

B

(TREETR)

BLR—D

(B TS ARERHIER)




20—Y I HBRERDERS XA MA—F REHE 100 ng | 2V RE & T D ERES | AR ERE-20-me< |
(—f3&.: AT r) Xv7 (BETEHRZ)) XA hL— & EHRGETE 100 ng (— WZ'AA7H
(B&) Y X=7 (BETFHHEEZ))
HBERAPERVCHEE . TXVF=7 L OHH (%)
RBWT, B8, BAIKR, "a7unl X<7 (& RNELRHIPERVCHE :: 73V F=7 L OHH
fEFME#az) LT, 1E200me % 3BREFERX BT, BE. RARRIE, e el X<v7 (&
i3 1 15 400 mg % 6. BRI T 30 42T T A 7 z) & LC, 1E200mg % 3HEFMFRT
BT 5, 30 432 T CTREEET 5,
(%) (B&)
32— 2. AEIDR. 1@%%}%‘ 32— 2. KB, EFRKF
XA M—F HEEE 100 ng (—R4 1 AT XA M—F BEERE %ﬁg—&@@ﬁ%&-loo
VA= (EEFEHEZ). BT IHH L)) mg (—i4 1 RATRY AT (BETFHEHZ).
iX. PD-1 (programmed cell death-1) &ZD Y H | 1 BUF A 2 9.) %, PD-1 (programmed cell
v KFTCéhd PD-L1 RUNPD-L2 & DiEAS FEREE death-1) &%&D Y Hv KThH S PD-L1 KT PD-L2
T35, & MbiIged®E/ 7 u—F AP TH S, L ORAEEERETS. £ MbIgdE®/ 70—
FAFETH B,
BB, BH/ 7T X F T HICB O CHERRE | 7T —Y B, KR/ T X F TRV CREERERS

TR—Y

1261 (2.8%). KEBXK - /IMBK - EEOTHI 40 41
(9.3%) . *EP%’*BEE (XF v - NU—JERES) 2
% (0.5%). FPieEREE (ALT R OVAST R &0
Hﬂl‘%&ﬁ'&@ﬁﬁi%%aﬁ) 150 41 (35.0%). EhIR
BtaeREE 165 4 (38.5%). T IMAHEERESE 5 F
(1.2%) . RIEHREREE 10 41 (2.3%) . F“ﬂ?ﬁﬁf

12 i (2.8%) . j(ﬁ?ﬁ}( N - EE D TH 39-41
(91%) . HRIEE (XT 2 - NLJEEHSE) 2
#1 (0. 5%) | ‘Hjﬁ%%ahifai (ALT B O AST $#8fn72 & o
FrEsemEERE 2 &) 150 #1 (36.0%) . F¥R
JatsRRREE 165 41 (38.5%). T EMAHEREEE 54
(1. 2%) . BIEHEAEREE 10 41 (2.3%). 1ﬁ”ﬁ§iz=f<f“




14 (0.2%) . BHEES (RMEREEBRSE)
O (2.1%). #h%k - BEBUHHRARIE 4 51 (0. 9%) .

EREGESIE 46 (0.9%) . LFHK 246 (0.5%) .

585 S 1 H (0. 2%) KON infusion reaction 2
1 (0.5%) MFH LN,

(14 (0.2%), BHEEEE (REEREEERE)
9B (2.1%) . Bk - PARCERRARAE 4 51 (0. 9%) .
EREHESEAB (0.9%) . OFFE 2461 (0.5%) .,
S EHEL 16 (0. 2%) & infusion reaction 2
il (0.5%) »FD LI,

(%) ()
g~—v | Bk - AE] KGR D

FE OB EFEBREEF A ERALEY ol

—vaicly, AFl 200 mg & Q3W, 400 mg % 6

AR AT TeeW) &\ 5,) Xk 10 mg/kg (&
BE) 2 2EMEME LT W ¢vwW5,) TRE
LB oAKIOMEHmESRE S, £0kk
B KK 400 mg & QoW TRE LIEBEOAFIOESR
REBIZBT D EHMBPRE CLT [Cugel &V
90) th. A 200mg % QW TRE LEEED Cop o
LEPT S EFRENE (FH), Tz, AAI 400
mg % Q6W TR E L -BEOAR O EFREBIZBIT S
BEMETEE UT [Cusl £V5,) B, K
1 200 mg % Q3W CTHEE L 7ZBED Cpppos L HLBEL T
BEZTFTLEFRHESAEZLDOD, BARABREILE
WTRBSHEPHERIN A - AETHIAE
#1 10 mg/kg (FE) % QW TRE LD Cupe
LHBLUEEERT L TFRISNE (TR, 6




2, BREAEERE L MRITAH 400 ng & Q6W

TG LESNE 1438 (KEYNOTE-555 BRER)

L V&b EANEICEES { EY RN T A —F

i, I ab—va LY FHEIL I EYEIRE N

FA—F LB LE (FR), M2 T, BHOBE

BT 2 BEARBRBCESS . ARORBREY

AT EM L OBE R BET S BRBRGE

FHAREE I, &K 200 mg & Q3W XiX 400 mg

% QoW THE L BOBREE L B UTRen
LOBEBECOVWTRMShEE, RO -
AEOB CEYDMR Ot Ic R R ERIT 2
e =X P

(F B

9

) b’@%&“b:ﬁb\f
D-1 TiE®D (1) ~ (5) OWTIITEHET
DR THDH I &,

(1) EEBBREMEET 2BAZ LROEENLE |

R R IR0 A AL RS
HI S A BB ILAURDE, R AR
Fibi7e L)

(2) ReEiERERRE

(3) BHRTREMIRSIEET 525 A BRI

| (03 AR ERL.  5 A BRI

g~

@ Rz DWT

@-1 TFTEo (1) ~ (5) ’@p\ﬂ*‘hmzﬁi‘é’nﬂ"

LR THDH I L,

(1) EEFBREBEBETHNRALEL %@%m'ﬁ
TR (ERERFIR A REEILA
HidsE 23 A BS REHE ML SR R ﬂﬂiﬁybnzu%%
] B%ka)—@ﬂ%ﬁw—l—m%%
)

(2) #EHsEERbE R34 A1 B +-86
%—;ru)




FFEBE. A EREENEERR A &)

(4) ARICFREZEZRE L. SRIFREM
B 1 USRI ERIEINE 2 OMERELEIC
RBEHEIT> TV BHER

(5) FEMEREALTEEMEOMHREEITHR
AEBEIT> TSR

(3) FHERFRMERIEET 208 ABEELERE
(B3 A RBEH R ERBE, A RIEER
HIEBE. ARSI EETEERERE R L)

(4) ARILFREZLZHRE L. SRICFEEREEM
H 1 U SR FERIEIE 2 OfEREEIC
25 BHEIT - TV 5 s -CrE20-F7 5
I EHER - 2531 FEE)—

(5) FEMEEANFEEMEOHRERITR.
% JEH & 4T o T D gk -ChE-29-4E7 A1
R - 1287 HEER)

10 ~—3

EE (REEHEEBEAE), NOWES

®-3 BEIEROBRORISICELT

BIVER (RIBMERERICIE., KB - /B -
EEO TR, PR - EbIEBg K. B
(F®ff
WREREE . FRISERE, BIBMAEES) . 18
PR, S YO MR, 5 - BOUGRREE. Bk,
BEOREREE (PSR RERRME. RS
BEERFEMERE. SALEE. ERMESL), infusion
reaction, B4 - BEEEA. EEMHEE, MEE
E(XTV - NU—ERERS), LK, EERL
RREE (S MRS B, MR .,
FRIERE ., EERIRES) . DIREAEGER. &
85) |2kt LC. WEEMEER i B I A B oD BEPA

9—y

@3 AIEROBECHGICE LT
BIEA (MEMMEEICME, K% - B -

| BEOTH. FPERESE - Lg%, BHeE

EE (RAEMENEBERSE). NOWES (TEEF
HieEmEE, FRIBMEREE . BITHEES). 18
PERF, 5 & IR, K - BERAEE. BEX.
BEEOREEE (FERBEIRERERE. SR,
ERYEIES) . infusion reaction, FM#A - BEARY,
BEFENE, BREE (XF7 2 - NLU—EER
%) Dk, EERLKES (Gt Migd
PEERBENR . SIEA N, RIFERES . EERIERES) |
MEREREGERE, %) IR LT, SEmRX

IR EREEOEMMTE LT T OEM S EE L.




MEEETHEMEEEL EUWEROBE-OXIRIC

BMLTHRERVOXEL?ZTONIEHITHSZ
&) BEHICETRAE TE HEFHINESTVD
Al

(BIEROZEr-e I L THRERUVXEL S
FONBREITH D Z L) ELICEERLERT
X BAEEINESTNE T L,

EE“E‘ZBJEODﬁﬁﬁFH?ﬁLﬁ/f} 54 L OBETERT GFEXER)

XA M —F HEHE 100 ng (—i%4 : AT
Y X~7 (BETHEEZ). ST IA#] £0n5,)
IX. PD-1 (programmed cell death-1) &Z®D YW
v K5 PD-L1 LN PD-L2 & OfEA # EREEE
T5, b MEIg6dE /) 7 a—FVHETH B,

#r =]
EY -y (Tﬁ%Lﬂ) Y-y (BRIHARERHIER)
2=y ML IRDERER A P—F REBEE 100 ng | 23—V X5 L 7p HESR g b S EEEE 00 me
| B4 e Td oy <7 (EEFEERZ)) XA bA—F SHEEHE 100 mg (— %@-AA7H
(B%) Y X<7 (BETEBEZ)
MBELRHIBERCHE: @8, BAIKIX, R4 (%)
Jul) Xv7 BT Hz) & LT, 1E200ng ﬂ%k&émﬁﬁom% B|E., RAKE, ~A
% 3 EREIMRE U 1 E 400 mg % 6 BRI T 30 Tu) X<7 (BEE#z) & LT, 1H200mg |
SSRINT CRIERET 5, | % 3 BRI T 30 M CREEET 5,
(B&) (W%)
32— 2. AEOFK, EREF 3= 2. xm@%@ YEFAREFF

#4bn~$hmﬁ%&2&m5&@@ﬁﬁ%%smo
mng (—i4 . Ra7u ) Xw7 (BrTFHE#RZ).
PITF TAA &v9H,) ik, PD-1 (programmed cell
death-1) &ZD VXN RTHS PD-L1 K& OYPD-L2
L OEE T EERETS. E MbIgeaE/ T u—

TNV TH D,




A~ (B 2hE] | | 41— [(Fok]
EERLEFEMAERER (KEYNOTE-048 3RER) Elp R IHHRER (KEYNOTE-048 BRER)
(%) | (R&) |
Eio, AFIBEMBIEICERE L LB LT, 1T Fo, FEEMBEIICFRIEL LB LT, ITT
EEICBWT, 0S XFELHEETR L. combined REICRWT, 05 [IFREMHEE AL, combined
positive score™ (BLF CPS] &\ 5,) 23 1LBLE positive score™ (LAF I[CPS] &\ 5,) 1Lk
DBEEFTE T, 0S DEBEREERRD I DBEELEFITBNT, 05 DFERERDIBO b
7o R
x4 : PD-L1 %363 L7l (B, <7 v x4 EEBHARNTIS S PD-L1 & 35 L7 IR
77— VRO 85K ERIEE M TR BOGIsE (v~ n 77—V RIY U3
L. 100 %5 U/ 3, H) SRy REBEIEETRL, 100 ZRU
7o BdE, | |
11—y | [fE - BE) ([R# - AE] &

AR OBEREDHEET NV EZFBLEZYI 2 b
—yaz kv, &K 200 mg & Q3W, 400 mg & 6
ERIERE (CLF TQeW] &v5,) Xik 10 mg/kg (&
) 2 EMMEE CLT Q2w &wWo,) TEE
L7z BEoARZ O mMBFHRESRE SN, £OR

B, A 400 mg % Q6W THRE LEBOERBDOEE |

WRERIZR T 2 MBEFEE LT [Cupel &V
9o) b, AFI200mg & QW TEE LIZEED Coy o
LEUNTSETFHEESNE (FH)., Fi. AAI 400
mg % Q6W TRE LEEBEOFRAI O EFEREBIZBIT S




EEMETERE T [Cuwl 2V9,) i &

#1200 mg % Q3W THE UTZBED Cpop s & HBEL T
BEERTETFRENEL DD, AAABHEICE
WTEAESERSN WA - BETHEAE
% 10 mg/kg (FHE) % QW THRELEZE®D Cupes
LHE L CIREER T L FRIESNE (FR), &6

2, BEHEAESEZXRICAA 400 mg & Q6W |

TiRE Lz 5 1 4H3ABk (KEYNOTE-5556 3ABR)

Fv BN EREICE S EYERR T A—F
M. I 2 l—3a VIRE D TR L Ehae
FA—FZ LU (TR, M2 T, EHOEE
KR 2 BEERBREICESE, AFOBERL
B IZLeM & OBELRNT BRBIUGT

FAPEE XN, A%l 200 mg & Q3W Xik 400 mg

% QoW TIRE LEZBEOREE L FOME T EeHE

EOREIC OV TR Shc R, FROME -

AEOB TEMER LI HERZRIIRY

EFRENT,
(& B

12—y

D #ERITOWNT
D-1 TE®D (1) ~ (5) OWTFNIZEHT
HHBTHD L, 4

11 _R—

@ MERIZHOVT
O-1 FEO (1) ~ (5) DWFhpicBs T
DR CTHDT L,

(1) EAHBRENIBET 50 ADRERILE

(1) BAEZBXRESEET 2 PABDRESHILR




TABEE - (FRERTIR DS A B P AR B
HIGEDS A RSB AL AR, k8 A B
WkE7e ) ' '

(2) HEEeEmbx

(3) #ERFRMENIBET S0 ADEEERL

(BABEEEIEERBE,. BASREER
FIBE. DA ROEESHEERRE R L)

(4) AL BIBEELZRE L. A {b53giEm
B 1 SRR 2 O Y
RABHEIT> TV DR

(5) MEREEALSERMEDORHRELEICLR
3 fEHEIT> TV A HEER '

TR (EERTIRAS A DS LR,
HIIRAS A BB B AR e, MBtskAs A 22
Pkl ) (SFnmiE 7 51 BiE - 43606
%'tu_)__ , .

(2) B EMERRE (T3 4E 41 B+ 86
%-‘éﬂa) ’

(3) FEFRMENIRET 504 DHEHEF
 (BADRREEIETRE. BADREER

 IRBR. BABEEESHEERE R L)

(4) ASRICHBMIBEESRE L. ASRIbFmEm
H 1 IS SIS RIEME 2 Ok LI
BBEHEIT - OB HisR-CEa294F 7 A

(5) FEMEERINS S TN ORI
BIEHETT o T B e 29-F 7 H1-
EB#'F-,_‘ . 3282%2’1‘)

13 R—

©®-3 EBIEROZELXIRIZE LT

BV (BEMERERICINE . KIBJ - /IMBZs -
EEE D THI, FFHReREE - mbring %k, Bikes
BE (RMEHEEELAS) ., NOWEE (TEE
HeREREE | FURISAEREE . BIEMAEREE), 18
BEIRR. S &Sk, 5% - MREEARE. B,

12—

®-3 EBEMEROBE-CRRICELT

BIER (MEMEMERICNZ, KIBK - NEE -
BEEOTH, FEEESE - BLMERE R, Bife
EE (RMEMEEERE). NowEE (TEE
BRBRES . FORIREEIE S, BIBMEES), 12
BERR. & SRK. BR - BIBEHRARAE., BER.

EEORBEE (MEERPIEEHEIE, FE

BEORBES (BREHRRERE., S,




PERREMRRE. WAL, TXRAEHES). infusion
reaction, MM#% - BEMES, EEMHBE. FEE
E (¥7v - AV—EEHS), LR, ERRML
W (R i/ MRS PSRBT MR,
R, EERIES) ., MIRERIEERE. B
%) WX LT, YBMERSULEBREREES OF
PR AT HER L EE L EIER ORI
BLTHRERVCZEZZITONAEBITHDZ
&), BEHITEYRNEN TE DEHRINESTND
Z ¢, ’ .

FEREES) . infusionreaction, BMZE - BERESL,
BEFENE, HREE (X7 - AV—EEH
). LEK, ERMEREE (Gt m/ MR
PESREES , WS PER M., FREFERE, MERAIERIESS) |
MmERERAEGERE, S IR L T, HEERX
IR BERMEBOEMEEE T HEME EEL

C(BHER OZERHISICE L THRERUOXEB LR

ToNAEBICH BT L), EHACHETRAEN T
& DBHIBESTVB L, |

14 ~_X—

5. ERGRL L LBE

[BF%hikic B+ 2 EHE]

(@ #) ‘ ‘

QOAFNIZE B FEFE MFAERER (KEYNOTE-048 3RER)
BT, EFEHICBVWTEY X ~7, 5-FU
EO7 7 F R OFFRERE & i LT, Al
5-FU B ONF T FF 8K 0 6 i & 5 UURHI Bh
S oEENRENTWS, 727 L, PD-L1 FE

B (CPS) ICX VAN RRDIERIRREIND

HMRVM/ONTNDEZ L (p7~8FH) 15, CPS
bRER LTz L CAFIREOFEORWE TS L
NEE LW, CPS BDLRMWTHDZ LPERSN

13—

5. BeExfgLirbBE
[Bzhit B+ 5 FE]
@ B

QOAFIZEILFEMAARABR (KEYNOTE-048 FER)
BWT., 2fERicnTeY® I ~7, 5-FU
BT F A ofRARS LR LT, FH.
5-FU R "7 T FF BHI 0 GF B 5K OAF B
BEOHPHBTENRTNS, 775 L., BRI

2> IR TH

ks
¥
= HE3

358

B % N =B LT ,I;’il‘ (*7/7&’77_\:'“&6}?”; 20
B)-oES (CPS) I2X v ERMENE R 2Em AR
RINABEERELNLTNEZ L (p7~8&K)
M. CPS*HAESE L7 b CAAIRE 0w O]l

FBECRO UL, FHIUADIHREREOERE




ERAR
(W)

ETAHIENREELY, CPS B1RBETHHZ L
PNHER I NBHEITB W TL., AEILS O IEEE
RELEET 5, |

(H%)




Bl

BB AT A K54
RATnY Xvr/ (BIETFHEBRZ)
(B4 : 4 P—F KIE#E 100 mg)

| ST24#8 A
BAEFBA

J



B

oL R W =

XL ®ic .

AR DOFHR, 1ERBF
ERER BAR ‘
MEERIZ DN T
BEXGRLIDBE

BB L CRET 2

P2

P4

P9

P11
P12



1. IXL®IiC

B DA - REMORBROTDITH. HATEECESWEEERBERIRD
BB, &bic, IWEOREREMOESIC LY, FERRR L OEFINZRFTHIERR
FEERLNEARBINIPT, TNODEERZEICHERBECERRET I L BRED
HEE L 7o TR REMBOEY L WEOEASE 2016 (ERR 28 42 6 A 2 B BBRE)
LRV TYH, EFNERREOHEROREMEEZREZLL STV,

SHEEAMFERERIT. BREASREH T u 7 7 A VEREOEEMEHLNITE
&Bz&ﬁ%éo:@tb>ﬁ%ﬁ&@ﬁéﬁm%?é%ﬂﬁ+ﬁ%ﬁ?5i?@%\

ZERBOBREEZRIRITSZ LR ENABEIHLTERTAE L BT, BIE
mﬁ%ﬁbt%ubgﬁﬁm%ké k#?ﬁ& E@E#%ﬁt?@ﬁ%%fﬁ%-
THZLREETHS,

Lt o T, AHA FT4 Tk, BARBEBSINE TIRELN TV EFRZER -
B RMicESEx UTOERRORERFER2HETIBRPDLERERF, BX
FROGEFEL T, |

B, AHA RTA 03, BIATEIE A ERE G ERESRRAHEE, “ﬁﬁ@&kﬁ$
BREREES —h&E&AB$ﬁﬁﬁﬂ@%&oﬁm%aﬂ%@&kaxﬁﬁ
BHOb L IER L,

LR BERR ¥4 M —FERHE 100mg (—R4A - a7 r) X<7 (B

FHEHLZ))
ﬂ%ﬂm%%@%ﬁﬁhk%ﬁ&%ﬁ%ﬁthMA%ﬁﬁmﬁﬂﬁmﬁﬁﬁﬁ~ﬁ
- RBRORERYELERE

WHELRBAAERCAE : BE. BRAII. AA7H)ZV7(ﬁﬁ%ﬂ@z)kLT 1]
' ' Emm@%3ﬁﬁﬁkxi1@mm@&6ﬁﬁﬁrfm ¥
D CRERET 5,
8 ¥ IR 75 % F . MSDRA &t




2. AHIOW%E. (ERBF

FA M—F REFE 100mg (—&4A : RA7n ) X<v7 (EEFHEEL), BT le:
Fi £vv5,) X, PD-1 (programmed cell death-1) & Z DY H KT 3 PD-L1 R PD-
L2 L OFAFEEMETS, & MEIgG4E ) 7 1 TTMAETH B,

PD-1 #RB& I T HIRRS BB RIS 1> & i 3 7o DTS MRS FI B 4 2 /2 a5 il
AA v F T, PD-1id, BELKBICBOTEERY THROMBREBICREL., BBA
BRS %8 D RBELBRI RGBS LT 5, T72bb, PD-1 XY H L F Lk
ATAHAIELLVRRREICEL DV TV EERZAHBET2ZA/ETH S, PD-LL

EFABRICBT 2RBRTDTHTH B2, S ORI T THEROBE 222
IFEBEFNCRBAL TV D, BAMIRIZEIT S PD-L1 &I, BHIEE, BKigE. T
R, SPEUE. JE/NERAEEER L OB A RRATTFRAREATFTHY , EBNAERL
DOHEEERHEINTVS,

B D RADEERET% & PD-L1 FBLOMEIMES &, PD-1 & PD-L1 ORI EE D
RREEHC W TERRRE LR Z LRI TR Y Fl 2R ARROERHE L
THRFFENTW3,

A#iZ, PD-1 &£ PD-L1 XU'PD-L2 DY H o F UD,f*—‘Aé’ISEETZ) izl EE
%¢ﬁﬁ¢®ﬁﬁﬁimmmﬁ%@T)/Aﬁ%%ékéﬁ&ﬁﬁ%ﬁf%ﬁ%ﬁm?
5 ETHEENRERET S,

AHRDOVEREFCESBEDORERISIZ L 2BWEASERS bbb, EEXIIELTIK
EDREERD S, AR OREFRCRERITIE, BEOBREL /T, BENR
W BRIHAIIE, FB LI HRITE U B 72 505 & R 5O [ENT L e L Ol
DRENBE 21TV BEORERISC X 2BIEAR DN S BE T, BIBRERV
ELRIOREEDOBENZLBEITI LVENRD B,



3. ERREGR R
mhm%&&%;%ﬁbtPDLl%ﬁ@ﬁ%@@*%&@ﬁ BRORERTLE
BORERICTEMm LT - ERBRRBROBRE LT, !

(ﬁﬂﬁﬂ
ERILFFEMIERER (KEYNOTE-181 38R)
—WRIEHR L U CEER 2L BRERE O b 5 RIBEIR R R T - ﬁ%@ﬁ:ﬁﬁ$h}z
BROEERESRE 62861 (AARAN 15261281 ZXRIZ. A& 200 mg 3 BREFER
(BLF TQ3wW) 25, ) BEOBEMERVREWN, (LBEE (7Y FFEN, F
CEFZFEBAIIAY )T HY) EXBE LTRE SR, B, BRI TREAETH
LN BEIC. RBETEZ R TERERD b2 WEDBKRICZEEZ L TWS B
Tk, REILARE OBl TREBEITIHBD b D E THRAIORE LT 25 Z L 237
L Ehic, FEFMERIXEEFNME LT [0Sl &5, ) L&, FETHRE
TERESINT () PD-LIBMHE (CPS'=10) £H. (i) RELEBERARG (i) ITT
EFICBITE 0SDRERIIR1DLBY THY, WTHOEMICBWTHLEIMICHE S
NI BRI S72h 27, :
*:PD-L1 2 RE LMl (BB, <7277 — /&U)/Aﬁ)%%ﬁ%ﬁﬁﬁf
L. 100 %% C7=1E,

%1 IR E ShEAEEFICEITS 0S DR (KEYNOTE-181 RE)

R AE

' o e AU R ’ A FH p
BAERE E%ﬁ i (%) [?;/)"ac)ﬂ [95%CI] (A1)
| Mé?%? mg 107 (8282) 93 [6.6,12.5]
CPS=10 \10'3 0.70 [0.52,0.94] "' 0.00855"
. AbEEE 115 (89.6) 6.7 [5.1,8.2]
Kﬁg%‘; mg 1og (;36?3) 82 [6.7,10.3]
RELEE - 18'2 0.77 [0.63,0.96] ®  0.00894™
LFmE 203 o0y 71 [61,82] ‘ :
ﬁﬁg%gmg 314 aryy 71 (62,81 |
ITT 284 | - 0.89 [0.75,1.05] " 0.08431%
fLmE 314 (90.4) 7.1 [6.3, 8.0]

Cl: 1=.¥EIZF"3 *:HR (77, 2ofh) RUHEE (BELERE. 8 Z2RBRERTFE LiER Cox B,
*) s (70T, Fofh) RUMERE! (R LERE, ﬁﬁ)%@%l%tthngmmﬁE BFEAkYE (K
) 0.00853, *3: ik (77, Fo#M) ZEHEFL LZER Cox B, *4: ik (FPT7., 20i) /&
BIRF & LiBR log-rank BB, HEAKE (FR) 0.00766, *5: sk (77, 20fh) RUEBE (RELE
. BB ZREIRTF L LES maximum weighted log-rank 8 E. BEA¥E (FA) 0.00772



—%. PD-L1 Bt (CPS=10) 0B LI nEE 1674 (B AANT1HEET) IZ
BWTUTOEMERERELN (R2ERUK 1) . 2B, YHITEIETHE
ENTFBTHEERTII R, BREOLREITERE cH 3,

EHHERE (KEYNOTE-181 3B%)

2
(PD-L1 B3 (CPS210) A oRFELBMOBE, RENZEITRER)
| 1200 mg Rl
Q3W
(85 1) (82 %)
PRfE (B) 103 6.7
[95%CI] [7.0, 13.5] [4.8, 8.6]
oS NP — RH 0.64 _
[95%CI] [0.46, 0.90]
CL: B8R, *: BB Cox LhBINF— FEFMT L B & D
110
100 -
% N (]
—~ B0 \ ‘11
) (W
—gg 70 l-\I1 \‘\\L
2 B0 \ ey A% 200 mg Q3W
P 50 - \ ﬁ“\_, /
8 .
2 40 L“w_
© a
30" / H .
20 e=-305 lﬂh_',_h
_11_ _________ ++*.M
10 —Ha e .
| N N A R N s S EE N R . B E— — —

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

Number at risk

Time in Months

AH1200mg Q3W 85 79 70 56 51 43 40 30 27 21 11

7 4 3

1

{LZERRE

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

- E1 0S8 ® Kaplan-Meier #i## (KEYNOTE-181 3RER)
(PD-L13#: (CPSZ10) 2 oRELREOBRE, BRRE2HTRR)

0
1




[Z4tE] :
EREFSIARER (KEYNOTE-181 3BR) .

PD-L1 Bt (CPS=10) W ORELFEDOBEICBWT, AFEERIIAHB 81/85 4]
(95.3%) . {LEEFRIERE 78/82 61 (95.1%) WD b, IRRE L ORRBERABETE
RWEEBERIZ, FNTH 55856 (64.7%) RUV67/8241 (81.7%) @b bhi, »
FTULOHTRABEN s%ULOBHERIZITROLBY Thot,

23 WPRAORTRIEEIAN 5% EOBIER (KEYNOTE-181 BIB) (22 S AR S4H)

FEBIRSE (sOC: pig (%) ‘
~ System Organ Class) AT (LEERRIERE
EAZE (PT: Preferred Term) 85 44 ‘ 82 441
(MedDRA ver.21.0) £ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIER 550 647) 19 (224) 1 (12) 67 (8L.7) 32  (39.0) 2 (24)
IR LY v RESE '
=gl 4 @n 2 4 0 22 (268 7 8.5 0
FEELF PERIB E 0 0 0 8 9.8) 8 9.8) 0
FFHRERIBAE 0 0 0 6 (7.3) 5 6.1 0
IS IR ~
PRI BRI BB T 2 7 (82 0 0 0 0 0
B BREE
FH 4 “.7 0 0 13 (15.9) 0 ‘ 0
=i 5 (5.9) 0 0 17 @07 1 1.2 0
AR%K 3 (3.5) 0 0 11 (13.4) 0 0
—f - 2HBEER X TR ORE
&IIE 5 (5.9) 0 0 9  (11.0) 1 1.2) 0
"y 10 (11.8) 0 0 16 (19.5) 0 0
B 7 (8.2) 0 0 6.1) 0 0
B 5 (5.9 0 0 (o) o0 0"
FRIRIRZE '
TR 1 1.2 1 1.2 0 17 @07 7 85 0
B Bk B 0 N 0 0 22 (268 10 (122) ©
R L URBREE : :
Rk 10

BEEGS o
PR
HRREE
KRR 0 0 0’ 6 (7.3) 0 0
R = 2T T — 1 1.2 0 0 5 6.1) 1 1.2) 0
RIEMBHE = 2 —a F— 0 0 0 22 (268 1 1.2) 0
RkER. BEREk X UWERES
e 7 (8.2) 0 1 (1.2) 0 0 0
BRI URTHRGES ’ ‘
B AE 1 1.2) 0 0 28 (34.1) . 0 ' 0
b33 4 4.7 0 0 6 (1.3) 0 0
Bk RBRES 2 (24) 0 0 0 0

6 (1.3)

g5, ARIBEC BV CRITHEMER 8 F (9.4%) . EEOKBREE (PEIER IR
6



BARAE, FRERSIEEREGRRE, STEE, EAMAES) 16 (12%) . HEEE (X7
SN —SERERES) 2] (2.4%) | FFASRRIETE 9 B (10.6%) . FURIRISRERESE 761 (8.2%) |

| BOREIRAE 161 (12%) . f5 - MAECARRAAREE 1 41 (12%) RO infusion reaction 1 {1
(12%) RBHBNI, Fio, KBK - MBK - BEEOTH, TRAMERE, BITH
RS, BRERE (RREMEIEEAS) | Mk BEGEIE. ML - EEE 5
Lo Mgk, DfEd, MEBREAERR, SELNKEE Bt/ MERERER, B
MR, FRIFHRE, EEOEHES) ROWIERD o, ABERRRRA
HEEES (BRREEEELSD) 2aDEHERLTT.



(A - AE]

AROBEREYBHEEFALZRALEYI 2L —V s /Lwt U zlsﬁu 200 mg %
Q3W, 400 mg % 6 AR (LT TQ6WI L5, ) Xid10 mgkg (FE) % 2BMH
B LT TQewl &5, ) THRELEEOARROMBEPRESRIN SN, ZORs
B, AH 400mg & Q6W TRE LBROAF O EFREBIZI T 2 B MFEPRE (LT

- TCagss] V3. ) 1. AH200mg % Q3W TRE LTZBED Cavges LERLT 5 & FRIE
Nz (TXR) , £z, AF 400mg & Q6W THRE LiBEORF OB FIREBIZR T &R

CMIEPEE (LT (Cuaxs) V9, ) i3, AH200mg & Q3W TRE L72IRD Craxss &
BB L THRELZTTETFRESIREZL DD, BAABRZFICBWTIARES R SN TWS
i - BETHBAH 10 mghkg (FE) % QW TERE L7ZERD Chaxss & LB U TEME
ERTEFHESNE (TR) . &bIC, BEREAERSE ZXRITARA 400 mg & Q6W T
BE5 LN EIFERR (KEYNOTE-555 3BR) LY B on/-EREICE S KYERE
FRA—ZE. V2= a LY FRLERYERE RS A —F LRELE (TR,
M%<, BHROBEICET 2 BRRBRREICESE, AHOREBE L A ITRLME
& OBRBEEZRET SRBRISEF VBIEE SN, AFH 200 mg & Q3W XX 400 mg &
Q6W Tk E LIZBOBREER L A IIREME L OBEIC W TR SNWEER. &
EOME - AROMTESMER VORI BRRZRIR L PRSI,

£4 FHRORYBB T A—F

FE ?‘{f _’ Ha i Cmax ’ Cavg Cmin - ) Cma)gss Cavg,ss Cmin,ss
: (ng/mL) (pg/mL) (ug/mL) (pg/mL) (pg/mL) (ug/ml)
200w O3W! 50.1 279 18.1 92.8 504 30.9
mg Q (58.5,59.7) (27.7,28.1) (17.8,183) . | €91.7,94.1) (49.8,51.0) (30.5,31.4)
123 324 10.6 148 50.7 203
t )
400 mg Q6W (122, 124) (32.0,32.7) (104,108) | = (146, 149) (50.1,51.3) | (19.8,20.9)
400 mg Q6W 136.07 14.98
(=EME) | (1356, 136.4) NA (14.4,154) NA NA NA
: 220 144 119 428 279 197
T
10 mg/kg QW (518 993) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

t:0n=2993, 100EDVI 2 b—¥a k) EHESNEETEHEDPRIE (2.5%/R,97.5%R) « Cmax : HEE
EHOBBMFEFRE. Cog: FIEREZEOTEHMEFRE, Cun: ERER (P4 2702 15 OREMLTE
FYREE, Cmuss | EFIRBIZHIT DRBMMIBPIRE, Cogss: ﬁab:ﬁé B B MEFRE., Cuinss : EFIRRIC
B 2 RELEPRE

i1 56 BIDBMEIIE (95%(FHKR)

§ : 41 FIOBTEIHE (95%(ERREH)

NA : %L




4. HERIZHOWNT

A OBRENENRBELDE - FEL, FFOREICIVERLREWERHZRA L
Bkt B 2 L BANERTE §5\ UTOO~BDFT_RTC 2B THRICBWTERT
_RETHB,

@ MERiconWT

@1 FED (1) ~ B) ODVWTFRLICEYTIHRTHDZ &,

() BEEFBRENEET I NABFREERARRSE GRERR®AZ &@%m =t N
g2 A RS EREEHL AR R, HBIRAS AR IRIRRE R &)

(2) FriEMEERET

(3) FERFERIERRET I NAREEERRE (BSAR %@%EEF 7N 75%%%@?*
B hwke. PABRESHEERRRE)

(4) ARACERERSZREBL., S LRRENR 1 X34 3kA t‘?ﬁ?ﬁﬂu% 2 DhEsEEYE
WZHRBDEHZEITo TV AR ’

(5) PLEMEEFINFEEME O EE] u@ﬁé@kﬂ’i’ﬁof“éﬁﬁ

D-2 ﬁiﬁf@ﬂ:‘%‘ﬁ?ﬁ&tﬁﬂ{’ﬁ%%ﬁﬁ#@ﬁf (S A L R A OEM (T
DVTHMCEKET ZEM) 2, YEBRAOARICET 3 RROEEE & LTRES
nTnasz L, \

e

s ERMGRFDRERZFEONHATELZET LT 1T SEE B b 0 78 A TR R D BRI E %
L AT TWB T L, 5B 2FU R BAEMRIEE T L LICBRERFEOHER
IToTWNWBZ &,

o EMARFRBEFOIHFHERET LRIT, ﬁﬂ:%%f‘ DOBAEDFIEE B LS
FED DL EAREOEEEIT-TVB I &,

o EMAHFREBR2ECVHPTHELET LEBICAFEL EOBRKEREZF LTS
Tz k. 9 b, 3N I, HEBEO N ARDEER S LSRR FEOBRKME S
FToTWAZ &,

@ BNOERRFHEBOKEHIZOWT

EXLERERIIRETIELENRESH, HESCENSOFRED, A&
S PAEROBERR OEMEICT 2 ERIRE,. AEFERRE LGS OHE
LK. EAECPITITON S BEAE S TWE D,



® BHERA~ORRITOWT

@-1 HERR Az B+ 5 Bk o
MEEMREEOERRBIERANRE LIERIT, 24 FeMZRER O T, UER XX

EERERITEWT, BELUEZBERIUS CTARERER U CT ZE0RIER OERIC0LE

RREOHERPYBEFICELN, ELICHNFRRERSESTNE I &,

@2 ERHEBRFIC L 5AFFRNGICET 5Bl :

BABRICED I EMNRMBEOEERE2A T IEREEENBERAE=2Y)
BPEOEERORZ ) —=0 T ETVERELERELAE TE 35— LA ERBHINE
BENTVWBZ L, B, BEAFIZOVWT, PABRE L ZOFKRICFDICARENT
WwWaZk, '

®-3 BIfER ORZETCRINZBE L T

BIfER (REMMEBICIL, K% - NS - BEO T, FHHSAERE - Bkt
g, BHEEES (ROTHEEREAS), NOWESE (TERARERSE, RRERE
e BIEMARREE) . 1 BUERG. SY O BA, Bk - MEUSRRE. k. BEEOK
BIEE (PEMREEAARE, REEREGR, ST, EREES), infusion
reaction, %% « BEIEA., EIEMENIE, WREE (F7 0 - NLU—ERES) . LHE.
BERMKEE G/ MR B0, SN, FRIFIRE . EEREREL) |
MmEREAEER, %) o LT, YR XUDEBERSE OB LA 5 EL
CLE#EL EIEROBECRSICE L TIRERVKEL ST b3 &b 2 L) |
BEHICEERABR TE 2EHIRESTNE T L,

10



5, #ERRLLRBBHE

[shisic B+ 5 FE]

,?CD ILERIEREH <% PD-L1 BB (CPS=10) @*EZJ&@JB%K‘E‘E&@H - BRORER
T FRBEOBEITRBVTERIOEMENTEN TV S,
BB, CPSIIRLT R Y XvT (BETREZ) O A=FUBHE (RE4 :
PD-L1IHC 22C3 pharmDx [# =1]) ZRWTHEIET 5 Z &,

@ TRIZYTIBREIINTIAFORESEROERFEICOWTIE, RF QAR
X INTELT., FAOEEGLRD R,
o (LEBRERORVESE
o FifoMEBhERE
o fhOHEMHEEER & OHFH
( N
[Z4atHicBT5%H]
O TRICEYUTIBBEICOVWTHARORENRER L INTWAZ b, EEIT
bRV IE,
© FFIOESTH LIBBIEDBEERED b 5 BE

® 1RERIOFEIZB VT TEICE é‘?‘é%%‘ TOWVWTIE AFOREIHR S 20

2B, MMOBEEREARWHEICRY, BEEICAFEZERT 2L 2EBETE S,

. ﬁgﬁﬁrﬁ®%ﬁXﬂﬁﬁﬁbéﬁﬁ

o HERRECHER 2RO 2 BE R OTEEM O BUR BRETIRIE O R Gu v
BEOMICREEELRH LMD BE

. Eaﬁrﬁ%DAﬁ.Ri@ﬁm&ﬁb<iﬁ%é@ﬁﬂﬁfﬁ%@%ﬁﬁ@
b5 BE -

o BEBHEE ELHMRBEEEZED) 0bEBE

¢ REROBHEXIBEZAETOBE

»  ECOG Performance Status 3-4 &V D EE

(ED gCOG O Performance Status (PS)

Score | S

0 | 2<MER2EHTE 3. BRMLALAFEENRHRRIITLS,

PR LWEBNIHIR &N 5 25, BITHRET, %1’?%*‘@“0 'C@YIE%!;’E?T 5Z 2: BTED,
Bl : BVWFE, ERER

ﬁﬁT%TEﬁGE@@Uo_aﬂ#mrT%t#¢¥iT%&wuE¢®m%uti«/bﬁfﬁi?c

BBOIZELDOEDOEY DI & LATERY, BHD 50% U EERy FABEF BT,

alwto| =

Z2<BTRV, BAOHOREY DI LiEFLL TERY, BRIy FIFFTRIT,

11




6. BEEBLTHEETREEH

@ %HI%%LMZ.%Lﬁm%%m%&?ééﬂgL£0%$ﬁwﬁﬁﬁuﬁmﬁ
AObIHBEREREZTSICEBE L THrLERTLZ L,

@ REBAICET D, BEXRFOFRCENEREREEZTLHAL. RELH
ThbBEETHZL,

©)] I&ﬂ@ﬁ@v*/%/FhomT

B EE BN B b oL = & 133 5 DT, AFDREIT b o Tik. HIEE
% (BEI. PRORREE. W) ORERR UM X MREC BN, BEr+

BT e, £, MBS UTHE CT, hE~—V—S0ORELERT

Tk,
infusion reaction 8% B35 Z LM% B, infusionreaction 23588 b ILTZH AT
ix.. ﬁ@&ﬂ%%*’k&% ERBEET S ECTHREOREY TOICEIE
THIE,
FRIESREREE, TEABERELVRIBHERER DO ERHDID
T, AR OREREITR RSB P EIC NS EEERE (TSH, TRk
T3, ¥k T4, ACTH, M arF ) —VEORIE) 2EHTHZ L,
FrisaeREsE, BB ANH LN E BB DT, AFOHR SRR
U&@%@Wﬁﬁ%%ﬁﬁ%%ﬁﬁleAH\MHRAw\EDWEV%
DRE) BERTHZ L, ‘
S OER (CRARMILEEREREEL) EOERRIREERHODND
:kﬁ%é@f E@%k%@ﬁ%@ﬁﬂ%%siézkoit\wwﬁﬁﬁ
B LNBAITE, BOrCEREEEZR T L OBELRETS L,
xﬂwﬁﬁkib BEDORBERIGTRRT 3 L E 2 b5k~ RIEBOFER
BhbbhdIibd, BENPRDONEREICE. BRLEFRIIGLE
EHA R & BRI OEM & B L CENRENBZI TV, BEOKE
Rz & 2BHERA R RN 2 BEI0IE. AR OREXEF IR, RUBIREEER
NEVRIOBREEEEZEETAI L, 2B, BIBRESNVEOREFITIVEIE
RAOHENBD bRRVERITIE, @%&ETW%/M%@ﬁrmﬁﬁmLm
bEETHZ L,
BEHKTER. AR OEVARB L THLEMEANRRT I RSB
AR OBERTRICHEWER ORI DICEETHZ L, :
1 BOpER (BME 1 BEIRIR 2 8 Te) B bbh. BRRES b7V F— o
KEAZLRHBEDOT, OB, Bb, BHEOERORERLMFED L/ I+
%Eﬁ#é:k | BIERB A RN A ITII&E SRR L, 4/x)/§
OB ESEDOBEERLBEITO Z L.

@ AFOEKERBRIZBWT, BERE» D 9 BEBR THEDEOFTMEZ1T> Tz
LEBEIL, FHREFIIERCERRE THROBRETO 2 L,

12



BEEREET A KT 1
Roa7uly X< (BEFHEEEZ)
GER4 : %4 h—# SEEE 100 mg)
~ FE/INHE R i ~

ERk2 9% 2 A (Ff24 8 HkET)
B A B EhE




B

XUz

AE|OR, EREF

R PR AR

HERRIZ DT
REXBERHBE
BECELTEBEITEEHR

SRR SR

P2

- P3

P4
P20.
P22
P24



1. XL®IC '

ERGOENE - BEHORBEDLDITIL, B XELCESWEERERRRD
bivd, 6T, EFEORZEEROERIC LY, iEERR R EOEFHRFTRIERE
FEELIVBEABINAIFT, INLOERGZEIIVNERBEICRET 3 2 L BNERO
BMEL 2o TR BREMBOEE L EDEAT$# 2016 CERL 28 4F 6 A 2 A HBRE)
RWTH, EFNERMEOFRAOREBEELREZ L L& TWS,

FrREABFERMLL. RBERASCZEE v 7 7 A VEBEOEEML EHOMNTA
&5 ERhHB, Z0RH, AHERVOREMIZETABERE+0ERT 5 TOR,
WHERLOBEL R ZIT I LAMFS N3 BECH LTERATS L L bz, BHE
BARBHR U EBICBER Y L 52 L RAEEE—E OB % M+ E R o
TBEZLLREETHS,

LeiloT, RHAL FTA LTt BRERESZNE TIB LR TS ELREH -
B RHC E D& uTﬂﬁﬁmwﬁﬁﬁﬁﬁéﬁﬁTéﬁ5#%%%&%#\%x
FROBEEELRT,

BB, KHAL FTA 03, @*”ﬁ&kcimtﬁ%ﬁ%A%% AEEFAEAR AR
BRERTES. —BEHEARARBRARIES, %m%ﬁﬂ%ﬁ&AEK%F?ﬁ&U
— R A B AR IS @%ﬁ@%aﬁmbto

ML BRBDERS X4 M—F RHHE 100mg (—i4 : a7 v ) X<7 (&=
FHAHRZ)) '

HELRAIPEIIIPR - LIRTREREST - BROIINRRIE

NBLLRIRERCRE  @E. BAIE., Ra7n) A<7 (BEFEEEZ) LT, 1
Ezmmg%3LﬁHFX11@4mmg%6%%%%130\%
2 CRIERES 5,

% 3% IR 5% ¥ % - MSD Bkt




2. AH DR, 1ERBF

FA M—F EEHE 100mg (—if% AT 0 ) X< (BaFHEz), BT &
 Hl 21 5.) 1E. PD-1 (programmed cell death-1) & Z® Y 4> FCd % PD-L1 BT} PD-
L2 L ORAEEBEEET S, & Mg £/ 7 u—FAHRETH 5,

" PD-1RRRIT T A SR SRS 0 DN B - DI S AR AT R T 5 X mE
AA v FT, PD-1 1%, BERRBIZRBONTEER T MRROMBRREICHKIL, BEMR
ERSEEDABEX BRI AAERSEHIET 5, T7bb, PD-1 XY T Rk
ATBT LR VRRRARIC L2 VT VRERZRICHIET 52 A6 ThH 5, PD-LI
DESEBITBIT BRRIDTHTH BN, S ORAMBTIE T MBOBE ML

BI1E LBRICHE LTV 3, AAMIRIZIIT 5 PD-L1 OBFBIT, BAIELE, RS,
’Hm%r PSR #¢ﬁﬂ%ﬁ&&@%k&bhf$%Tﬁw%f&b RVAETER
& OEEERHREINLTVD,

BEOBADERE T L PD-L1 ZHOMEEMEM» S, PD-1 & PD-L1 ORBIIIEE
DEBEERC BV CEEABEIZIES 2 LARBS TR Y ., Filt R ARIROIER &
LTI TV 5, ' ‘

AFiX. PD-1 & PD-L1 RO'PD-L2 D@V H v ROESE2HEETHZ LTk Y. &
WANBEROEESEHRESE T V v REEE LS8, Hﬁ%ﬁf%ﬁﬁﬁm
+5C L THIEEHELRET S,

AF| ORI ES BEORERISIC L 2RIEASE S b bh, BERXIIETIC
EAFRREND D, AROBEFROELERICIE, BFOBEL STV, BENFE
H O EBEAITE. FRRLEERION ULEM 2 mER & R LR OER & EE L TF
BIRERBE TV, BEDEERNIC L FEHERAN RN HA T, BIRKRE RV
ELROBREEOETRLBELITO LENDH D,



3. ERERRRE . .
BIBRRREZRIEAT - 3 DI/ MBI O ARGBRHC R 21T - 7e 2 BRRABR O BIR %
N N : ’

Cplied : _
OEERLREMMERER (KEYNOTE-024 RER)

{LERER D72\, EGFR B FEERM, ALK Bi&EETFRER U PD-L1 B (PD-
Ll 3B L EEMRS 5D 281G (LT ITPSI &W5,) =50%) OUIBRTRE
T - BROFE/NERREEAE 30561 (AARAN40FZET) ZRRIC. AK 200mg3 A
- FfER T TQ3ws &), ) REDOFIEROEEMEN, 77 FH8A L SR YE
BLEEE (BUF IsoC) v ), ) 2xfRE LTRETEhE, 2B, BRI TRE
ETHRD bREHAIC RBETEZRTERBIRD bRRWEDBKRMIZEZEL TV
2 B T KEDBEOESFM CREETARY b b X CARORE 2 kT 5
ELREREL &, FERMEE R IIENEAER CLT TPFS) &9, ) | BIKEE
BB IXE4FHE CLF fos) nwd, ) L&, FAXT 7 FTF8AZ ST bFER
FEEHBEL T, PFS, KUV 0OS (FHEENT) 2FBICER LT,

*:24 5 B ECRESNIEHBRAROBRERFIEL, T0%, REETRED LIRS
CBREERETEAI L AN, :

£1 AR (KEYNOTE-024 3AB)

75 F B %
A2 e BV BElERE
_ (151 451)
HhoE [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ VAN Al N - i 0.50
(95%CI) (0.37, 0.68) —
P fH" <0.001
FfE [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ NP R 0.60
(95%CI) (0.41, 0.89) —
P i 0.005

CI: KM, NE : #ERT, *1:RECIST H1. FF 4 1.1 BIcE-S MarfdulE, *2:
BRI Cox tlhBINY— FEFNC L BT T FFEA 2 ET{LZREL DB, *3: BRln ST
JRTE. *4: FEEFTREOT —F 2016 F5B9RHY FFT

J



90 © | —— A&W200mg QW
g0 | TSFANEESLIE |
& 70 -
% 60 -
50 A
B2 40 -
i 30 1
20 1
10
o ) A R — — - —
0 3 & 9 12 15 18
at ik e THEIR] .
AE1200mg Q3W 154 104 89 44 - 22 3 1
ISFFERERGIEEE 151 - 99 70 - 18 g 1 0

E1 HREEIC L APFSOBEMMITR OKaplan-Meierfi# (KEYNOTE-02438R)
(PD-L1EBtE: (TPSZ50%) D BEEM)

100 T ' :
90 Ro» |
” NRM
70 i may,,, . |
£ 60 - M, .
5 50 - “”%n«a-ﬂ-n e e mefopen nd
fi 40
30 | N
20 | —— mmomg qaw
10 ISFFENERGIE L
°% 3 & .9 12 15 18 21
 at risk® SR l,ﬁ]
FHI200mg QIW 154 136 121 82 39 11 2 0
FSFrEAESOiLEEE 151 123 106 64 34 7 1 0

€2 OSOHREIENTEEOKaplan-Meier it (KEYNOTE-0243%5%)
' (PD-L1EBE (TPS=50%) DREEMR)



@ERILF S I /MR (KEYNOTE-010 ER)
7S FFEE B E T LERERT 2815 PD-L1 Bt (TPS=1%) DOYIBRAReEE
1T « BREOIE/MRAFESRE 1,033 61 (BAAN 91 fizdty) EXRIC, A 2 mgkg
Q3W #ER U 10 mgkg Q3W REDHEMERVELMN, FeF Akl (LT
TDOC) &\ 5,) BB LTRN SN, 2B, BRI CTREAETARD bz
| BAR, BRETETTERSRED bR VWEORKRIICEE L T2 BE T, RE
VEOERIE CREEITNRD b £ TAFIOR S Z FTieL Shic?, 8
MBE B X 0S RUNPES & &4, AFNIEDOC & HEL T, OS 2FABICER L,
*1 : EGFR BETERBHEIL ALK BEBETFHBEOBE TR, 777 THAZEL(LE
BRI L AIBERICIN X, 2 EGFR FRE/EA XL ALK BEERZE T B0
EEAIC X ARRER AT 5 BE MBI AR bR, |
¥2:24 W B ETREENEARAFOBRELZFIEL, Z0%, KBETHRD oI
ArREERATELIZ SN, '

%2 HEPERE (KEYNOTE-010 3BR)

ZAF] 2 mg/kg A% 10 mg/kg DOC
Q3W . Q3W
(344 1) (346 ) (343 #1)
il [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0,17.3) (7.5,9.8)
0S | "¥— K" 0.71 0.61
’ (95%CI) (0.58, 0.88) (0.49, 0.75) —
P2 ~ <0.001 <0.001
Cl: EEER. *1: /@B Cox (N — FEF ML D DOC L DB, *2: BRIR ST 7k
}i ’ .
100 f¢——
gp 4 e A8 2 mglkg QIW
80 - e M'mmg/kg QW
70 N — REgFvril
% 60-
E‘ 50 -
i 40 1 S
30 -
20 1 miy
10 1
0 LA LA LA L F LA AL LU L LA RLL RLL R LA L LR LU RLRLALAL AL AL LLLALLE L] MALLLLY
0 5 10 15 20 25
at risk¥ MR
#H 2mg/kg Q3W 344 259 115 49 12 0
##10mg/kg QAW 346 255 124 56 6 0
rEIFEIL 343 212 79 33 1 0
B3 OS DEMARATRE D Kaplan-Meier fi#it (KEYNOTE-010 38

(PD-L1 &M (TPS=1%) DBEEH)



@EELFS IR (KEYNOTE-189 3X5R)

{LEBIER D2,
200 mg (Q3W)

BIMER RSN,

RBEZ L

. RIEICAR O EHE SR CHR B EITANER
BRET D 2 L ATHEL SN, EEMEEB I 0S RUTPFS & &, AHI, XA K
LEE RROTZ S FFEAOHRREIL TSR, =X Uit RROT S FFHRKIO

 BERRE LB LT, OS RUVPFS ZARICER LTz,
*1 : AK 200 thg, <A F LFE K 500 mg/m?,

EGFR BEFERBRMER ) ALK .%&Aﬁﬁ%ﬁaﬁ@w%ﬁ IRy
1T - BROFERTLEIH/IMANEIERSE 616 51 (BAN 10 fl2ET) 2RI, £H
AR RERF M)LK LT IRARLEER] 20D, )

ROTSFFRF (VAT SFUXBINBTTFV) OfRBE (RAGHRE "o
TR, A PUFE FROT I FFHAOHRARE (L3R
EEE) “ERRELEZEERBR TR SN, ML b, 7757 8AEYER
WWBR L, #EGHK4 a—RFTE Lk, BB, EEHE CEBEITHE
D b BAIT, REBET 2R TERPED bR ARAVWEDOBRMICEZEEL TS BET
D BNDETER LA Lk FOJRERS

VAT IF Y 75 mgmd LA AT T F
AUCS5 (mg +mL/min) DJEIZ Q3W (£=2—2m 1 BEICHRE) T4 a—XBEH, K

#1200 mg U A R L ¥ F 500 mg/m? 23 Q3W TRE Ehi-,

#¥2: 7 7R, RA P UFE K 500mgm?, VAT TF2 75mgmd XIEHART T F L AUC
5 (mg* mL/min) OJRIZQ3W (Ha—AD 1B BILHRE) T4 a—AREH,
REUONRA b LFE K500 mg/m? 2% Q3W THRE SNz,

Tk

*¥3:24 WA ETREINZHEERAFOREEZDRIEL, OB, KREETHROONTE
AR EFEATESRZ L SN,
#£3 APHRE (KEYNOTE-189 3B -
AFIGERRE R (=327 22
(410 ) (206 %)
FofE [A] NE 11.3
. (95%CI) (NE, NE) (8.7,15.1)
0s" ANF— K72 0.49
(95%CI) (0.38, 0.64) —
P fE"™ <0.00001
o [A] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™ ™ NP — R 0.52 .
(95%CI) (0.43, 0.64) —
p fE" <0.00001
- CIL: EHEXME. NE: #ERTA, *1: PHEEFEOT—F 2017 11 A8EIy v A7, 22 8

Bl Cox HBINYF—FEFMTE BT FER, _A FFt FRUT 7 FHRFGRERED

BFFIRIR & DR,

TSz R E

3 BRln ST I RE.

*4 : RECIST A4 RS54 v 1L.I1WIZESSERT

3



Ny

& . TRyt v e b it
H 40
30 7 }
20| ——— #E20mg QIW. RANLFERRUTST I BABAESRE
1077 ——— Foum. RANFERRUTSFHNAHBLSEE
O ] MM T T T T
0 3 6 9 12 . 15 18 21
at risk#g EEFHEA] |
AZ200mg Q3W. A
ANVFERRUTSF 410 377 347 278 163 71 18 0
TERIGRCREE '
IStk AAMFE . .
RRUTSF FREHE 206 183 149 104 59 25 8 0
{b2EE ‘ (

X4 OS DOFRIMENHED Kaplan-Meier fi## (KEYNOTE-189 3RE)

. 60 -

at risk %

AM200mg Q3W, A
XbUFREFMIDAL
XKRRU755 A
IS5, RAMN S

FFPUoLXEBRY

T57+HA

100

90
80 -
270 -

& 50 -

& 40 ]

2 3 |
% 30-

20
10 -

0 e

e ERBRTG CIN. AAPLFEFEI I TLXEMRS TS 78R

e ——— TIUK. RANLFCKFPUDLAEMRYT IS R

| SO

o‘.

410

206

AR BT AL A ) MR R LA AL R A R L

T3 6 9 12 15 18

mBETHM (8]

322 25 148 60 17 5

140 80 40 16 3 1

B 5 BRTHRMELL S PFS IR Kaplan-Meier Hik

(KEYNOTE-189 335%)

LAl AR AALE LI 1Ad st
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s
~f

@@% I‘J%mﬁﬁsﬁ (KEYNOTE—407 ﬁ%ﬁ)

{LEEFIERE D 72\, YIBRARE R ELT - ﬁ%@ﬁﬁ:&#dw&ﬁﬂ%{“%ﬁ 559 &1 (AA
AS0EEETe) BRBIT. A% 200mg (Q3W) , INVETTF U RU/RT YT
Xz VY ZFEA (PATIUBER) (UT ThabPIX] &W5,) OFRKEE (K
HIGEREE) " OEDERCESEN, FTER, IVRTIFTF VRO Y XL

13 pab-PTX OB E ((b3RER) 242uB e LE_EERBR TR SN, M

L b, 87 Y FEEANIE nabPTX i, BUEMREE DL ICBRL, REIRK4 =
—RETE L, 2B, BT CREETHRD bNEEIC, REETERTER
D B RWEDEREICEZE LTV 5 BE Tk, KEICIE OB FHE TR BETH
BOLNDETAROBRE LG T LNRTREE Ehies, TEFMEEAIX O0S XU
PES & i, &Fl, INVEATTF LU RU7 Y Z XAV nab-PTX OHFRIREITTZ
R, VRS SFURUAY Y 58Xk nab-PTX OHFREL LB LT, 0S K
U'PFS A RICHER LT,
*1 : A% 200 mg. /37 Y # F£/1 200 mg/m? X i nab-PTX 100 mg/m?, 7‘J/V‘J’7°73"/ AUC
6 (mg -+ mL/min) DJEIZ QW (KFl, 7V FXVNROINKT FF i3 —A
» 1B BIzHE, nab-PTX iZFa—AD 1, 8, 15 BEIHE) T4 =a—RAKEE, &
#)200 mg 2% Q3W TREEhKE, |
*2 1 7T RR, 7V FFE/L200mg/m? X nab-PTX 100mg/m2 ANRT T F 2 AUC 6
(mg * mL/min) DNEIZ Q3W (KAl X7 Y 5#*12/1/&077/1/‘3”773‘/01%:“—20)
| BEICHE, nab-PTX & 3—20 1. 8, 15 ABICERE) T4 a—2%E%, 75
R Q3IW THRE SNz, '
#3124 7 AETCREINZES iﬁ%ﬂ@&fa‘h%qﬂﬂ:b 0%, RBETHERD bIES
BilREsEEATED L, é:mto

#4 ﬁ@jﬁﬁiﬁ (KEYNOTE-407 3B

AFIGF R {LEERR IR
(278 41) (281 )
HofE [A], 159 11.3
(95%CI) ~ (13.2, NE) (9.5, 14.8)
os™ NP — K2 0.64
(95%CI) (0.49, 0.85) —
PfE"® 0.0008
o (A 6.4 4.8
, (95%CI) . (6.2,8.3) (4.2,5.7)
PES™L ™ NP — R 0.56
(95%CI) (0.45, 0.70) —
P " <0.0001

Cl: EHEXE. NE: #ERT. *1: FRBFEOT—F : 2018E4 A3 By vFT7, 2 8
Bl Cox I — REFMC LB T SER, INVRTTFUr RO Y ZX3E/NV T nab-PTX
OEERRRE L OB, *3: BRIR S 7 R, *4 : RECIST ¥ R7 A ¥ 1Ll RICES<BR
TSz RAE ‘ ‘



100 T
90 1
80 ]
70 7
i:\\'%; :g i Mk“%..
L ] ‘%r%
i_H 40 1 - o e
20 1 _
] — EENME QAW. DUKTSFURUIIUIF RN dneb-ATYS+ I
1(:0) | e—— TS5 hlbil‘i?’i?:lﬁlm?')9=Ft)bilxnab-IY7U94=t}lf
0 3 6 9 12 15 18 21
at risk# AR
AH200mg Q3W. ALK
TSFURENIUIFEIL 278 256 188 124 62 17 2
© ignab-t7 U 9%t
T35tk AVRTS5FY .
RUNZUIEEILRIG 281 246 175 93 45 16 4 0
nab-N7Y 9%l
M6 OS DFEARITHED Kaplan-Meier Hi## (KEYNOTE-407 282
100 o
90 _ —— EE200mg QW AR SFURUNIY IR nab-1$7 U S% 2
80 __ e o TS, blbiﬁ?ﬁ?“/&lﬁwUﬁ?tlbill:nab—lf?luf#t)b
& 701
ﬁ 60
§j 501
g’s 40 -
g 30 1 N
20 R,
10 T
O T T T T T v
0 3 6 9 12 15 18
457
at risk2y EEELFHEIA]
AH00mg QIW, vt ~ .
TIFIRERIUTHEN 278 223 142 57 23 5 0
Rignab-t7U 9%kl
T3tER. AVRTSFY
RURK7UIFEILRL 281 190 20 26 12 4 0
nab-"7U9% :

B7 BRTHREZICL S PFS OFMARNTR O Kaplan-Meier Hifi

" (KEYNOTE-407 3B&)
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GEEEREMERE (KEYNOTE-042 ER)
(2R D 72\, EGFR BInTERBME, ALK BEBE TR U PD-L1 Bk (TPS
>1%) OUIRFEARET - BROF/MIKMERE 1,274 8] (BAAN B HZED) %
stz AH 200 mg Q3W REDAMMERVLZEMR, 77 FF8A2 S LFREE
*RE LTRNSNE, 28, BT CORBETIRD bhBeic, REETET
FRERATED SR WVEDRBRINICERE LTV 5 B Ti, KEILKE O BERFHE TRE
CHETRED BB E TAKOBREEREST 5 2 LA FRE L Shiel, EEFMEEHE X OS
LEh, FERT S FTERE S EERE LR LT, 08 PEBIERE L,
%04 7 BECRESNEBARAROREEZTIEL, F0%, RBETHIBD ONEHES
KREHERTEBRIL SN :

%5 BXERE (KEYNOTE-042 %m)‘ (PD-L1 Bt (TPS=1%) DBRFZFLEM)

VA A RS - ket
A# 200 mg Q3W oo
R 637 % 637 Bl
o HRfE (AT 16.7 S 121
g%s%%%% os™ | (95%CD) (13.9,19.7) (11.3,13.3)
(St AV AN - Al 0.81
(95%CI) (0.71, 0.93) —
P {E* 0.002
LS 299 {5 300 41
<> <N RfE [A] 20.0 12.2
;ﬁ;ﬁéé ‘| 0os™ (95%CI) (15.4, 24.9) (10.4, 14.2)
- ANP— R 0.69
(95%CI) (0.56, 0.85) B
R 338 f5i 337
o HfE [A] 13.4 12.1
53;;%&3;‘%" os" | (95%CD) (107, 18.2) (11.0, 14.0)
. ANYP— 2 0.92
| (95%CI) (0.77, 1.11) -

CL: EAEKR. *1: PEMENEOT—% 12018482 F 26 By bA7 . *2: &I Cox ¥
— FEFMCE BT FFEARELBRIEL OLB, *3: BRI ST VT RE

11




100 ~
90 4 — AE200mg QW
80 - - T3PSO EE
701
X 60
’&é 50 A
. 4 40 _ ,
30 A ' e
20 _— ‘ wm%'&‘#*-—i
10 1
0 . T 7 T . 7
0 6 12 18 24 30 36 42
at risk# _ EFRBIA]
AFI200mg Q3W., 637 463 365 214 112 35 2 0
TSFFERESOEEL 637 485 316 166 88 24 1 0

B8 O0SOFEEITIFD Kaplan-Meier it (KEYNOTE-042 3R8%)
(PD-L1 g% (TPSZ1%) DEHFLR)
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[tk

OEEIFRFMAEFER (KEYNOTE-024 ER)
HEELIIAKIBE 148/154 B (96.1%) KT SOC B 145/150 i (96.7%) ZFBH b, 18
BRI OERBEATETE RVAEESIL, TREN 113/154 Bl (73.4%) KT 135/150
(90.0%) IZRD BT, WTNHORTRREERN SUULOBHERIXITRD LBV TH-

7’”
“o

26 WPNRLORTREER 5% EOBER (KEYNOTE-024 RE) (L&A #dE)

BERKRSE (SOC: System FiE (%)
Organ Class) ZHIEE SOC #
EAZE (PT: Preferred Term) 154 51 150 41
. (MedDRA ver.20.1) £ Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade5
. ZRIER 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3. (2.0)
miEE LY > REE ) ‘
i 8 (52) 3 (1.9 0 - 66 (44.0) 29 (19.3) 0
B ek E 1 (0.6) 0 0 8 (53) 2 (1.3) 0
BRI ' 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0
/MR EE 0 0 0 17 (113) 8 (5.3) 0
M IEE ‘ .
IR BRSRETUERE 11 (7.1 0 0 0 0
PR AR AR TR 12 (7.8) 0 0 1 (0.7 0 0
BBEE
5% 6 (3.9 0 0 17 (11.3) 0 0
T 22 (143) 6 (3.9 0 20 (133) 2 (13 0
B 15 (9.7) 0 0 65 (433) 3 (2.0) 0
] P 4 (26 0 0 18 (1200 2 (1.3) 0
IR 4 (26) 1 (0.6) 0 30 (2000 1 (0.7 0
—i% - EHEER L CREHAORE
Fiyatnd 5 (32 1 (0.6) 0 11 (73 2 (@1.3) 0
i1 , 16 (104) 2 (13) 0 43 (287) 5 (3.3) 0
=y, 1 (0.6) 0 0 9 (6.0 0 0
R 16 (10.4) 0 0 8 (5.3) 0 0
HRPRIREE .
ALT #8570 10 (6.5) 0 0 7 @7 0 0
AST #n 8 (52) 2 (L3) 0 5 (3.3) 0 0
mF 7 V7 F=Em 3 (1.9) 0 0 15 (100) -1 . (0.7 0
Bk 0 0 0 20 (133). 6 (4.0) 0
/R B 0 0 0 18 (1200 9 (6.0) 0
. BInEREGRS 1 (0.6) 0 - 0 16 10.7) 3 (2.0 0
KRB L USERES ,
BARBIE 14 (9.1 0 0 39 260) 4 (27 0
v 7% 7 LML 1 (0.6) 0 0 9 (6.0 0 0
BHERER LU EREE ‘
BB 13. 8.4 0 0 4 Q@7 0 0
MRREE
RERE 1 (0.6 0 0 15 (100). 0 0
K= =2 — T — 2 (L1.3) 0 0 9 (60 1 (0.7 0
FRIRSR, RN X UVEEES )
il 8 (52) 4 (26 0 1 (07 1 (07 0
BER X ORTHRRS
=B ' 0 0 0 12 (8.0) 0 0
- REER ‘ 8 (5.2 0 0 1 0.7 0 0
% ) EIE 12 (7.8) 0 0 3 @20 0 0
b3 1 @1 1 (06) 0 3.0 0 0

13



BB, AFIBIC BV TRIE MRS o Bl (5.8%) . KIEXK - BEEOTH 8 # (52%) .
PREEE (T - NU—EERS) 241 (13%) . FFgeERE 22 4] (143%) . B
PRMEREREE 21 4] (13.6%) . TRERAMEREE 1461 (0.6%) . 1 EWERKE 16 (0.6%) .
RHGAEREE (RAISHIEETAZ) 146 (0.6%) . BEK 161 (0.6%) . Fhizk - BEELR
FRFEIE 141 (0.6%) R TN infusionreactions il (3.2%) RAD LTz, £, BEEDKE

EE (RERERERRE. SR, BEREES) . BITHERE, BEGEE. N
% - BEMEA. BEHEE, DEHA. B/ MRBOEREIR, B Dk ORI
BIIRD b o, ARERARBARAIIEERES (BRAREEEREZ2ED) 280
BERERZTT

@EFEIFRE /MR (KEYNOTE-010 RER)

HEESIT 2 mg/kg Q3W BE 331/339 £ (97.6%) | 10 mg/kg Q3W ¥ 330/343 1 (96.2%)
RO DOC # 297/309 B (96.1%) IZRBD b, RBEL ORRBEENETETERVEE
EHIT, AN 215/339 6] (63.4%) | 226/343 B (65.9%) KUt 251/309 4 (81.2%) -
WD bRz, WTNDOR THREARN 5%&J:@EM’F-)% XTEROLBY Thol,

. #£7 VWThHORCTREERN 5% EOBHER (KEYNOTE-010 3B  (RSMERITHRER)
2BERIXSIE (SOC: System s BE %)

Organ Class) 2 mg/kg Q3W ¥ 10 mg/kg Q3W ¥ DOC &
EAZE (PT: Preferred Term) 339 45 © 343 41 < 309 %1
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade5 42 Grade Grade 3-4 Grade5 £ Grade Grade3-4 Grade 5
2EMER 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MR L RY A REE _

=i} 10 29 3 (09 0 14 41D 1 (03 0 40(129) -5 (1.6) 0

R 1 (03 0 0 1 (03 0 0 44 (142) 38(123) 0
NS IEE

FOR IR RB IR T AE 25 (7.4) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
BBEE : '

TR 24 (71) 2 (06 O 22 64 0 0 56(18.1) 7 (23) 0

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

Ak ) 13 38 0 0 720 1 @03 0 43(13.9) 3 (1.0) .0

R , 12 35 0 0 13 (3.8 1 (03) 0 24 (7.8) 2 (06) 0
—i - 2FEER I RS ORE v

EIIE 20 59) 1 (03) 0. 19 (53 2 (0.6) 0 35(113) 6 (1.9 0

Y 46 (13.6) 4 (12) 0 49(143) 6 (1.7) 0 76 (24.6) 11 (3.6) 0

KISHEZIE 5 (1.5 0 0 4 (1.2) 0 0 21 (6.8) 0 0

BB 10 29 1 (03) .0 14 41 0 0 17 (5.5 1 (0.3) 0
R . ‘

B ERE R o - 0 0 2 06 0 - 0 24 (78 19 (61) 0
HEEREE :

S$RE 3 (09 0 0 3 (0.9) 0 0 17 (5.5 0 0
FERB XU TGRS :

BLEAE 309 0 0 2 (06 0 0 1013327 2 (0.6) O

Z HPESE 25 (74 0 0 32 93) 0 0 516 1 (03 0

R ' 29 86) 1 (03) 0 44(12.8) 1 (03) 0 14 (4.5 0 0

23, 2 mg/kg Q3W BER N 10 mg/kg Q3W BEIZRW\WTTNEN, PV MEATER B 15
(4.4%) BRO1445] (41%) . KRIB%K - BEEOTHS 6 (1.5%) BT 28] (0.6%) . E
BED R BREE (R B XL EIRIE R ZSTHEE, BRAES) 1 41 (0.3%) RO 1 41 (0.3%) .
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EREE (FT - NUIEREREE) 2461 (0.6%) KO3 B (0.9%) . FFHEEEREE 23 4]

(6.8%) BTt 225 (6.4%) . FOIRARESEERESE 32 41 (9.4%) KUR3541 (102%) . T&
RHEBEREE 141 (0.3%) ROV 6 (0.3%) | BIREEERES 2 i (0.6%) BT 1 61 (0.3%) .
1 BUERRIE 1 61 (03%) RO 2 Bl (0.6%) . BiEEE (RATHEERRE) 4 6

(12%) BTR0 B, BEd 1B (03%) RS04, gk - BESUBBARIE 1 81 (0.3%) R}
0 . infusion reaction 2 % (0.6%) K6 #l (1.7%) F@RHbhiz, T, BEEHEN
fE. B - BERZ, 5 &9 RE. LK, REER/IMOBOEEIR, FoEgnE o
FREFERBIIRD bz o T, ABMERARBERIIEESFS (BRREEEREZSL)
R BUEERERE T o

GEEELRIFE IR (KEYNOTE-189 FER)

B EBERIIARFIGEARE 404/405 B (99.8%) R UbHHREE 200/202 B (99.0%) \ZREDH
N, BREL ORRBERREE TERVWEERRIL. N 372/405 6 (91.9%) K
U* 1837202 1] (90.6%) TR biLTe, WT DR THRERE 5% EORMERII TR
DEBYVThoT, '

#£8 WThHh OB TREER S%ULOBER (KEYNOTE-189 BE)  (R2MMFird&aM)

BERNKSHEH (SOC: System B (%) : ,
Organ Class) FHIGF R _ {LEEPRIERE
. EAFE (PT: Preferred Term) 405 1 202 #)
(MedDRA ver.20.1) " 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
£RIER 372 (91.9) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (l.0)
MR LY v A_REE
E=gi} 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (134) 0
REBERF PERIDSE 25 (62 24 (59 0 4 20 4 (0 0
B BRI E 22 (G4 8 (20 0 12 (59 1 (0.5) 0
TF BRI IE 101 (24.9) 59 (14.6) 0 45 (223) 22 (10.9) 0
M /MRIEDIE 69 (17.0) 31 (1.7 0 27 (134) 13 (64) 0
NLWEE
AR BRASREIE TE 22 (54 2 (05) 0 3 (15 0 0
IREEE .
TRREEm : 51 (12.6) 0 0 14 (6.9) 0 0
BBEE
B 67 (16.5) 0 0 24 (119 0 0
TR _ 78 (193) 15 (3.7 0 22 (10.9) 4 (2.0) 0
B 187 (462)- 12 (3.0) 0 90 (44.6) 4  (2.0) 0
nR%k "26 (64 2 (0.5) 0 15 (74 1 (0.5 0
B 74 (183) 7 . (L7) 0 39 (193) 4 (20) - 0
—i% - EHEER LUR S ORE ,
& JIE 53 (13.1) 16 (4.0 0 31 (153) 3 (L5) 0
%t : 134 (33.1) 20 (49 0 62 (30.7) 3 (L.5) 0
FERE D JAE 30 (74 3 (0.9) 0 14 (69 1 (0.5 0
AR 27 (6.7 0 - 0 12 (59 0 0
BB 24 (59 1 (02 0 4 (2.0 0 0
RYRER X U4 RE -
L g 20 49 1 (02 0 10 (5.0 0 0
- ERERMRE
ALT 3 38 094 2 (0.5 0 16 (79 3 (L5) 0
AST 8/ ' 28 (6.9 - 0 ' 0 100 (500 1 -5 .0 -
Mz V7F=m 32 (79 1 (02 0 12 (5.9 0 0
B Bk EdE A 2 G4 1T AN 0 12 59 6 (G0 0



FFEBIXS48 (SOC: System Big )

Organ Class) NG REE a3
HAEE (PT: Preferred Term) - 405 B : 202 )
(MedDRA ver.20.1) £ Grade Grade3-4 GradeS 4 Grade Grade3-4 Grade s
E %i‘ B U*% EE"I:IE )
RARBIR 84 (20.7) 4 (LD) 0 42 (208 1 (0.5 0
&~ 7R 27 LLE 2 (G4 5 (12 0 3 (5 0 - 0
wREREE ‘ )
KEREE 37 @91 1 (02 0 14 (6.9 0 0
BER XU THERRESE
RIS 1)) 0 0 12 (5.9 0 0
Z OEE 37 O 0 0 12 (5.9 0 0
%5 51 (126) 5 (1.2) 0 17 @84 3 (19 0

B, ARIBIC BV CRIE MRS 16 61 (4.0%) . KIBK - EEDOTH 20 #1 (4.9%) |
PR (X7 - SU—ERES) 1061 25%) | AERE 62 6] (15.3%) . FR
FEASREREE 32 (] (7.9%) . TEMAMEEEREE 241 (0.5%) . BIBHIEREE 141 (0.2%) .
1 BUERRRT 16 (02%) . BHEES (RMEREEBERS) 2561 (6.2%) . FEx 26
© (0.5%) K UFinfusionrfeaction5 # (1.2%) M@y bhi, £, BEEOKRBESE (KE
FEIREERE, SAEE. BEREES) | ik - WURARE. EEFHENE. MK -
BEMEA, SE O EL, LR, St/ MRBAEREDRE, BLEE N R ORI
BH LN, AREARERRIIEERS BRREERFEZ2ED) 2o DEH
RERETRT, ' *

@EELFRFMBRAE (KEYNOTE-407 3ER)

BHEBSIIAKIEE 273278 B (98.2%) K USHHREE 274/280 B (97.9%) IZRD B,
BRELORRERBBETERVWATERIL. ThEh 265278 #l (95.3%) RV
249/280 i (88.9%) 123D b Tz, WTNDDORETHREEN 5%LL EORIERIXTRD
LBV Thol, ' ’

#9 WPhIORETREERN 5% EOBWER (KEYNOTE-407 3B  (R&MMiriRE)

BEBKRSEE (SOC: System FE (%)
Organ Class) ! AHIGE R ' {LERIER
EAFE (PT: Preferred Term) 278 i , 280 54
‘(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade$s
£EWER 265 (95.3) 151 (543) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MR LY R RBEE
i 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEBAELT P ERIRAE 14 (5.00 14 (5.0 0 10 (3.6) 10 (3.6) 0
B ERRAE 23 (83) 12 (43) 0 19 (6.8) 12 (4.3) 0
HF P ERIBAE 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
I/ NRIRAE . 81(29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
NOWEE .
IR BRI R TLERE 17 6.1) 1 (04 0 2 (0.7) 0 0
IR IR RRIE T RE 16 (5.8) 0 0 3 (1D 0 0
BBEE :
& 31(11.2) 1 (0.4) 0 25 (8.9) 0 0
TH 61(219) 8 (2.9 0 47 (16.8) 4 (1.4 0
B 85(30.6). 2 (0.7) 0 71 (254) 3 (L1 0
' 0 25 (89 3 (1.1 0

g M 36 (129) 1 (0.4)
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BERIKSIR (SOC: System i e))

Organ Class) ' . AHI G {LZRHRIRRE
HAEE (PT: Preferred Term) 278 1 280 4
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade$
—IB - EABER L UG ORE
EIE 46 (165) 3 (1.1 0 41 (146) 6 (2.1) 0
P& 51 54 (194) 7 (2.5) 0 52.(186) 7 (2.5 0
FRERIRE
AST $8/n 14 (5.0) 0 0 5 18 1 (04 0
kB 24 (8.6) 17 (6.1 0 28 (10.0) 24 (8.6) 0
/MRERIRD 23 83) 5 (1.8 0 16 .7 6 (2.1 0
B i BREE A 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
KRB L UREESE
BRBIE 47 (169) 5 (1.8) 0 57 (204) 4 (1.4 0
B~ 7 X0 AMLE 15 54 1 (04 0 9 32 2 (N - 0
HERER L UESERES
ESEE : 36 (129) 1 (04 0 24 (86 2 (0.7 0
AR S32Qa15 2 7 0 26 (93) 1 (04) . 0
R REE : _ ‘
WREE 23 (8.3) 0 0 7 (2.5) 0 0
FAYE = 2 — 1 F— 55(19.8) 3 (1.1 0 37(13.2) 2 (0.7) 0
AR ' 15 54 1 04 0 13 46) 1 (04 - 0
FEERE = —wtF— 31 (112) 0 0 36 (129) 2 (0.7 0
BRER X OE THERES _
B E 126 (453) 1 (0.4) 0 100 35.7) 3 (LD) 0
% ) FERE 29 (10.4) 0 0 15 (5.4) 0 0
5 28 (10.1) 0 0 20 (7.1) 0 0

72 AFIBEIC IV C BT MERGR B 14 1 (5.0%) . KABJS - BEE O FHI 14 5 (5.0%) |
MREE (¥7 2 - NV REERES) 5561 (19.8%) | FTHERERESE 26 41 (9.4%) . IR
BRSEEREE 31 41 (11.2%) . TEMEEREE 24 (0.7%) . BHEREE (REEMEME
Baess) 641 (22%) KTV infusionreaction6 Bl (2.2%) M|WDbNT, Fiz, BEEOK
JBIEE (RFEHBEREER, SHAE, BREERS) | BITHEREE, 1 BERAE. F
R, B - ﬁ%ﬁ%ﬁﬂﬁ@ﬁ EIEEIIE, K - WA, S OBEE, LK, R
M/RIBA MEREER, WIS MR CRIFERBEIIR D bhih o7, REIERAFIIRN
IEEES (RRREEEEZED) 230EHERETT.

GOEERIERFBIMEABR (KEYNOTE-042 FRER)

B EBERIIARIRE 610/636 51 (95.9%) R UMLAIRIERE 606/615 4 (98.5%) 125D B
., IBREL ORRBRBEE TERWEEFRIL. £nEh 399/636 ) (62.7%) &
1553/615 ) (89.9%) ICRW bz, W AOBECREAEMR 5%l EORBIERIL TR
DEBYThoT,
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#£10 WThrOR THRBEN 5% EOBIER (KEYNOTE-042 3RB) (RSN $4ER)

BERIXRSE (SOC: System FEk (%)
Organ Class) . AHKIRE {LEERRERE
HASE (PT: Preferred Term) - 636 615 15
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4  Grade 5
£BIER ) 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
kB LY VREE '
=g 35 (55) 4 (0.6) 0. 229 (37.2) 80 (13.0) 0
B BRI E 10 (1.6) 0 0 35 (3.7 10 (L.6) 0
HFRERIRA RE 5 08 1 (02 0 88 (14.3) 46 (1.5 0
M/ RIRAE 3 (0.5 1 (0.2 0 56 (9.1) 10 (L.6) 0
NAOWESE
R BRASBE TUERE 37 5.8 1 (0.2 0 1 (02 -0 0
IR R IE T 69 (10.8) 1 (0.2 0 (0.3) 0 0
BBEE
fEfH 8 (1.3) 0 0 . 68 (11.1) 0 0
T 34 (53) 5 (0.8) 0 46 (150 1 (0.2) 0
B 31 (4.9) 0 0 184 (299 7 (1.1 0
NR P 7 (LD 0 0 31 (5.0) 0 0
g 15 24 0 0 97 (158) 2 (0.3) 0
—i% - 2REER L ORSHLORE
E|HE 27 (42) 3 (0.5) 0 60 (9.8) 10 (1.6) 0
BEH 50 (7.9) 3 (0.5) 0 102 (166) 8§ (1.3) 0
FRPRIREE _
ALT $8/n 45 () 9 14 0 53 (86) 5 (08 0
AST 3Em 41 (64 4 (0.6) 0 42 (68 2 (03) 0
HF R 2 (0.3) 0 0 86 (14.0) 54 (8.8 0
RS 2 (0.3) 0 0 64 (104) 20 (3.3 0
=]iko 2820 3 (0.5) 0 0 71 (115) 32 (5.2 0
R L UREEE ,
BERBIR 40 (63) 5 (0.8 0 109 17.77 9 (@15 0
HERRB L UHABEESE
BB e : 27 (4.2) 0 0 46 (1.5) 0 -0
HrAE 20 G 1 (02 0 50 (8.1 0 0
PRREE :
I = 2 — T RF— 1 (0.2 0 0 50 81) 5 (0.8) 0
KRR = 2 — S — 3 (0.5) 0 0 41 (6.7 6 (1.0 0
FRIRES, B3RS L OWRRRES ‘
% S ‘ 43 (68 19 (3.0 1 (02 0 0
RS X OCRTHRBES
BiBAE 2 (0.3) 0 0 136 221) 7 (11 0
= D EEIE 46 (712) 2 (0.3) 0 15 (2.4) 0 0
B 46 (1.2) 3 (0.5) 0 27 (44 0 0

BB AFIEC BV TR ERR R 49 51 (7.7%) . KB - EED TR 10 61 (1.6%) |
BEOREEE (RELERERRE. SHIHE. EROUES) 14 02%) | HRES
(FF v - NU—EFERS) 14 (02%) . FAEREEE 76 61 (11.9%) . FIRIREERERE
=92 4] (14.5%) . TEAKEEE 36 (0.5%) . BITEERE3IF (0.5%) . Bk
BE (RMEHEEEEAS) 36 (05%) . BEE1H (02%) . LEL1H (02%) &
X infusion reaction'6 1 (0.9%) B/ SNz, T, 1 BUERRK. B4 - B RARLE.
BREGEAE. MK - BB, B0 OB, REEI/IMOR LR, BIEALE
UREFRBIIFED bhas o fe, ABWERARBREEFS BRREERE D)

ERDEERET T,
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(R - FE] , -
AR OBEREYBEEFANVEFA LS Iab—Ya itk D, &% 200 mg %
Q3W, 400mg % 6 ERIRIM (BT TQeW) &5, ) Xik 10 mgkg (FE) % 2B
CREIRE (AT TQ2wl &5, ) THRELEEOFRFOMEFRESRE SN, 20K
B, AH| 400 mg & Q6W THE LBEOAFOEFRBITIT 5 ymEPRE (X
F MCavgesl EVV5, ) iX. AFI200mg % Q3W THEE LIERD Coge LELT 5 L TFAI
Ent (TR) . T, 25 400 mg % Q6W THE LBOAK O EFREBIZBIT 5%
EMETERE AT MComesl V)5, ) 1E. A# 200mg % QW THE LIZEED Cuagss
CHBLTEEZFTEFHENZHO0, BAANBEIZBW TARESER I TY
A - AETHAAA 10 mgkg (KE) # QW TERE LD Chaxs & B L TIE
EERTEFRSNE (TR) . Eoi0, BHERRERE ZRHRICHHA 400mg Z Q6W
TG LA SRR (KEYNOTE-555 B LV B oh=EREIcE-S< Eyahie
NG A—FZ vIab—va k) PR LEYBIRE T A —& LB L7 (TR).
T AT, EEOBECRT AEEKRRREICESE AROBRERE L AOMEXITIREME
L OBES BT ARBERGE S AMEE S, AA 200 mg & Q3W ik 400 mg %
Q6W TRE LVEEOREER L AN IIZLEL DBEIZ OV TR S KR, £
oA - AREOB CADHR ORAMICHRAZERIRV L FRIS N,

£ 11 AROENBBRT A —F

ik R | (gm) (ugin) (ughm) (ugrm) G )
200 mg Q3W! (58-55?'519.7) (27.27?;)8:1) (17;;?‘11 8.3) (91.97?'984.1) (49.58(,).;1 10 | (30.35?51.4)
400 me QOW! 023?24) (32.%?;2.7) ( 1011016 0.8) (14251;49) (so.si(,)'s7 1.3) (19.?,)'230.9)
40?£?§J1Qﬁs)w (13;.36,,6.10_;6.4) NA - (14‘1:, ’?5',4) NA NA NA
10 mg/kg Q2W! (21@?223) (14;?145) (11;}?21) (422?233) (2727382) (19;?;00)

$:n=2,993, 100 DY I =l—a Vit k) BHINERMEHEDOPRE (2.5%R,97.5%R)  Cmax : FEHR
E%OREREPRE,. Cu: JEHESEOESNMBEPRE, Cun: ERESR (B4 712 REH) OKELEF
EFWE)# Crnaxss * H/:E.,l%'lk% :k:h‘é%r%ﬂﬂ.?%‘??ﬁﬁ Cavgss : Hﬂ::v%'lkﬁn \—faljqufjml?%q:ﬁg Cmm,ss : Hﬂ:’l’i’:k%&u
Bt A BRIEREFERE
1 : 56 FIORMEHE (95%EEXM)
§ 41 BlOFEIE (95S%ERXRE)

ML '
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4, HERRIZDOWT

AHEN OB FITH LT, RBEA L L THEARERE (£FI%) SR T
BILhb, YERELEICERTE BB THILERDZ, 20 LT, EERY
27 EEEHE RMP) KESE | FHDELRZEMERED ~D %IR35 5 iR
ThoT, RENOBRENE 2BEEZRH - FEL, AFOREIC IV ERLRBIERZ
LB RIET B 2 L BBERED, L TFOO~@D T T e THRIZRBNT
ERETBRETHB, '

@ MERIZOWT

@1 TED (1) ~ (5) OVPFNRCHEYTIHRTHBZ L,

(1) EEZBRENSEET 2 RADEEEL SRS (ERERRSA DEEENL SRR,
R A A B RE L AR, U AR R )

() FEEHRERPE

() FEFRMENBETINVABDREER: (BABREERTERE., BAZEEE
Bk, BAREEEEERR R E) '

(4) HRICFREEZRE L. SREERENE 1| i35Sk bFREME 2 OiEsR L%
IZRBEHEIT> TV B HER '

(5) MEMEREAAFEEMEORBREEIZRDBHEZITo TV AR

D2 BROFRER VBRI ORI 4372508 & BB & R OEM (TR
WIRDICERE T D EM) 2, SRERAOFFNCET I IRROBREE L LTEBSh
TWaZ L,

e

o [EMGHFRER 2 FOMMPHERET LizRIZ 5 EULORAIBEROBERIHE S
ToTWBZE, 55, 2FUEI, PARYRER XL LIZBREREZOMES |
ToTWnWBZ &, '

o ERMGFEEE 2 FONPHELZET L-BIC 4 EULOBERBREFELTNS
&, 96, 3FEU LR, FEORAEYEEEEDERIREOBERTEZIT-
WAz &, ' .

@ BEADERRBFHREEOKRIZONT

ERMEREFRIMSET OFEESEB S h, MESCENLOFRED., A&
EMERFHFROTERCEMST N T 2 FRIBML, FEERRRELLBEORE
EB. ERELHIATON L BHINE>TND T L, ‘
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® BIER~ORBIZONT
@-1 a5 B ,

PR BEDEERBIEANRE LI, 24 BEREREHRHOT, YEERX
BRIV T, BER LBHERITIR CTCARBEREO CT £ 0BIER OEINT &
ELRREOEENYBPICE LN, EbhICHGRERERAE-TND I &,

®-2 EREEHCIIAFESNBICETEE

RABEICED ZEMN MR CKEZ AT AEREEEPRIERE=4 ) 7
BPEDEEROR Y V—=U I R2ITVERE L BRELFTE 25— 2EREHIE
BENTWBZ L, 2B, BHEEKEIZOVWT, BABE L ZOREICTFICABIEINT
TNWBZ ok, ‘ '
®-3 BHEROZETORINIZELT

BIVER (REMMRBICMZ, KIBE - /NBK - BEEO TR, FPEERE - IR
. BEEERE (RETHENETASE). NHWEE (TEAWERE. FRREE
. BIBMARREE) . | BUERE, S0 5Bk, Bk - BMEREE, Bk, EEOR
BREE (hEMERERRAE, REKEREEH, SWAHE. FXAEES). infusion
reaction. %S - BEEA, BEMFENE, MEEE (XF7 v N V—EERES) ., LHR.
BEMBEES G/ OB ERBER, MR T, R, FRRHES) |
MEREAREGRE., HZ%) o LT, YRR ERBEOEMEE2FE 3 S EM
riE#EL EUEROZHCRICE L THRERUXELZZ T ONIFHICHDT L) |
EHICHEDZMENTE L EHPESTNDE I L,
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5. REWNBLIRDHBE
(FahtEic B+ 2 FE]
O AFOBMBEXTROBEILBOTABDENRSLTVS,
o (LERIEROZ\ EGFR B TERRM. ALK BEEEFRERVPD-L
% (TPSZ1%) OUIRTEERELT - B OIE/INBIRGREBE
o TIFTHEAEETCEREESA T 5 PD-L1 Bt (TPS=1%) @@B%Kﬁafx
#IT - BROFE/NMEMFEBRE (B, EGFREGTEEBME I ALK#A
EFHEDEETIE, TN L1 EGFR 71 ¥ % —EHEEAI XL ALK 7‘1:1
LUk F—PHEROBREYET 3 BE)
2B, TPSIEINALAT v ) A7 (BEFHEHER) O3 =B (R4
PD-L1IHC 22C3 pharmDx [# =] ) ZHAWTHEIETZ Z <E
@ FEDOMOMBMEES L OHARERXTEOBRE BV THISENTIh T
Do
o NRAMVFRRFROTTZFTEAIL OHFRARE  {LEREBOZRV, EGFR &
EFERRBERY ALK BMEECTFREOUIBRTIERETT - BROIRELE
Je/NRARATE B E
© ANRTTFURONRT Y Z XN dnab-37 Y 0 L0 ARE b
FRIERO 2V ERTEERETT - BRORYE ERIE NG SE
@ (LFEEIEEORWVETT - BROIE/NBIRMERE X, PD-LIKRE T PD-L1EBHE (TPS
Z1%) THUL, FAOEMBEE2ERTINETHD, Tin, ERPEIEICH
THREMEICRIER RV EE 2 bh 3 BECH LTI, PD-LIRERAICH DS
T ENEHORBMEICH U CEE REEL RS L O AR E 2 BET S L
TE D, 2B, AFOREZH o> Tk, FB2ET A R7 4 v (AAMEZEER)
LrERTHI L B
@ TRIKEYTIBRA i)‘?"ézli%ﬂ@i%fr&t)\ﬁﬂ%ﬁ{f I DUV T, zl:ﬁm?ﬁx)ﬁrétyh
B ENTRLT, FEOTESZR L2 LR,
o IR HRBNIRYE
o OTHAOHEDEIREN TV AW OFHERIEER & O ERE

ED g2 E, BERES A KT (AAREESE) KBV T, FI4 A BETEREEREND
(DECOG Performance Status 0~1 %2 T 75 5Ll E, XiZ@ECOG Performance Status 2 %2 @ BE ik, %3
HATIER (FeE&Z3E %) QBEARERMERINTRY, 20X 5 RBETIX, ER{ERECRHT
ZABBCRERDD LEZLNS,

&2 BCOG o Performance Status (PS)

Score 75:’%

0 | £<EBER{EHTES, %ﬁm&ﬂbﬁ%iﬁ#ﬁﬁ&(ﬁzé

1 REENZE LWEBNIHIRE N 23, SITEET, BIERERE > TOERIITH Z LB TE 3,
Bl BVWRE, EBEE

BoNEFOHFOEINDZ & LM TE R, BHRO S0%ULEERy RFOEFTRIT,

Sl

BTV, BADEDOEY DI LITEL TERN, B2y FIBF RIS,
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(&4t BE§ 5 5H]
@ TRICEYTIRFCOVTHEARORENRERL SN TVWD D c‘:7b>6 51T
b&w:k
o ' FFORSITH LEBECKERD H 5 BE
) Yé‘ﬁl%u@u?ﬁ ZBWT FRICRY T 5 BEIC VT, ARORESFHER S LRV
3, MOWBFBRESRVBATEY , HECARZERTIILEERTE D,
v BEWRRBROGHIIIBEEDOD 2 EE
. REEGRE CHERYRD 5 BE R UIEEIMEO BRI K
EORIC RSB NDBE
«  HOREEREBOAH Xil&‘f&ﬁ’]iﬁﬁb(}iﬁ%ﬁ@ﬁaﬁf‘ﬁﬁ@ﬁiﬁﬂﬁd)
HBHBHE
o BRETERE (Eﬂn%#ﬁﬂﬂ?ﬁﬁ@%aﬂ) DHBHEE
o ORI IIBAEERETHBE
"« ECOG Performance Status 3-4 &2 DBHE
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6. &%k%bf%ﬁ?«%?ﬁ

@

@

®

%ﬁii%_MM.%meﬁﬁmmﬁféﬁﬂ%_gogxﬁwﬁﬁﬁvﬁmﬁ

OO hBERERETSICEBELTHLERTSZ L,

IBRBRLRIC B b, BEXIIZORKRICAIER O ERIEEZ +2HHAL. REEZSE

TrbHETDI L,

ERBWERD<RX YAV MZOWT .

o MEMEMRBEDLLNEZENDHEDT, AFOREZHT->TiX, FIHE
%(E@n FEIREREE, BE) OMEEE OIS X MREOERS, 82+

WATO 2 &, Ee, BEISCTHE CT. E~—V—S0REZEET
.5_to .

* infusionreaction 23H b D Z &N H D, infusionreaction NFRD LB /I
m\ﬁ@&mﬁ%ﬁBak%m\ﬁ%ﬁ@ﬁ?éifﬁ%@ﬁ%%+ﬁﬂﬁ%
THZ L,

o ERIAEREE. TERAMERER OB Em&ebné EWRHBD
T\Kﬂ@EE%%ﬁ&0E5%ﬁ¢iE%% TS IAHERERRE (TSH. el
T3, iEEE T4, ACTH, P VF Y —VEORE) 2EETE L,

. FPSEEREE. BMEEARDDDIDE DL BHBOT, AFOREREIIL
UG HIM FIESMICATHEERE (AST, ALT. y-GTP, Al-P, EY L%
DRIE) ZRETHZ L, _

o BEIEK MRREWNIEEREREZED) SOEERBEERO LN
;k#%é@f EHRICIROBRFEOFEEHRT 52 &, £/, ROEFER
B NP AL, EOI EREE LS BT3LoBRELRETL L,

. Kﬂ@&@ﬁi@ BEDRERINCERT 5 & B2 b 3 RRBCHE
BobbbhadZtRNbd, BENEDONEHEITX. RELEERIG U

- EMA R L R R OB LB U ORI RERRBE 21TV, BEOSRE
FISIC X 2 BMER B EON 2 HAICIE, AR OERE THIE, ROBIBRE S

NEVHIOBRESRERT AL, 2B, BIBRERNVELOREIZL Y BIE
RORERBD LNRVEEITI, %%&ET»%/uﬂwﬁEmﬁﬁwLm
bEBETHZ L, _

o BERTH, ZERMNOEIARBL CHLEMERARERTEZZENHETD
AR OBERLTRICLBHERORRIC S EET B3 2 L,

o 1 ERIBERAR (BUE 1 BERBEZED) Bbbbh, BERFEES TV R—VX
WKEDZERHZDT, A, Bl BHEOERORELMIEEDS ERIZ+
SEBETHZ L, | EERBESEDNZSACIIREETIEL, A2 Y V8
FOBREEOEN2NBEITO 2 &,

AF| DEEIRABRIT IV T, KEYNOTE-024 BB & ' KEYNOTE-042 BB T3 5-B]

W6 9 W & IZ. KEYNOTE-189 RERTIIHERENS 6 BERC 12 8H., BL

BiZ48 BB ETIBI L, £0% 128 LT, KEYNOTE-407 RER CIa 5-Bth

o 6WE, RHEBERCISEE, UMIT4SBEEEZTIORIT L, 0B 2EZL

IHEDEDOFMEIT > TV Z & 2 BE I, AR EDIIEHNCEHERETHE

DIEREITHI Z &, \
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BEFEHBEET A RS A v

RATuY Res (RIETFHEHRZ)

(Bi5E4 : ¥4 PVv—F RifEE 100 mg)
~EfE G E~

 WR2 9428 (4248 BHET)
BB EE




H&K

AN o

UBIZ

ARIOFEH, 1ERERF

Fi PR AR

FEERIZDUWNT
BEXNG LR DEBE
BEICELTEETREEFHE

P2

P4
P16

P18
P19



1. f’iby)k- \) '
3R, 5 DA - ﬁé@wﬁ%Dthm\%ﬁii%kgomtﬁE&ﬁﬁ#*w
LB, SbiC. EEORSEEMOESIC LD, FEEER R L OSEHNZFRERRE
FEEARERBSNATT, N bOEERR FEICHERBEICRET S Z L RO
mEE L 725 TR REMEBCEE L kEOEASEF 2016 (EAk 28 45 6 A 2 A MEBRE)
BV TH, EFNERREOEROREHELRE Z L L Eh T3, |
AR EE R, KRERACEEN T 7y AVREEOERR LH LR
RABEZERBD, ZORD, BHEREZEMEICET 3 ERR+SEHT 5 TOM.
WD OEEARS ST B I L BB SN AFICH LTERTS L L b, BIE
FANRE LB HERRSE & BT LS TREA—EOEMH 2 T ERSE CER
TARZLREETHD, '
LT, A KIA Gk, BMREMS AT TIB bR TV ERESR -
B2H R EO%\MTGE%mwﬁﬁ&ﬁm%%@féﬁﬁ#%bgﬁgﬁ EZx

FROEEEELTT,

2B, Kﬁ4b74/i ST B A JE S R A AR A R &
Wbk I 2 ~&&@&AEK%%WﬂEx&UAEHI&Aﬁﬁﬁfﬂ Y Ya
@%kﬁmbto

ﬂ%ktétﬁm:%4bw—&5ﬁﬁﬁwm@< W AA7uvzv7(ﬁF
THHZ))
HEERAPEIPE : BHEERARE
HaLhABERUEE: BE. RAIX. 2ATRY X< (EEFHAKRL) LT, 1
Ezmmg%3ﬁﬁﬁﬁXilE4mmg%6ﬁﬁﬁrfso >
2 CRERET 5, REL, ﬁ%ﬁ%ﬁ&@%Ai B EHAR
S R1R2ABETLET S,
8 % IR F ¥ & : MSD KRat




2. AR, ERBFE

A bA—F BEEE 100mg (—R4 : A7l xv7 (BEETFHEEZ) BT IR
#] £ 5,) i3, PD-1 (programmed cell death-1) & %D Y # 2 KT 5 PD-L1 K PD-
L2 L ORBZEEMEET S, t MbIgG4 £/ 7/ u—FAHEKTH S,

PD-1 B 1 T MRS B RS DI B o DI R AR 3 £ Gt
2 A wFC, PD-1 i, REARREBICEWTESER T MROMKRERCHKEL, ADA
BRISEEDANEIIRBR2AERGEH#ET 2, T7hbb, PD-1 XYV Vo FEH#
ATAZLICEVHESRERC LAV SV EESAHEET A2 R TH S, PD-L]
DEEMBRCE T DHERTDTNTHBIR, B ORAMBTIE T MROBE 22
BI1E CBRENCER L TWD, BAMIRIZEIT 3 PD-L1 OFREBLIL. BHIRE, FRE.
FTFHERaRE, PRELEE, FE/NEIRBRE O RBATTFERBRRFTH Y, BOEERY
ORBERBEIN TS,

IO A ORI T4 & PDLI %ﬁ@*ﬁﬁé {235, PD-1 & PD-L1 ORIKIIIEE
C DREEBECBWTEERBRBIZHES Z ERRRINTRY, Fil-R B ARROER &
LTEfFS TV 5,

AFEIX, PD-1 £ PD-L1 RU'PD-L2 O Y H v ROREEEET S LIk Y, EE
WUNBETOEEEENMIREENE T V) o k2 ER L&, fUEERE 2 FEEL
T5C & CHREEDRERET S,

AEIDVERAEFCES BEDCRERISIC X 2RSS bbh, EENIIFETIC
EDAREMER DD, FAFORSGFRUERSRITIE, BEOBELZ LTIV, BEMR
» HNTF AT, BB L EFRIS B2 BRI OEM L B L CE
B72ERZW 2TV, BEORBEIIGC L 2EWERAREDN 2 HEICI. BIBRRESV
EURIOREEDOEYIRVEEZIT O LERH D,



3. HRPRARE .
EMBRAEOARRICFHMEZIT o2 E£R Eﬁﬁﬁﬁﬁ@ﬁ%ﬁ ZRT

[HzhiE] ,
OEMNE 1 b 8RB (KEYNOTE-041 &)

{ERBERORVIIA EY AT GBEFERZ) UTIAEY A =T &V 5,)
BEERV2 VIAVETOPEREREZA T HRIGNBRTRRBHEEAERSE 42 41

(CERMEMATRE 37 B) &xt&ic. A% 2 mgke 3 BERER (LT QW &\W5.)
BEOHDER EZLMNBRE S, 28, BETHME CREBETHRD b BEIT,
BBET 2R TERNED bR ARVEOBEENICEZE L TV 5 BE Tk, REILIROE
B CREETHRDON S TAFIOREZMET 5 Z E NFREL S, TEFF
BEE T 2 EHR[RECIST 1 KT A L1ICES BRYEBIZ L 27EFZ(CR)
XITEASES (PR)] 1. 24% (95%EHEXME : 12~41) Thot, 728, EANTREL
TZBEIX 10%TH o7,

. @A E N FERER (KEYNOTE-002 FER)

ALY AT L ABERELZET A RIBORTELZEMBAERE ZXRIT, A2
mg/kg Q3W 5K U8 10 mg/kg QAW R 5 DA R CLZE&MN, [{LERE (F /Y
UL TFEYRI R, INVRTTFU AT Y EREARBINRT T F AT D X
T, LT NICCEE) & 5,) 2xBE LTRSS, 28, ERFHE CREETH
B LNEEAIC, KRET2RTERDIRD bR RVWEOBERIICEE L TV S BE
T, RESE OB SR CREETTARD DD ETARAIORS ZMRLT 5 2 L237]
fEL A, TEFMREEIZL4AEHE CUITF fos) v d,) ROMEEEATFLR (B
T [PFS) &\ 9,) & &h, RENMLERIEL LB LT, PFS 2R RICER LT,

#1 AR (KEYNOTE-002 3Bk)

AF| 2 mg/kg A% 10 mg/kg {2 RRE
Q3W Q3W
| (180 #1) (181 #1) (179 i)
HRME [A] 13.4 147 © 110
(95%CI) (11.0,16.4) (11.3, 19.5) (8.9,13.8)
0S8 | ~F—Fr? 0.86 0.74
(95%CI) (0.67,1.10) (0.57, 0.96) —
P " - 0.1173 0.0106
g [A] 2.9 2.9 2.7
(95%CT) (2:8,3.8) (2.8,4.7) (2.5,2.8)
PES™ | NPF— FHE™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P fE" <0.0001 <0.0001

CI : fEHERR]. *1 : RECIST H A4 FF A > 1.1 RICE S BHBRRERCEEFMEIC X 7

%2 : B Cox WINY— FEFMC X BB L OB, *3: BRI STV 7 RE




128 ] \ ~—— ZH 2mg/kg G3W
sod e A 10mprkg Q3W
70 ] e e (SRR
£ 60 1
ﬁ 50 ]
# 40 1
304
20
10 -
0 -'"“"'"'“'I“ T T i R AL (UL G AL LU | [ R
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# _ M R] :
3 2mg/kg Q3W 180 131 o5 70 61 11 0
FEN0mg/kg Q3W 181 138 99 79 67 12 0
== 179 115 80 60. 48 9 0
E 1 OS ® Kaplan-Meier % (KEYNOTE-002 3R8)
100 5
a0 — M 2mg'kg QW
80 - —— FMimgrkg QW
g 70 ] = (PR
B 60 -
50 -
40 1
& 307
20 1 =
10 1
0 1 t 1 [} i 1 1
o 2 4 6 8 10 12 14
at risk# RAREFAM R

#H 2mg/kg Q3W 180 153 74 53 26 9 4
F10mg/kg Q3W 181 158 82 55 39 15 5 1
{5k 179 128 43 22 15 4 2 1

B2 PFS ¢ Kaplan-Meier #i## (KEYNOTE-002 308)



@M EMAARER (KEYNOTE-006 FUER) | _
AV AT EBBREOLRVWIIA Y AT E2EERN 1 LIAVETOIL

SRt R 2 BT A RGBT RE R B R AERE 1R, AA 10 mgkg Q3W R5 &

U 10 mg/kg 2 BWRIFR (AT TQewl kW5 ,) &EDFZN i&vfﬁémi /r U A

<7 ERBL LTRE SN, 2B, BEFMM CRBETARD b Beic. KEE :

ITETRTERIERD bR WEOBKRMIZEE L TWABE T, KKIEIL/LF%OD BErm
| CERBETNRD bIEETARIOREFMET S Z L AT L Shit, TEHEEB

12 0S BRURPES & Sh, AFNZA Y A= LB LT, 0S RUPFS A BICHEREL

Tro

fz HiERE (KEYNOTE-006 3RBY)

A%l 10 mg/kg AH| 10 mg/kg A b7
Q3W Q2W
(277 1) - (279 #1) (278 H1)
FifE (Al NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0S| ~N¥— K2 0.69 - 0.63
(95%CD) (0.52, 0.90) (0.47, 0.83) -
P {&" 0.00358 0.00052
thgefE [B] 4.1 5.5 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | MNHF— Fi%2 0.58 0.58
(95%CI) (0.47, 0.72) (0.46, 0.72) —
, p f&" <0.00001 . <0.00001
CI: {EEXM. NE: ¥ERT, *1: PRMITEOT—F :2015F3 A3 8y +23 7, *2.: EHl
. Cox WINYP— REFNZEBA LY AT L OB, *3: BRIn ST JRE, *4 : RECIST 4

4 K41 1Hﬁh%«xzm_Lw_ﬁﬁzéfrﬁﬂE&wE%ﬁFﬂE 2L BEHE, *5 0 FRIBBITREOT —
% (I4FE9IA3BEIY FT7)



30‘ ——— AA10mg/kg QIW

207 . Ziomg/kg QW
10 ] —— «vuszwr :
o — S S s a S S

0 2 4 6 8 10 12 14 16 18
at risk# EHERIR)

AH10mg/kg QIW 279 266 248 233 219 212 177 67 19 0
#%10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULTS 278 242 212 188 169 157 117 51 17

o

X3 OS ? Kaplan-Meier Eift (KEYNOTE-006 3ER)

100 ' : |
*"“‘f : . = FA10ME/kg QW

_ - - P 10mg g QBW
g 70 i ¢ . — LT

SRR (R

ZR10mg/kg Q2W 279 231 147 98 49 7 2 -0
#F10mg/kg Q3W 277 235 133 95 53 7 1 1
AEULTT 278 186 88 42 18 2 0 0

at risk#

K14 PFS ® Kaplan-Meier g%t (KEYNOTE-006 3A%)



@ERLFRFIERER (KEYNOTE-054ER)

=LER%ORTF—VI & pEMEAERE (BAASFEZET) 2XRIT, FR
WEEER & L CAKIR00 mg QSWIREDENER EEMER, 77 ERENRE LTKR
Enf, TESAERGEBEREEHE CT RES] 21 5,) Lah, FFRTS
TR LB LT, RESEFRICER LT,

i3 AR (KEYNOTE-05438%)

AF200 mg 7SR

Q3W
| (51441) (505)
HoefE [A] . NE 20.4

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

RFS™ NP — REE? 0.57
(98%CI) (0.43,0.74) —
P fE" <0.0001

Cl: K. NE : #EEARW. *1: DEETEOT —4# 20174210828 2 v b7, *2: @5l
Coxtbfl N — FEFAMC L BT TR L DB, *3: BRI T 7RE. QW : 3:BHFER

5. NE : Not Estimated

20 ] —— am200mg Q3w
107 = rsu#
0 . T T T T IALARAARAL T ARSI

o 3 6 9 12 15 18

' at risk# B R (A

AF1200mg Q3W 514 438 413 392 313 182 73
505 415 363 323 264 157 60

A=A AN

5 RFSOKaplan-Meieriii#t (KEYNOTE-0543%80)

21

15 .

15

@D ATCC (American Joint Committee on Cnancer) JAHASYER (58 7 50 1233 < FHAE. Z’?“*—“/“‘]]IA TR

UAREINOEBEN 1 nm BOBEOH,
0 8



[Zei]
OENE I b #HEB (KEYNOTE-041 :RER) .
BEFRIT, 41/42 61 (97.6%) \ZFRH i, Zﬁﬁﬁ% LORRBHEBBETERVWEE
BT, 34/42 6] (81.0%) B b, BEAERN SHULDRIERIXTRO L BY T
Hoi,

#4 FHERRES5%UEOBWER (KEYNOTE-041 BB (MR S EM)

BEHINRDIE (SOC: System Organ Class) 5 F’U% (/;1&73%
EAEE (PT: Preferred Term) o8 4§ {;zj
(MedDRA ver.20.1) ~ &Grade Grade 3-4 Grade 5

£EIER 34 (81.0) 7 (16.7) 2 (4.8)
PSS :

FR IR AR T E : 4 9.5) 0 0
BBEE : C

TH 3 @7.1 0 0
—f% - EFEER I CREBEORE

B 5 (119 0o 0
FRRRRE

‘AST #m 3 (7.1 0 0

SFEEBREIE N . 3 (7.1) 0 0
BB IO THRERES

& 5 EEE ‘ 6 (14.3) 0 0

R EBIRES 6 (14.3) 0 0

SEMERB ‘ 3 7.1 0 0

7B, FEEMER 18] Q4% . KIBEK - EEOCTH 241 (4.8%) . FFHEEREE 3
B (7.1%) . TEEHEEESE 2 61 (4.8%) . FIRBMEERESE 6 5] (14.3%) . infusion
reaction 1 ] (2.4%) RS E 95%%1@@ (2.4%) B/ b, T, HREEE (¥
Ve NVERRES) | BHREREE (RUETHEEBLAS) | RIBEE, 1 BERR.
BEEORBEE (REMERER. SHOK, BRERS) | Bk, ﬁ%ﬁ%-*ﬁ%ﬁcﬁfﬁﬂ
SRE, BEMROE. B - BIRSE. OFR, SREMEI/MRBMERIER, BniER M -
B ORERBIIFRD b ad o7z, ZIK@H’E)%%W?% IBEEESR BRREMEREE %A
) & FB’%#F%%T?‘

@WSMETTHERER (KEYNOTE-002 3452)

FEELIT. 2mgkg Q3W F 172/178 1 (96.6%) . 10 mg/kg Q3W Ff 178/179 41 (99 4%)
ROVICC B 167171 6 (97.7%) R b, BREL DRRBENTETEAVWESE
BT, TN 121/178 B (68.0%) . 133/179 ] (74.3%) K U* 138/171 4 (80.7%)

RO bz, WTINIOHETHERIRER SUULDEHERIXITRDOLBY Th-o 710



%5 . WThrORCREREN S%UEORBWER (KEYNOTE-002 RRE)  (R&MEANTRRLEM)

. Bl (%) ‘
BERKXSHE (SOC: System 2 mg/kg QQVEE 10 me/kg QAW coR
Organ Class) 178 &1 179 #51 171 4l
~EAKFE (PT: Preferred Term)
(MedDRA ver.18.0) £ Grade Gr3a<1e Grade 5 £ Grade Gga(ie Grade 5 4 Grade G3ra;1e Grade 5
2EIVER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) O
. MEB IR o AREE .
=Nl 5 28 1 (06 0 7 (39 0 0 3505 9 (53) 0
B BRI A E 0 0 0 0 00y -0 0 14 (82 6 (35 0
FHERMAE 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
/NI A BE 2 (LD 0 0 1 (06) 1 (06) 0 16 (94) 4 (23) .0
FRIR IR RE A T AE 9 (51 0 0 1B @3 0 0 0 0 0
BEBREE
fER 5 (28) 0 0 9 (5.0) 0 0 14 (82) 0 0
TH 15 (8.4) 0 0 19 (106) 2 1.1) 0 14 (82) 3 (1.8) 0
B 8 (4.5) 0 0 16 (89) 1 (06) 0 56 327) 4 (23) 0
/=45 2 1) 1 (06) 0.. 10 (56) 17 (06) 0 26 (152) 4 (23) 0
—i - 2HBEER LIRS ORE
|SIRE ) 6 (34) 1 (0.6) 0 8 (45 1 (06) 0 10 (58) 1 (0.6) O
B 40 (225) 2 (1.L1) 0 52 (291) 1 (06) O 62 (363) 8 (47) 0
R 6 (3.4) 0 0 11 (6.1) 0 0 8 (47 1 (06 0
FRERIRE ‘ T
/RS IR 0 0 0 1 (06 0 0 13 (7.6) 5 (29) O
B T UREREE :
RARBOR 8 (4.5) 0 0 17 (95 2 (@1) 0 26 (152) O 0
BHERERE I UHAHEBESE o
s 13.(73) 1 (06) 0 12 (67 1 (06) 0 9 (53) 1 (06 0
e 9 1) 2 A 0 7 (3.9 0 0 10 (58 1 (0.6) O
MRREE ' : ‘
K== —a /N F— 2 (L1 0 0 0 0 0 14 82 2 (12 0
SRR 1 (0.6) 0 0 2 (L1 0 0 11 (64 0 0
EEB IR THRRES
BEESE 5 (2.8 0 0 1 (0.6 0 0 3505 1 (06 0
BB 9 (5.1 0 0 9 (5.0 0 0 2 (12) 0 0
T D HEE 37 208) 0 0 42 (235) O 0 6 (3.5 0 0
®E - 21 (11.8) 0 0- 18 (101) © 0 8 @47 0 0
EREBRES 5 (28 1 (0.6) 0 10 (56) 1 (0.6) 0 0 0 0
0 0 9 (5.0) 0 0 2 (12) 0 0

SEERQNH 10 (5.6)

7238, 2 mgkg Q3W BER TN 10 mg/kg Q3W BRlZRBWTZEN T, FEMEMER 1 4
- (0.6%) BU4H (22%) « KREBHK - EEO TR 141 (0.6%) KU 661 (3.4%) | FifE
BE (X5 - SU—EERS) 24] (1.1%) RGN0 Fl, FFEERES 134 (713%) &
V15 4 (8.4%) . BHREEE (RMEEHEMERE) 146 (0.6%) RO 1H] (0.6%) .
TRAMERE 16 (0.6%) BU3 46 (1.7%) ., FRBEEREE 146 (7.9%) RU1S
%] (8.4%) . infusionreaction2 #fl (1.1%) KO3 #l (1.7%) . EEOKEEE (KE
REBREGRE, STAATEL. JRBMEE) 141 (0.6%) RO 141 (0.6%) . BEZ 141 (0.6%)
B0, EREGENEOFROH (0.6%) . A - BRI 0 BIR 1 F1 (0.6%) .

10



TRZEEIBEROFARR2 6 (1.1%) B’RBDdhiE, £z, BIREE, 1 2ERRK.
ik - BRECERMARRE, DR, R/ MR ESREIR, EiiEE i & OFRIFERE X
wwan&motoK@Wﬁ%ﬁkﬁi@@%ﬁ(ﬁ%ﬁﬁﬁi%%ab)%aﬁ%#
WRERT,

QWS EIMERER (KEYNOTE-006 3RER)

HEESIT. 10 mg/ke Q3W B 264/277 1 (95.3%) . 10 mg/kg Q2W Bf 275/278 4 (98.9%)
ROV IPI B 239/256 Bl (93.4%) 123D b, RREL ORRBERNEETCERVWEEE
&1, THEN 202277 61 (72.9%) . 221/278 B (79.5%) KTt 187/256 i (73.0%) IZ
RO, WTNPORTRAER SHULOBIERRITRO LRV Tholk,

#£6 VWThpOR CRERNE 5% LOBIER (KEYNOTE-006 3K  (REMMEid&ss)

BERIRSEE (SOC: System Bl _06) :
Orenn Cloc) 4 10mg/kgQ3WEE 10mg/kgQ2WEE IPIRE
rgan Class v 2774 2784 25641
EAZE (PT: PreferredTerm)

(MedDRAver.18.0) £Grade G;a;ie Grade 5 #Grade G;a;le Grade 5 “©Grade G;a;ie Grade 5
2RIEA 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
HEWES

FR BRI RE TLIEAE 7 (25) 0 0 17 (6.1) 0o 0 6 231 04 o0
FUR RS RR IR T 21 (7.6) 0 00 25 (90) 1 (04 0 2 (0.8 0 0
HBEE . ' ‘
b 5 (18 0 0 10 (3.6) 0 0 15 (5.9 0 0
KR 8 (29 5 (18 0 4 (14 4 14 0 19 (74 16 63) 0
TR 40 (144 3 (A1) 0 47 (169 7 25 0 58 (227) 8 (3.1) 0
C ulﬂﬁiﬁ 11 4.0 0 0 20 (72 0 0 1 (0.4 0 0
B 31 (112)°'1 (04 0 28 (10.) O 0 22 86) 1 (04 0
Rt 5 (1.8) 0 0 10 (36) 1 (04 0 14 (5.5 0 0
— % - EHFEER IUREHALORE _

$EIRE 31 (11.2) 0 0 32 (1151 (04 0 16 (63) 2 (0.8)
% 53 (19.0) 1 (04 0 58 (209 0 0 39 (152) 3 (12) ©
FRRRE ' L ‘ o
AST 38 6 (22) 1 (04 0 14 (5.0) 0 0 6 (232 (08 0
KRB L UFREES '

BEBE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
HEHRRE I UEAREEE )

B 32 (116) 1 (04 0 26 (94) 0 0 13 (5.1) 2 (0.8 0
sk 6 (22 0 0 19 (68) 1 (04 0 5 20 1 (04 0
B & R TS

% D EEEE 39 (14.1) 0 0 40 (144 0 0 65 (254)1 (04 0
b3 37 (13.4) 0 0 41 Q47 0 0 37 (145) 2 (0.8 0
SEEOB 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

728, 10 mgkg Q3W BE N 10 mg/kg QW BRIZBWTEN T, BIEHEER 4 4

(14%) B 161 (0.4%) . KB - EEDO TR 10 5] (3.6%) B3 6] (4.7%) | ##
REE (X7« NU—EREHS) 2460 (0.7%) ROO0F), FFHEEREE 14 4] (5.1%)
R0 23 B (8.3%) . BiEEE (REEREMBLASE) 24 (0 7%) RO 161 (0.4%) .
TRAEEE 151 (04%) RU1HI (0.4%) , FIRBREAEREE 28 61 (10.1%) RU33

11



Bl (11.9%) . BIBEEE 161 (04%) RU24 (0.7%) . infusion reaction 7 #1 (2.5%)
RO E (1.8%) . 1 TUBER 161 (04%) RUO0H], BEEOKREESE (RIEHREIRE
FRE, ZTELEE. ERAEE) 0 IR O 1 i (0.4%) | BELK 1 61 (0.4%) BTN 1 41 (0.4%) |
Brde - BERUBRARIE 1 61 (0.4%) RN 0B, MK - BEEEAR 0 IR UM 1 1 (0.4%) . IR
A ESEL3IE (1.1%) B 146 (04%) BRSO, o, BEHENE. OF
%6, GEEHE /MR MESEBER . NI MR I e OSREEBRES IR bz o fe, ABIE

RERRRIIEEES (BRREERFEZED) 23 0RFHERZRT.

@EBLFFMARBE (KEYNOTE-054 #ER) _
HEELSITAREETIT 475500 B (93.3%) 12, 7T EREBETIE 453/502 F (90.2%)
WCRBE L, BRELORRERBEE CERVAEEERIL, AFIBETIT 396/509 #l
(77.8%) 12, 75 EREETIL332/502 I (66.1%) IZHBR LIz, WO TRER
B 5% EDRIERIITROERBY ThoTs,

£7 WFRORTERRN 5% EOBIER (KEYNOTE-054 BB) (2T S ERE)

28 k4 E (soc Bi%E (%)

SystemOrganClass) AFIRE Placebof#

HAE (PT: PreferredTerm) 509 5024

(MedDRAver.20.1) % Grade Grade 3-4 Grade 5 £Grade Grade 3-4 Grade §
2EI1ER 0396 (77.8) 74 (14.5) 0.2) 332 (66.1) 17 (3.4) 0
P IEEE ;

PR AR B TLHETE 49 (96 1 (02 0 4 (0.8) 0 0
R R AR T 73 (14.3) 0 0 13 (2.6) 0 0.
TH 94 (185) 4 (0.8) 0 82 (16.3) (0.6) 0
B 58  (11.4) 0 0 43 (8.6) 0 0
—R - &HEER X R G ORE

&IIE 48 (94 - 0 0 34 (6.8) 0 0
Y . 143 (28.1) 4 (0.8) 0 - 135 (26.9) 0.4 0
FRERREE . ' ' '

ALT 3/ _ 26 (5.1) 3 (0.6) 0 16 (3.2 0.2) 0
HEBRRBLUTHEABGEE '

B 51 (10.0) 3 (0.6) 0 47 (9.4 0

ARk 26 (5.1) 0 0 15 (3.0) 0
EREE ‘ :

[0 37 (7.3) 0 0 33 (6.6) 0.2) 0
PRk, MaEhE X UHERRESE ‘

0% PREE 27 (53) 1 (02 0 14 (2.8 0 0
BER L CE THREES '
Z HEE 85 (16.7) 0 0. 49 (9.8) 0 0
b2 49  (9.6). 0 0 32 (6.4) 0 0

23, AFBHT BV CHEMEMRE 15 81 2.9%) . KK - EEDTH 23 £ (4.5%)
FRHEREREE 46 4 (9.0%) . BHREREE (RMEMEMEERS) 24 (04%) . TEERE
BEREE 11 41 (22%) . FRIREEEREE 105 61 (20.6%) | BIBHEREREE s & (1.0%) |

12
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1 BUBERIR 5 B (1.0%) . SEIER 26 (04%) | 55 - BREUSBERE 1 6 (0.2%) .
BES 2 B (0.4%) . EEFESE 1 6 (02%) . DL 1 H (02%) N infusion
reaction2 B (0.4%) DFH bhiz, iz, MEESE (X5 - NL—EERS) | BE
DEBEE (RIERERERR:, SO, EXEES) | K - ER. SFEiEn/
WRIBAMESRBER . M AEE & OSRIFERIB AR bvia o 7z, ABIERRTIRITIXES
HEES (BRREEEELZED) 280EHERLTT. ‘ :

i

13



(R - BE] :

o IBIBHIRARELEHBAERE 2R L LESERAER (KEYNOTE-002 RER K&
U KEYNOTE-006 #Bt) DOfER. 2 mgkg Q3W, 10 mgkg Q2W K T* 10 mg/kg Q3W
PVFND B - FRIZRBNT M:%mﬁ;ﬁ MR ORI ZRITBO bR o
7o

o REOBEFEYERERT OKRE, EERAEREZICRITS 200mg QAW RERFD

 AUCksw (BB IREBITIIT 5 6 B ORE-FFH R TERR) O HRfE [10%5,90%
/2] mg-day/mL) X 2.16 [1.45,3.04] mg-day/mL TH» Y. 2 mgkg Q3W H5FD
AUCs 6wk (1.32 [0.722,2.06] mg-day/mL) &3E{ELL, 10 mg/kg Q3W B ERFD AUCs 6wk

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

o BEHBGAEREZHRE LEAROBRBERISHEITOMRE. Ritsh ik - A& Q
mg/kg Q3W ## 5, 10 mg/kg QW # 5K ' 10 mg/kg Q3W & 5) DHiEH T AUCk 6w
EAMER R 2 & ORICARERBEEIIREO b ol

o AFOBEFAEYERESAZRAALEZYI2b—va kD, FF 200 mg &
Q3W, 400mg % 6 MMM (BLF TQ6W) & 5,.) XiX10mgke (KE) 28
RIRIR (BLF TQ2Wl L\ 3,) T#RE LBEORH O ME PRESRE SN,
Z DOF5ER. &Kl 400 mg & Q6W THE L7=EOAF O EFRIEBIZEBIT 5 EHME
HFIBE (BT MCagsl £\V9,) X, &AI200 mg % Q3W TRE LTCERD Cages &
B|LT 5 e FRIENE (TR, £/, £# 400 mg Z Q6W THRE LBEOARA|D
EBEREBIZ BT ARELFEFRE (CLF MCuxsl £19,.) 1. &F 200mg % Q3W
TRE LEBRD Conss L KR L THMEZRT L TRV OO, B AANBEITB
WTEAERER SN TWA B - FETHD4A 10 mgkg (FE) & QW TK
B LD Cunss L B LTIEEEZRTETFHSNE (TR), 3IbIC. BHEGAE
B % HBICARK 400mg % Q6W TH5 L 7= ¥EsM B 148 3Bk (KEYNOTE-555 FABR)
LVELNEIECE S BT A—FE, YIab—va ViTi D FH
L-EmERe T A—F LRE L (TXR). MA T, BHROBREIZRT 5 BRKRR
BREICE ST, A OREER L AMMIIREN L OBEZRET 2RBENST
FANEE I, A% 200 mg # Q3W Xix 400 mg & Q6W THRE LEDOREE
L EHEXIIREM E OBEIC OV TR ENZHEER, LRRORE - HEOMTH
ik R VR EHIZHARRZRIIRVW E FRIE T,

14



£8 FHOKMEIE T A—F

R RE | (gap D) | gD | gD o) ot
200 mg Q3W! (58-55?'51‘9.7) (27.‘27?.298.1) (17.1;,;'11 8.3) (91.3?54.1) (49.?5(,)?1.0) \’ (302??1 4)
| 400 me QEW! (12524) (32.?)??2.7) (10.11(,)‘160.8) (142?49) (50.51?’57 1.3) (1'9.%:?50.9)
40(0£7ﬁgﬂ4Qﬁ6)W (1351.36,6.10;6.4) NA (14_1:, ?§5 4) NA NA NA
10 mg/kg QWT) (212,2223) (14;?41‘45) (11;,1 ?21) (42:?233) (272,7332) (19;,9;00)

T:n=2,993, 100 EIOYI=b—¥a T XV BHENETEHEOTRIE (2.5%, 97.5%) + Crmax : HIE]
BEHROERMBERRE, Cavg:mlil&%?zéoﬂﬁtsw%q:?%& Crin : FIEHREHE (P4 712 BEH) OFERL
EHBE, Cuxs : ERREBICBIT ARBMEFBRE, Cuogs : EERBICKIT 2 FHMBFRE, Cuins : R
BT B RAE DI TR '
1 : 56 BIOBTERE (95%EHEKE)
§ : 41 FIOBTEHE (95%EHXH)

NA: %8720

15




4, HERIZOWVWT
m%w%x#&ﬁﬁiéﬁbﬂ?éﬂw%ﬁkbfﬁﬁﬁﬁﬁﬁ(émﬁﬁ)ﬁﬁﬁ-
BRTWAZ b, YSRAELBOCERTEIMRTHILERH D, TOLT,
EXR Y R 7 EHHE RMP) ICES5%, AFOERSZLMEEREE~OH ) #H 2
B BHRTH > T, AROBRENEN2EAE LD - HEL. FROREIC LV ERR
BVER 2 53B UIBICHS T3 2 L BARERZD, LTOO~@0 Tk
CBWTERTARETHD,

)] ﬁﬁ%&‘\-")b\f

@1 Tﬂ@(w~v6)@w#nmkué#5m R CThHBI L,

1 E 5&%@tﬁmﬁﬁ¢5mh%ﬁ@%mmrh%(ﬂﬁﬁ%ﬁh@%ﬁ%mmrh\

MRS A EREEEILAUREE, MRS A BRI &)

(2) HFEMRERET

() BEFRDENEETIVABRKESEREE (BFAR %ﬁ%ﬁﬁrh\#w%ﬁﬁ%
Wk, BARERESHRERRR )

(4) AFRILEREZEZREL. %%m%ﬁ$ME1Xi%%m%%&m%z®m % EYE
R B EHEI T TV SHER

6)ﬁﬁiﬁ%ﬁ%ﬁAﬂm%@mﬁgﬁkw5Em%ﬁofwéﬁ&

®-2 %’ﬁ%@.ﬂi@k%ﬁ?ﬁ&@ﬁ' 4’!5)33%‘%%5#@%‘)7'6 T TR b R OB
(FEOWTFNMCHYT B ER) 2, YE%2EMOFRICETARECREE L LT
BRESNTVWSI L,

*=

o EMRFTRY %ZE@W%H%%%TLt” sﬁutwmbﬁﬁwﬁ%ﬂ%%
FoTWaZ L, 5b, 24T, ﬁh%%ﬁ&%zabthﬁﬁ%%®HV%
IFoTWBZ &, )

o ERRFREE 2 E@*ﬂﬁ;ﬁﬁ{%%ﬁi‘T Liztgic 5 S Lo REERIEERED %0)%‘
 RBRREALTVDLIE, .

@ BHOERRFREEOHKHITONT

ERGERERCAET 2 FAEIRB SN, RESEHOORMER, FAE - &
LHERPOEROERR VEMSITT 5 HHRt, FEFRNRE LIBEORE
EH. SRELHTTLLIEHBE->TVD I L, |

16




® BUWEA~OHEIZONT
@1 BHERBRBEOM MBS 5B
REHREREOEERBERNRAE LB, 24 BRSO TF. SR

CREERRICBW T, BELZEWERICS U TARERK U CT £0RITER &N 4

BERREOERNYAFIIF/LN, EHICHGTRRREKRHRE-TVWEZ L,

@2 EREFEICLIFEFSNSGICETIES

BABIICED SRR RARE OCEELZE T 5 EREFENBERAT=4) 7
REDLERDRAI ) —=V FETVIRE L FRE 1A T 2 F— AEREHRE
BENLTWBZ &, BB, BEEHIZOVWT, BAUBE L ZOFRICHSICAMSNT
AV R N ‘

@-3 BHEROBH-CHIRICELT

BIfER (MEMREICMAZ, KBK - IMBJ - BEDO TR, FFEREE - TR
o, BRERE REFMEMERRS | NOBEE (TRARERES. BRI
B, BIBMAEREE) | 1 BUBERE. S OBK. 5 - ROUGRARE. Bk, BEO
| BEEE (hEMRRERAE, BERERERR, S, EREHESE) | infusion
reaction, M7 - BEMELE, EIERPIEE, FHRIEE (X5 - NLU—EERS) | LK,
EREZIREE Gt MUBROEERDR, BniER 0, RERE, BERRES) |
- MERERTEGRE, %) TR LT, YRR ULEBERMEEOEMM 2 H 2 EHT
LEEL BIEROBRECHRCE L TRERUZEEZZIONBEHICHE I L) |
EHICEERLEN TE DEHINESTVB T L, :
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-

5. BENBLRDEE
[ 2htkic B3 5 %5
D FROBHIBTAROEHENT SN TNE,
o (CERERO RN R MEEIREED b SRR TR B R A EAE
. ELUREORT— VI E) OBMBEEEEC BT b BRE
7235, BRAF BETEREHT5BEICH T, BRAF IEAIC X HI8% bER
THZE, ‘

® Tmhmﬁ?éﬁﬁwﬁﬁﬁvﬁ%ﬁ&;owfj:ﬁﬁwﬁﬂﬁﬂﬁiéﬂfk
B, ARIOBREREE 2B,
. MOREMIERER L G LTRSS DB

[Zethic B+ 5]

@ Tﬁuﬁ%?é%ﬁLowfﬁ$ﬂ®ﬁﬁﬁmukéhfwé b BEET
RNz &,
. $M®mﬂmﬁbﬁﬁﬁmﬁﬁﬁwﬁéﬁﬁ

@ BENOTMICE O TTRICEY T2 BH IOV T, AFIOREIHR S L2

K. OBEBREN R WEAITRY , BECAREERTOIL2BRETE 2,

o FEMEMRBOAHIIREDHLBE

. WEEGRRECHERE 2R 5 BE R OTEEM O BRI L ALK
L DAt u*f‘ﬁiﬂj?ﬁﬂ% biLdEE

o HOAERBOAHE UTEMHARE L IXERED B DRRK %@E’Eﬁ}ﬁ@
HDLBE

o [EEHEE GEhLBMREBEELST) Ob5BE

. BEROBEXIRELZETIBRE

«  ECOG Performance Status 3-4 &2 DBEH

@2 ECOG M Performance Status (PS)

Score . yict

0 |&<RHERENTES, FEIMLALATRERSHRRTAS.

1 PERICE L OEBIIHIR S h 223, SHTET, BIERCE- 'C@fﬁ%biﬁ STELRTED,
|8 'R, BEEE '

SITFRETCHADOHEORIY O Z kd?«r?%t#ﬁ%mfgaw Ao 50%EL HiZRy FATRIY,

BoHhEESOEDEY DI LATERY, BRO50%UELE<y FIRKFTIRIT,

& |lwilN

£2BITRV, BADOFOED DI L4 TERY, TRy FHIRFTBRIT.
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6. REZBELTHEETREHE ‘

O WXESICML, RERTEENRET 2 EMSFICE S AH O R R OEER
BODTHBERERETDICEBL THrOERTHI L,

@ BEBEMRCENLD, BEXIIZORKECESERERELZ+SUAL, REZS

- Thb®ETRZL, '

@ ERBEWERO=RY AL MTOWT

MEMERRER S DOND L BH D0 T, FRAOREITH - Tik, FIEVE
w (B0i, FRREEE, Bl%E) ORBERUEET X BRECERS, 8184+
DTITH T L, e, BEBEISCTHE CT, MiF~—V—F0ORELEET
BT &,

infusion reaction 8% 5N 5 Z £33 % %, infusionreaction 23588 LIz HEIC
X, EEI 2B ERITO & &b, EMRVBEETIETREOREBLZ+LICEE
TAHZE,

FRISREREE, TEASERERVRIBHEEERH DI ¢R3HB0D
T, AHOBERAIT R OREHBMPIZEN NS ERERE (TSH, b8
T3. W T4, ACTH. MpanTy —LVEQRE) % EHT5 2 L,
FrisEREE, BB ERR D bLNAZ ERHBD T, FE DR SEERTIR
OB EHIF R E I reemeE (AST. ALT. y-GTP, Al-P, B Y L4

- DRE) BEETDHI L,

SO L MPARVIEESEAALED) SOBERREERD LIS
TERHBOT, EHMCBROBREORELHRTEI L, £, ROAER
BOLNLHARITIE, BEONCERBELZR T L BELHET L,
AROBREIZ LY BECHBERGICERT 2 L &2 bh 3 RRESKRE
BbbbndZtilbd, BERBDONEHACE. BRLEBRIIS UL
B 2 AR L IR A O R RT &EHE U GRS B2 2TV, BEORE
RISiz & 2 BWER R E DN 3BT, FARIORELFIL, RURBRER
NEVRIOBREE 2 EETE L, 7B, BIBRERVELOREIZLVEIE
FAOWRENED HRVBAITIE, BIBRERNVE S OEm s oBm
LERTAZ L,

BERTH, SBR»OE Y ARB L THLEMERRRBRT A R E D,
FROBREHRTRICHEWEAOERIC+HIERTB L,

1 BRI (BUE 1 BERBE2E0) bbb, BERFEES FT Y RF—vx
CEZZENHBHOT, BB, B, BHEOEROFKRCLEED FFIz+
SEETHZ L, 1 BEERFARDNIZEAITIIREEZFIEL, A2 ) V8
HOBREEDEN ZLBEITHIZ L, , ,

@ BROBRFELBEEAERE CHERT BRI, AROBKRRRICE T, #5
O BRRADD 3 WAL, TR, BERES S 1 ERIE6BRIC L ICASEOF
MEITo TV Z & 2BBIT, FARGFILERNCHROBREZTI 2 &,
® Z=LeUBRBEOBEHEAIEBRE~DOIFSRBIREL LTERT 2BIZIE, KB OBEK

RBICHNT, BEREENDREBERE T 12 BE S L ICAEMEOTEE 21T > TV
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ez L BB, FHORETIIEHOICHROMBEIT D 2L, BB, R
BWIEE LTHERTIHRAIE. AROoBRSHBII 1R VAETLETE L,

-~
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B REET A F5A
RaTuY Xes (EETFHEBRL)
(R7%4 : ¥4 bA—F RIE#HE 100 mg)
~HHRERDH Y U E~

Y2 94118 (ff24E8 HEkET)
| B4 BB




B

1. Uiz P2
2. AEIDOEER, ERMF P3
3. EREREAR P4
4. HERIZHOWVT P7
5. BREXNHRLRDBE P9
6. BEIELTEETREEE P10



1 BT

ESE R DASIE - BEHORFRDOTDITIE. R TESCESWEEERERSRD
bha, &bic, IEEOREEMOERC LY | FAERR R & OEFR 2 FHERB
VE%m#ﬂwéh5¢f\:h%@E%&%EKME&Eﬁ;%@?5_kh%§@
HEE L fp s THEY U REMECEY L EOEATE 2016 CERL 28 45 6 A 2 BREEBRE)
ERWTYH, BEMERASEOFERORBIEEZRAZ L LTS,

SR ER R, ERERCRAM T 0 7 7 A VREFOEER LA LR
BB ENDHD, ZORDH., AOERCEZEECET 2 HRAN+LEET 5 TOM,
WM EERROEEYR SIS L RSN BEICH LTHERT B L L bic, BlfE
BARE LB BERRSY & B2 L N TR —EOE L T EREE CEA
THEILREETHS, | - ' |

LieRoT, BVA K4 0Tk, BRBESINECEBLN TV IEFESRH -
BRI ESE UTOEERORERERZHET 28RO NEREMH, B2
FROEEEEETT,

R, ATA K5 A 0%, MTEE N ER R ERESR A, ARERBEANRER
BREESS . —RHAEA B ABRABES R OC—RAREA B ALKES OB O
4 & REL L TES

ML BEES A M —F EEEHE 100mg (—f4 227 Y XvT7 (&
T %))
HELRAPRUIDE : BRUIBREOTRAF T X ) 30E
HELRBAEROEE  @%. RAIZIR. Ra7 e X<v7 (EEFHERZ) LT 1
‘ 5] 200 mg % 3 @RIEIRXIX 1 [E 400 mg % 6 WEIFERET 30 2
DT CREERET 5,
B3 IR 5v ¥ F - MSD MR &tt




2. RO, TERBF ‘

cFA M—FEFEBHE 100mg (—RE XA e ) X7 BEFEBRZ), BT Ik
# 2v3,) i1, PD-1 (programmed cell death-1) & %D U H > K TéH 5 PD-L1 X PD-
L2 L DREEZEEEET D, & MhigGs £/ 7 n—FVRETH S,

PD1ﬁ%iTmmﬁﬁﬁﬁwﬁﬁ&inétwkmhmmmﬂm#éiﬁ%ﬁ%ﬁ
AA v F T, PD-1 1%, BEZREBIZBWOTESE THROMBREICEERL, BCA
BRI E S OANEXILAR R AER R EHET 5, T2b5, PD-1 XV T R
BATHI LRI VHEREZARIC LSV ST NVEEZARFIET 22 AETH S, PD-LI
DEFBEBRICBITDRBRITOTNTHLIN, ZLOBPAMBTIE T MRROBEXEML
HIFCBENCRBR LTV D, BAFKIZEIT S PD-L1 O&EFEHIL, BHlRE. REE.
FFARLNE, SRELE, FE/AINRBAER & D4 2R A TTFHRRBREFTH Y, [RVAERFE
L OHEBERRESIh TV,

BEOBRADBEEKRETH L PD-L1 BEHOMBEAMN S, PD-1 & PD-L1 ORKIIEE
DHREERHICEVWTEERREIZHE S Z L ARRENTRY 2B ABROER L
LTHEEh TS, '

AF)iX, PD-1 & PD-L1 RO'PD-L2 O Y H v FOREEZHEETZZ L2k Y. BEE
BUNBEROEESEEHMBRESEE T U o BReEEbsE, HEEAESBEEL
T3 L THRIEEDREZRBET S,

AHIOERBMFICESBREOHRERIGC L 2BWERAZE RS bbh, EEXIIETIC
EDARERD D, FHOREPRURERICIE, BEOBEE STV, BERRE
B ENTEHEICE, BRRLUEFRICK U B2 M & RR RO ER L 8 L CF
BI7R BRI W 21TV, REORER I iéﬁﬁmm%bné%A X, BIBREFN
EURORELS OB RLEZTT O BVERD D,



3. BREERE
BREXTEEEO TR F ) R EORERICEME T o X2 BRAER D
Rz R, : '

(2]
EFRIEFSE T HEAER (KEYNOTE-087 #U8%) _
 EREERAEOHHMER DR Y L oSERE Q10 6, BARA10HEET) OUT
D3 DOaF— FEFHEIT, FH1200 mg 3 BEME LT TQ3WI 2135, ) #50
IR DR SERRE SN, | |
- BREMBMRBHEETRIC, 7Ly YR~y NFFVCARREZITRE
#H (aF&—11) , _ |
- BRELBHEBEEERTHY ., o7 Loy i<d RFFUICLBEEY
2T BE (38— 1h2)
- BREMBHMRBEBTRIC, T Lo YR i~T RRFUICLBEE (—KRIBEX
BRBCEREO—BRELTOT LU YFI=T RRFUICLARERIIS S
W) BZIFTWARVERE (ak— b3)

2B, BRI CRBETATED DL RAC, REETERTERIRBD bRV
FEORRINCEE L TV 5 BE ik, REILEOEGFM CRBETIRD LN ET
FROHREEMETEZ L RARE SR, TEFBER ThAEME (KET IWG
criteria (2007) 123 < PHHIEIC & B524858%h (CR) XIFERSEL (PR) 0EIE) 1%
R1OLBYTholk, 28, BRIKRESNZBESEDHZRIL, WThoars—1y
20%ThoTr, "
R1 AR (KEYNOTE-087 AR

afR— k1 aR— b2 aR— k3

(69%1) (8141) ~ (6081)

5E2%% (CR) 15. (21.7) - 18 (222). | 13 (21.7)

T - #Wazesh (PR) 35 (50.7) 35 (432) | 27 (45.0)
' (%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
1#1T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

BN 3 (43) 2 (2.5) 0

Z4% (CR+PR) (%) 72.5 65.4 . 667

(95% (S X ) " (60.4, 82.5) (54.0,75.7) (53.3,78.3)



- [Fai]
EpE R4S THEREBR (KEYNOTE-087 FER) .
AEESITRBRAMAT 202/210 F (96.2%) 1258 Hiv, BIWERIX 144/210 %1 (68.6%)
R BN, BHREN S%RULORERIEIR2DLEBY ThHhoT,

32 FRERH 5% ELOEHER (KEYNOTE-087 RE) . (&b R4ar)

BERIKRSE (SOC: System Organ Class) g%;g%

HAEE (PT: Preferred Term) 2108
(MedDRA/Y ver.20.1) £ Grade Grade 3-4 ,Grade 5
£EER ' 144 (68.6) 23 11.0) 0
mEE LY v REE

FFRERIBAE 11 (5.2 5 2.4 0
PNy EE : :

R B AR IR TE 26 (12.4) 1 0.5) 0
BBEE '

FH | 15 ¢A)) 2 (1.0) 0

B 12 (5.7 0 0
— i - 2HEER XTI S ORE ’

T 19 9.0) 1 0.5 0

BB 22 (10.5) 1 0.5 0
R EE

[0 13 6.2) 0 0
TERSR, HERS X OHEHRREE

L3 : 12 5.7 1 (0.5) 0
BER LR TREREE '

B N 16 - (7.6) 0 0

2. BIBEMERIL e Fl 29%). KK - EEOTANX 3 #] (1.4%), HEEE
(5 v AU—EERE) 1218 (0.5%), FFgEERE L8 4] (3.8%), FIRIRIEER
13 29 4 (13.8%) . 57 - BASUHRMRIE S 2 51 (1.0%) | infusion reaction 13 17 41 (8.1%) |
S HERE2H (1.0%) BROOEHLIZ 14 (05%) TROONE, £, BEEOKE
BEE (REHEREERE. SN, ERAERS . TEARERE, BIBREES. 1
BB, EHAEEE (RREREREAS) . Bk, BEGENE. MK - 8EE. &
B /RIS HESRBER . VR MAER R OB IIFRD bivad o fe. RRIFAFES
RRZEEES BAREEZFELEL) 230EHERETT



(R - )%%l

AEIOBEREDBEET VEFIA Lﬁ_/\ 2= g A&V, KAl 200 mg &
Q3W, 400mg % 6 BRI (LLT TQeWl &5, ) XiX 10 mgkeg (FE) % 2@
B LT fQewl 25, ) TRELEEBEOFFOMEPRENSRN SN, O/ -
B, AH 400 mg & Q6W THRE LIZBOXAOEFREIZRIT 2 EHLFEPEE (UL
T TCagssl &V, ) 13, &K 200mg & Q3W THE LTZFED Coyss LFELET 2 & T
It (FR) . £, &%) 400mg % Q6W THRE LizEoAR O EEREBICK T 25
BIEFRE CLT [Comsl V05, ) 1, AH 200mg % Q3W TEE L7ZERD Coess
CHBLTHREZRTLETFRISNEZ OO, BAABEFICBW TEAFEIER ST
HZHE - AETHZHH] 10 mgkg (KE) % QW TERE L2 Cuaxss & B L TE
EERTLEFRENE (FR) . $5i0, BEEAESRE 2 HRITAH 400mg & Q6W
TRE Lz BIHERER (KEYNOTE-555 RER) X ¥ &b RRAMEICE-S < BEhik
NIGA=ZR V2= a T XY FRILICREDER T A—F LREU L (TR,
Mz T, BROBEICRIT 2HRARBREEICESE, AFOBREER L HIHIIREMNE
¥ DESE R KT 2 RBRIST S A S L, AH 200 mg % QIW XU 400 mg %
Q6W TERELEEOBREE L ANEXIIZSME L OBFBEIZOW TR ENEER, Lk
RO - AEOE TADRR ORI ERIT 2V E FRISHE, \

#£3 FHOEWRIE S A~

. Cmax Cavg Cin ’ Cmax,ss Cavg,ss Cmin,ss
AR | (o) (ug/mL) (ng/mL) (ug/mL) (ug/mL) (ug/ml)
200 = 03 W1 59.1 279 18.1 9238 50.4 309
mg Q (58.5, 59.7) (27.7,28.1) (17.8,18.3) (91.7, 94.1) (49.8,51.0) (30.5,31.4)
, 123 324 106 143 50.7 203
+
400 mg Q6W (122, 124) (32.0,32.7) (104, 10.8) (146, 149) (50.1,51.3) (19.8,20.9)
400 mg Q6W 136.0¢ 14.98
(ZRE) | (135.6, 136.4) NA (14.4,15.4) NA NA - NA
220 144 119 428 279 ' 197
10 mgkg QQWT| )63 (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
t:0=2993, 100 BNV I = b—va Vit LY EHshicBMESENHRE (2.5%R,97.5%R) | : WIER

EROBBEMEFRE. Cag: MEE 5% OFHMETBE, Con: DERES (FA 202 #x“*ffau) @%ﬂ‘;ﬁmﬁ
BB, Crmaxss ! E’F%"%%hiob‘é%ﬁﬂl?**ﬁ)ﬁ Cavgss . EFWRIBIZB T 2 EHMIBEREE, Cuns : EFIREBIZ
B} 3 EEMERRE '

156 FORMEME (95%EEER)
§ ¢ 41 PIORMESE (95%EHEXRE)

A SR L




4, HERRIZOWT -

AL L L THEABRERE (6155 BAREbh 0B enb, YEREeE
PICEBTE IR THASERL D, FOLT, KEORSRELZBEZ2W - 5
EL, AROBREIZ LV BEERBERAZRBR LEBICRIET 3 2 L RLERED, UTF
DO~BDTRTEMETHRRICBWTERTIRETH D,

) jﬁﬁko‘/‘f

®-1 Tﬁ@(nﬂve)mw#hm_Mé¢5m£1h5 &,

() EAHEBRESEET SR ABIOESILARSE GRERR S A DREEIL SR,
MR A BIRE LR, IR A RRRARE 2 &)

(2) FEHRERDT

() HEFEAMESEET 5P ADREERR (BADRESRTRE, SABRES
BHFEE DS ARRIEERERTR L)

4) NFILFERIEELT %Lv%%M%ﬁ&MEIXi%%M%%&MEZ@m RELYE
BB EHETo TV AHER

(5) FEMEEFINGEEINE O BEET IR B B T TV B HER

@-2 Eﬁ%$9#VUVﬂﬁwm%ﬁﬁﬁwﬁwm%ﬁﬁmﬁm 43 72 SR & A%
By OB (FROVTNMCHKETSER) 2. YHBHROAAIC T 5IHR0
EEFLLTEBSATVD I L,

=

o [ERHfRFFEE &2EDW%HVEWTLt” sﬁutwwhﬁﬁwh%ﬂW&
L fFoTWAIE, 5b, 2EM I, RAERYRER T L LZBKEREFROHESE
FoTWNWBI &, : \

o EAHFREE 2 EOVEBHERET LicRIZ 4 FULORIKERZA LTS
&, 9b. 3FEUEIR, ﬁﬂ%%ﬁ@%@ﬂh£%%%%EUK%EM%@WV
PiToTWA I L,

7

@ ﬁW®E%mﬁﬁ%ﬁ@#ﬁkowf

B EREHICAET I EEENEESh, REMENLOERED, FHE - &
SHEISHEROFER OEMSICHT 5 BHEML, EEERRRE LEBAORE
Bk ERERPIITON D EHRESTNB I L,




® BHERA~ORISIZOWT

@-1 Raskikmiz B+ 5 EE |
 BEMMERSOEERBIERNEE LB, 24 BEDEASOT. MHERX
IEEERICRV T, BB LBHERICE UTARSER O CT Z0OBHER 0
ERREOKRESYAHICB SN, BEHICHETEREHIE- TN L,

@2 ERREFCLIEFERNSCETIER

BABERICEL 2 EMN MR EOEEL2ETAEREESENEVERAE=2V 7
REDEERDAZ ) -y TRTVERE L IFEREZEHF TE 25— LA EREHINE
fEShTWasZ L, 2B, BHEAHICOWT, PABE LZOFERIHSICBHENT
WaZ &, ' -

®-3 BIfER BTGB LT |

BIFER (REMMERICMZ, KB - /MRS - BEO TR, FHLEEE - B{LEm
B, BHERE ROTHEMERS). NOBESE (TEARERS, PR
BEE. BIEMERE). 1R, 5L OB, Bk - REGRAE, Bk, BEEOK
EIEE (TEMREERAE, REHBEIREGRE, S, BREES). infusion
reaction, fM% - BB, BEIERSIEIE. WEEE (X7 NLV—ERES), L%,
BELIKRES et/ MBI MEEEER, IR, FRERE, EEIRES) .
MERAREGR, MBS TR LT, YR IEBERREOEMIE L E T 5 EN
LEHEL EUEAORBETOMHISICE L TIRERUXERZ R bNARHTHE L) |
BEHIZENRAENTE 2 ERHRESTNVB L,



5, BEXNBRLRDBE

[Azhitic B+ 2 5E]

@ E%Lmﬁmﬁ@ﬁ_mﬁﬁxmxmﬁwﬁ%xm%%ﬁ®$&%T/#/)/
NEBELZBONTAROADEN RIS TS,

@ TFRICHYTHBECTAAF0ORERERFEC OV T, Kﬂmﬁﬁi#
RSN TRELT., AFOBRERZEE 2B,
o (LBRERBROBE,
o foREEHEEA L O,

[Z2HicfT 32 FE]

D FTREZEUTIBECOVWTIIAFIORENER L SNTWE L b, REE2TT
blanz &, :
o AFOESC LBBECREROH 5 BE

® ‘%M®Jﬁ;kWTTﬁuué?6%%u0wTi«$ﬁ®&5mﬁ%éh&w

2. MOBEBRFRER2VBAITRY ., BECAREZERTS L E2EBETE D,

o RIEERRBOAHFXIIBEEDH D BE

o JUSEGRE CRIEE 2RO 5 BE K UEEM O BRSO R G ik 5%
SEOMICRERELN AN D BE |

.  BOCABEERBOAH. UXBMRIRE L IXEREEO B ABRRBOBERED
»5HBE

. Wﬁgﬁﬁ(ﬁm%ﬁﬁﬁﬁﬁ%aﬂ)w%éﬁﬁ

o REORREIREEERETIAE

*  BCOG Performance Status 3-4 #VDBR#E

ED  gpcog 0)‘ Performance Status  (PS)

Score | EE

0 é<ﬁ%&<%@?%én%ﬁﬁ&ﬁDEﬁiﬁﬁﬁ@&<ﬁiéo

AEEICE LVWEBIIHIREN S0, SHITEET, BIEECE> TOERIITI Z LB TE S,
7l BOFE, EHEX

BontESOEOEYOZ L LArTERY, BHO 0% LRy FOAREFTBI T,

W] e

2TV, BHOEOREY 0 LidE TERY, BEEy FIBFTRIT,

BT CHSOHFDOEDY D &ﬁ?ﬂf?ﬁk#ﬁ%if%&w Ao 50%EL iRy RACEITT,




6. BEEBLTEEFREIE

@ FRATEZIC L, BSIRGEEE SNRET 3 WIS & AR O R U IER
ROk HERIERETSICER L THLERT 2L,

@ WRBAICA D, BEXIITOFRICEER B HARA L, AELE
ThrbRETHZ L, -

@ FEREMERADO<=EXY AL FMZOWT

BEMRER D LONB ZEBH DT, ZFOREITH T > Tik, FIHUE
R (B, HREEE, %WE) OBRUME X FRECERSE., Blgr1
FATOT &, £, KBS LCTHE CT, F~— VI —S0KRELERT
5k, . '

infusion reaction 3 BN B Z £ MR 5, infusionreaction 23FR D B#’W‘C%ﬁ&l
i, EERAEERITO L b, ERAEET S ETREOREL HOIEER
THI L, '

FARIRHEREREE, TEAEEERVRIBHERER S DN EZ L B3HDD
T, AF O ERARIROR SHE P IX MRS wSieRE (TSH, 8k
T3, i T4, ACTH, M= VFY —VEQRIE) ZERETH 2L,
FFseeREE, BILERERAR D ODONDZ ERH B DT, AFIOREFHIIK
O 5 BRI ERBIC P RER®E (AST. ALT, y-GTP, Al-P, VU L EVE
DRE) #EHETDEZ &,

SIS MRARNCHERGAEZSD) SOBEERBREERL DN
ZeBHHOT, EHMCROBREORELHERTHZ L, £z, ROEFERN
RO ONTHRITIE, BOPCERBELZR T2 L 0BEE2EETHZ L,
AR OBREITI Y BEOCREFINCERT 5 L& 2 bhd#kx RKRBIOME
BhHobdZ eihd, BERRDoNZHAITIE, BRLEERITS L
B8 725 & R 2 RO [ERT & EHE U CEEZENRZ B 21T\, BEDRE
R L 2BIERABELN A BEITIE, RAOKREIFIE, RUBIBRESR

CNVEVEIORESEREBTSZ L, B, BBRRERNELCOREIZ L VEWE

RAOEEIRD bNRNGEEITH, BIBBE RNV T - USOREEIH OB
bEETDH L, |

BREM TR, LEM»EI ABE L THLEWERRRRT 2 L 3H 5, -
AROBRERTRICHEUFAORRICHICERTH I,

1R (BUE 1 IR 28 T) Bdbobh, BRRES L7 F—v 2
KELILAHZOT, AW, Bb, BHEEFEOEROEZLMEED LRI
DEBTDHZ L, 1BERERRAZEDLNHIIRELZPILEL, 1R ) VE
FOREEOBENZLEEZITO Z L, ‘

@ FEOBERBRIZEBWNT, BEEHEND 1287 L ICEMEOTMEIT> TV e
LEBEC, ARBEPILENNICERRE CHROBREITIZ L, :

10



REEREETA R4 v
Roa7n Y X7 (BisFr#Z)
(R4 : ¥4 bA—F KEEE 100 mg)
- ~RELREE~

T2 94128 (FR24E8 AKET)
BAREE |



A i M

B

Ui
AFORE. 1EREF
BRIRFGR
FEERIZ DU T
BENBRLIRDHBE

BREICBRLTERTNEER

P2

P4
P8

P10

P11



1. XL»IC

| EEROEE - REEORROLDITIE, FATESCE SV EBEERERBRD
b5, S5z, IEEOREEROESRITL Y, MEEEMLZ EOEFN2FTRIERAE
FEESAERBENDHTT, 2 bOERRFEICKHERBEICRET 2 Z LAREO
HEE L 2o TR Y REHEES L wEO LRSS 2016 (FRK 28 45 6 A 2 A BIRERE)
ZBWTYH, BEFNERLEOFEROREHEEZRSIZ L INTVD,

AR ER ST, BRERARREN T e 7 r A NVBBEFOERM LA L NITE
B ERHB, TOD, BHEROEREMEICET 5 BHENHSERT 5 L TORM.
 UMHERLBOBREFRIZIIILAEFSNSBEICH L THEMAT L L bIT, BIE
HARSRE LB NERRIEE L B 2 L ST —EOE 2 H T ERME TER
+THIEREETHSD,

Lo T, BHA FF4 0Tk, BREELINETRBLNR TV I ERRER -
B2 RMICESE . UTOEEROKRERFERZIETIBAP O LERER, BX
FRUOBEEEZTRT. '

BB, ATA T4 0%, BIATBIEANERRERSRRAHE, AREREARK
B pRIEE S — AR A A RN RE SR O— B A B ARRERZESOR
HDH EHER Lz, | : :

KB RBERR 4 M —FAFHHE100mg (—fR4E : a7 v ) X< (Efs
' L FMEEEZ)) .
HE L RAPRUINE « B AALPIRIER I L ARTA BB A8 R IR B8 L B
HELRAREROAER  BE. BARIZ, a7 rY X<7 (BEFHE#z) LT 1
' [E] 200 mg % 3 AR X 1 [E 400 mg % 6 JAEFFR T 30 27/
DT CRIBEET 5,
#l3%& R ¥ E - MSD A&




2. FEORKE, FRBF

FA M—F RHEFE 100mg (—R4 : /\A7u ) X=7 (BETHEHEZ), LT IR
#1 £ 3,) 1%, PD-1 (programmed cell death-1) & ZD Y F¥ F T#% PD-L1 RU'PD-
L2 LOWAREEEMET S, e MblgGd4E/ 1 —%JWMZIST&;é

PD-1 B8 13 T MR EREE» DN 5729 75%#111}1@75:%%#53‘:&%# il
AA v FC, PD-1 i, BEDRBIZENCEEE T MROMBRREICERL. HEA
BRI E B O ABEXITRRI2AERINEHIET 5, Thbb, PD-1 IV RER
BT LRLVRRZREECR DV T VEERACHBET 2% 8#Th 5, PD-LI
- DIEFERBITIIT 5RBEIXDOTHTH I, Z<ORAMIRTIE T MIEOBE 2z

BHIFLCBENCRE LT3, PAMBIZEIT S PD-L1 OEREIT. BHias. BikE.
FrmRaE, JREEE. PE/NMRRRAEE 2 & DRk % R A TFRT ﬁl%’c Hy, BEFER
& @*Hﬁérém#&ﬁténfwé

BN A DEERE T & PDL1 BEOMEEE, S, PD-1 k PD-L1 OEH IR
 DHRFEREICBVWTEERREIZHES Z 2 BARREN TR, iR ABEROER L
LTHIFFENn TV A,

AFX, PD-1 & PD-L1 RO'PD-L2 O Y F v ROREEZEETHZicky ., BE
BANBEDOEESEENMIRESE T VU SR B s, HEEAE» BEEL
T5Z L THIEEDREHET S,

FHOEREFICE S BEOCRERIMNC X 2BIERER S bbh, EEXIIETIC
ELAREMEN BB, RFOBREHRORERICIT, BEOBELHOIT, BRENR
DoNHEIE, BE LEFRIIS U EMN2AHE L RBR 2 oEM L EE L TE
B2 BRI 21T\, BE DHRBZRIIC X BRIER R BEDI S BAITIE, BIBRE RV
L EIOBEEDBE R IME 21T 5 VERD D,



3. ERERARAR
DAL ERER ICHEE L 2 BIR EIERA ’EE&RE%J:&’JE DOAFFFICFHE Z1T - 7157‘@
FERRBR DB Z T, :

(H2hiE]
EpEFES MR (KEYNOTE-045 3UER)

75 FF R 2 EDLERER 2E T 3 RETETHXIIEBEORE ERERE
542 5 (RAN 52 Bl 2Ete) xR, A% 200 mg 3 BREIFEMR (LT TQ3WI &5, )
BEOEEROREMEN, LBEIE (7 V) #3E0, FEFFE/AXIX vinflunine)
2ERBE LTRR S, 28, EGRFHETREETIRD bNTEEIT, BEET

ERTIERPRD Bﬂf;v\%wmﬁé’mﬁi’ LT3 BE TR, REEOE & ©
RERETHIRDbNGE ’CK%’J@?’;’ZE— PREGET D T L WREERE S, TEFMEEHE X
SATFEIR (0S) ROMEMEAGIRE (PFS) & &h, AFNIIFRELHE LT, 0S
PHBCEELL: RI1ERUCKD .,

1 FSFTMAEEDLBRE (—RIER RORBETEROLAE, RO S FFHAEZET
KRBT X B - I RBMLERES 12 7 A UUINICES L BESEAAN b,

*) : Z#LTIL vinflunine liﬂi@(:’g'c*&éty) RIZVEZFEAXZIFEZFEALONTNEEIRL
7o



# 1 KEYNOTE-045 SREXD A ik R

7l 200 mg BRI
Q3W
. . (270 41) (272 fi)
osf ofE [A] 10.3 7.4
(95% (S HE X E) (8.0,11.8) (6.1, 8.3)
NF— Rt 0.73
(95%ERRE ) (0.59, 0.91) -
| P s 0.002
PFS hRfE [A] 2.1 33
(95%EHE X ) (2.0,2.2) (23,3.5)
NF— RHE 0.98
(95%{EHRX ) (0.81, 1.19) -
P s 0.416

100 7
90
80 -
70 1

£ 607

B 50 7

ﬁaw
301
20
10

: Eiﬂl’aﬁﬁﬁffﬁﬁﬂ“f@?“—& 2016F9R7TAA Yy bZT
. BRI Cox WHINF— REF A L 54[:%7%1%& DLhE
BRIe ST I RRIE ,
: RECIST WA KT 4 > 1.1 B ES < RS H S 2

w—— I AWCNG QPN
i 2 73

ety g

0
0
at riskB% ‘

AF200mg QIW
(LR

T T T Y T T T R T T TR TR T R I R T I B T TR TR Y A T S TS T

12 14 16 18 20 22 24

2 4 6 B8 10

TSR ITIITIII

S£rm A]

270 226 194 169 147 131 87 54 27 13 4
272232171138109 89 55 27 14 3 0

[N

B 1 OS ® Kaplan-Meier Hi## (KEYNOTE-045 3B)

(Y
6 0



[Zet]
ERRERBMARR (KEYNOTE-045 HER) | ~
HEESUIAABE 248/266 1 (93.2%) R UMLAEFRIERE 250/255 B (98.0%) (ZHH b
. BRI ZNZN.162/266 ] (60.9%) RT*230/255 i (90.2%) IZRB® biie, &
HIBECREEN s%ULORBHERRTROLBY ThoT,

2 BEEMR 5% EOBER (KEYNOTE-045 BB (RS m)

BERIXSE (SOC: System Organ Class) wﬁﬁﬂ(ﬁ?
HEAFE (PT: Preferred Term) - 26651
(MngRA ver20-1) £ Grade Grade 3-4 Grade 5
2BER 162 (609) | 38  (143) | 4  (L5)
HNOWEE
RS REIE T 15 (5.6) 0 0
_______ AwwmE | o
Fal 24 00 | 3 11 0
L ED 29 (109 1 0.4 0
S A HRER L UBREHMORE :
b 15 5.6 | 1 0.4) 0
I 37 (13.9) 3 (1.1) 0
S T : e
REHE L UREES .
BERBLR 23 8.6) 0 0
EER IR THBEE : ~
T D EERE . 52 (19.5) 0 0
%5 ) 22 (8.3) 1 ©0.4) 0

:

72, AFBICB W CRIEMEMRRS 10 f] 3.8%) . KIBK - BEOTH 741 (2.6%) .
RIEE (X5 - SAU—EERE) 141 (04%) | FEEEE 14461 (53%) . FRR
MEAEEE 23 ] (8.6%) . BIBISAEREE 161 (04%) . BHMEREE (RMEMEILEER
) 14 (04%) KU infusionreactionl ] (0.4%) BWH BNz, o, HEORBRE
= (RRRBIRERR, AN, FRNES) | TRARERE, | BUERR, Kk,
s - MR, BEMESE, L. MY - BIEK. B YO Bk, ki
RO MR . YA MR & OFRSEERE 1580 b 7ehs o Te, ASBIVE IS BLIRIRIZES
EES (BAREEERLED) PaUEHRREELTT.



(R - AE]

AENOBEAEYBRET LV EFIHA LIZY I 2 b—3 a3 itk Y., £& 200 mg %
Q3W, 400mg % 6 BEFEMR (LT TQeWl &5, ) XiX 10mgkg ((AE) % 28R
MR (T TQwi 25, ) THRELEZEOFF O LETRERRE SN, 20Ok
R, AH 400 mg & Q6W TG L =BROAF D EERBIZHT 5 EHMBHRE (8
T TCavgss] &5 ) 13, AH 200 mg % Q3W TRE LIZEED Cages L BT 5 & FHI
Ehic (FHR) . £, &% 400mg % Q6W TRE L 2BOARF O EFIRBIZ BT 5 &%
BMIEFERE (LUT [Cuassl EVV9, ) 1, A 200 mg 2 Q3W TIHRE L72FED Craxss
LB L THRELZRT L TFRISNEZLOO, BAABB B TERERAER ST
DR B TH54H 10 mghkg (FE) & QQW TERE L7ZEED Cuaxs & LB L TE
EEZRTLTFRshE (FTR) . Sbic, BREAERE 2 XIRIZAHR 400mg % Q6W
THRE LS EHRRER (KEYNOTE-555 BB LV B L -ZRIEICE S Rpdhke
RNIA—FE V2 b= a LY PRI L RIBIRE T A — & LE LT (FR),
MZ T, WEOBEICBIT 2 BRRREBEICESE | AFOBRER L A3 IL ek
EDBEZBREFT 2BRBEIGE T VABE I, £% 200 mg & Q3W Xii 400 mg %
QW TEE LICIROBRER & AHMEN T L e L OBEIZ SV TR Eh /R, £
RO - AEOMTEDMR CEZSMICHEREZR TRV & FRIS L,

83 FHORYBIR T A —F

A - H!E Conax Cog Cin Conaxss Cavgss Coin,ss
(pg/mL) (ng/mL) (pg/mL) (ugmL) |- (pg/mL) (ng/mL)
200 mg Q3W! (58-2?;9.7) | (27.%?38.1) (17.1:.118.3) (91.%?54.1) (49.?,).;1.0) (302??1.4)
400 mg QEW! (12;,2?24) (32.?)?;2.7) (10.11(,)'160.8) (14221;49) (50.51(,).57 13) (19.?;?;0.9)
40(()£§J1Qﬁ6)w (1351.36,6'10;6.4) NA (14_11'?;4) NA NA NA
|10 mg/kg Q2WT| - (21%,2(2)23) (14;?41145) (11}/,1 ?21) (421,2233) (27?;,7382) _ (19_1,,9300)

t:0=2,993, 100 EDL Iz =Yg LV EHINEEMEEORRME (2.5%K,97.5%2) | Cmax: FIEE

ERORBMIFTRE. Cap : NEREBROFHMEFRE, Con: PEBREE (VA 2712 BEH) ORELE
EP%E\ Cnax;ss Hﬂ:’ﬁ%ﬁﬁw—ﬁ#j%%%m%qjﬁg\ Cavg,ss : Eﬁ'%ﬁ%&:ﬁ”‘émﬁjmﬁq:ﬁg\ Cmin,ss . E#%%‘:
B 3 RELFEFRE d

156 BIORMIHE (95%EHEM)

§ : 41 GIOBRTTHME (95%FREFH)

NA : M2 U ‘



4. WERRIZOWT

EESME L LCHEARERE (SARE) ARELA TV D b, YRELE
B ERTE AR THAINERD D, T0O LT, AFOREIEERBE LD - &
L, AFOBEIC L) BELBERAERE L BCHST 2 Z L ARERD, BT
OO~QDTRTEWMIETHERICBWTERTIRETH S,

@ HERIZOWVWT

@1 FTED (1) ~ 5) OVWTHLIEETIHERTHDZ L, :

(1) BEBBRENEET 2B ALRESEIARES GEERRS ABREEL R,
HBIRAS A B OB HE L AR . ﬂﬁm&ﬁ%f&&a

(2) - K EMEEIRPE N

Q) BEFEMENEETIBADREERRE (BARREREEREE. BARRKESE
WA, BABRESIEERLR Y)

(4 ARIEFRIEEZR ﬁbf%%m%%&m%IXiﬂ%m%&&m%zwm SR ELVE
R EHEITo TV AR

(5) FHEMEEAAGEEMEORERERICRD BHET> TV DR

D-2 E%L&ﬁ@k#ﬁ%&@ﬁ@ﬁ%ﬁﬁ@%mK+ﬁ&ﬂ%kﬁﬁ%%o@%
(FEOWTNACEY T AEM) 28, YEREANOFRFIICETIRROBELEL L -
TEEIhTWEZ L, :

=

. EREEE 2 EOTMAHERET LIRIC 5 B0 EOR ABROBRTHEY
FoTNBEE, 55, 2RPLEE, SARBRELE LEEREREOREY
fTHoTWARZ L,

o BERRFRER 2 FOVMPMEZET LRI 4 £LL EDURIBAZFE ORIRTHE
ZToTBY. 5b, 26LL LR, R%L&F®#A%%%&%aﬁ#b%ﬁ@ﬁ
RBHEZIToTWVWDH T L

@ BRNOERSEREROEHIZOVNT :

EEDIERERNETIEEENEBIN, BECENLOFRER., AE K
SMEEFHIEROETER VEMSIZAT 5 FHRME AEFESRE LEREORE
BB, ERELHITITON D ERINES TS L, |




@ BUER~ORISIONT |

@-1 MERRERICET 3 EH ' :
MEMMRBSOEELRBERNRA LZEIZ, 24 REZEEHRIOT., ¥EZHERX

IOEERR IR\ T, RE LEBERICS U TARSEE Y CT Z0RIEROERNI Y

ERREOBENY BFIE L, EBICHEARRREHPE-TNEZ L,

®-2 ERRFEICL 25 BEERANIGICET 524

BABRICEDAEMN2ABRIOEREEZE T IEREREEEVRIERT=F 07
EEOEROAY ) —= VT ETVERE L ERE A TE 5T — LERFHIVE
HENTWBZ L, 2B, BEEEIZOVWT, PABE L ZOFKRICTZICBAMEINT
WwazZeé,

®-3 BWER OBMTLR B LT, - ]

BIfER (REMMERICMEZ, KB - NB% - BEO TR, FrlaES - muHm
B, BISERE (RETHEEEEAS) . NAWEE (FRAMKEES. FRESE
e, BIMgAREE). 1 BUERR, 5 &0 BA, Bk - REGREE. Bk, BEEOK
JBIEE (hEEERERRADE. SSRERERRE, SHAK. EXEES). infusion
reaction, 7% - BEIEK . EREMENE, MREE (X7 - AU—EREHES). LH%.
EERMIKEE (/I MRIR EEEDR, RN, FREFRE, EEAIRES)
MBREEERR, B O LT, YR b BEREE St H 5 2 EH
YEEL EUEROBEORRICEL TEERUXEL ST OB EHEISB L) |
EHICENRAEBNTE ZEHNEoTNWB T L, )



5. REMBLARDHBE

[Eohitic B+ 2 E=E] |

Q@ 7I73FFEREESOLPRERY AT 5 RETEITHE X IEBIEDRE LRED B
%K%WTKﬁ@ﬁ%ﬁﬁﬁﬁénTwéo

® FRICHST B BE A5 ARIORE R OEA SR ST, AR OE S
RS SNTELT, AAOREHRLBER,
o FIFFREIR AT LEREIC X B RIREO RV EE,
. FROWEWRE,
. MOREMIEER L OB,

(&t T 5 5E]

@ Tﬁuwé?éﬁﬁkowfiﬁﬁwﬁgﬁfukéhfmé Ehb, BEET
bhrnwz e,
. ﬁﬁwmﬁhﬁbﬁﬂfwﬁﬁﬁw%éﬁﬁ‘

© MERIOTEIC BT FRICH YT 5 BEIC OV T, FFAORSITHES L2

B, MOBEERERRVEAIRY ., BECAREZERTIZLE2EETE S,

. %Hﬁ%ﬁ%@éﬁﬂiﬁ&@&é%ﬁ

. MREGRECHEEY bé%%&uﬁ@&@ﬁ%ﬁ%ﬁﬁ%m%ﬁ%ﬁ
%@%L*Fﬁﬁkm$6héﬁﬁ '

. HBEAERBEOAH. ULBMEMARE L IXERED A DREREDBEED
HHEBE

. W%@ﬁﬁ(Lmﬁmmﬁﬁﬁ%aU)mﬁé%ﬁ

o OB IBEREEAT LIRS

e ECOG Performance Status 3-4 VD BEHE

&) gcoGg m Performa.nce Status (PS)

Score | E2%

0 | AL BRI EBCE 5, BRAL AR RERSRIREITX 5,

BRI LWEBIIRIREIN AN, SITHET, BERECES TOERIRITI 2R TE D,
Bl BORE, THER

BT TEYOFDED O LT _XTHEEMEEIITERY, BHD 50%A LIy FATEI .

BONEZESOZORY O L LATERY, BHO 50%UEE Ny RARF BRI,

AW ] -

£ BT RV, BOOEOEY DI LITEL TERY, BERNy FARTFTRIT,
10




6. HEZEBL THERTREER

® ﬁﬁii%kMM.%L%m%%%%#féﬁﬂ%;EoﬁﬁﬂoﬁE&UﬁEﬁ

. BAolbit B ERETHICBEL THhOERT AL,

@ BEBBICEN D, BEXIIZORRICADERVERELZHABHAL. REZE
ThbERETHZ L,

® ERBUERDO<RT AV MTOWT

BEERRERD DN Z L RHBDT, AFIOREIZHT- - Tix, HIHE

W (B9, MRk R, SE) OmEREUIET X BRECERS, B8+

BEATHZ b, Fe, HBTSUTHE CT, MiF~— 1 —S0RELERT
L&, '

infusion reaction 28% H b B Z L 23 5, infusionreaction NERD BN

X, EERABEITO & & biT, EERBEE T2 E CREOREZ 4 ﬁé

TAHZ L,

@ﬁﬁﬁﬁﬁ%\TE@%%E?&@@%&?ﬁiﬁ%Ebna LBHBD

T, AKIOR 5 BIARTR O S8R I E 00 IC NS ISEERE (TSH, - 8

T3, 5t T4, ACTH, M aNFy—LEDRIE) 2EETHZ &, .

FFREREE . LR E AR D bbN 3 Z e RH 50T, AFOBEHIENIL

O S8R IR A0\ FHEBER ZE (AST. ALT. v-GTP, AP, BV A%

DHEE) 2EET DL,

BU OBk (ITRARMIYEREL 2 ED) SOBRRREERSH LD
:kﬁ%5®f EHRCROREORELERT 5L, £ IROEFEH
B NP AITIL, BN CERREE SR T ) BEREETH L,

Kﬁ@&%kib BEOKERIGICER TS & &2 b dkkx RRBCHRIE

BB LRhE, RENRDONEEEITIE. BRLEERIIS U

BEMRY R & BRR R FFOEM &EE L CEEAZENRE 21TV, BEORE
Rz L 3BHER SR ON 2 BEITIE, RAOWKREXTHIE, RUBRIBRESR
NEVRIOBREEEERTAI L, 2B, BIBRREFNVEVOREICLVEWE
A OBENRD bR WEEICIE, BIRREFRNVE VS0 REIEE OB
LEETBHZL, |

- BRERTHR. BER» OBV ARB L THLEWERRRERT I LRH DD

AR OBEEXRTHRICHEERAORBRIC+ATERTHZ L,
1@%%%(%&1@%%%%@@)ﬁbebh\ﬁﬁﬁﬁ#b7vk—yx
REZZERDHZ0OT, B\, Bd, BHEEOEROERLOIEED LR IZ+

SEETDHI &, ”ﬁﬁf@ﬁbht%AhiE$%¢ib AVARY B

HoBEZE0ETLOEBEZITHI Z &,

@ FAOREKRBRIZEWNT, &EREND 9 BR. ZHLUE i?)‘z"a‘-ﬁﬁﬁ“b% R
6 BRAMR, &E5HA»D 1 FLURL 12 BEFR TEMEOFHEZIT> Tl
EEBEC, AHRETIIESNCEGRE CHROMREITI 2 L,

11



REEREET A K514
RATRY XvT (RETHERL)

_ (RFE4 : ¥4 M—F ST 100 mg)
~EEE~A 70T 54 FREEE

(MSL-High) %% % B~

| TR3IOF12A (BR248 AU
B '



AN ol S

BR

LB

FEIORE. FREF

% PR AR

HERRIZ DT
BEXRGLRDBE
RECELTEETREEHE

P2
P3
P4
P10
P12
P13



1. IICHIT ‘

ERTOAE - BEMOREDTDITIL, TMTXESCESWICHEIERER P RD
bid, Ebiz, EEONZFENOESIZ LY, REERMLR L OEHRRFTRERE
FEELPEKRENDFT, 2hbDERESRZEICHERBEICRMETS 2 L BBREO
BREEL 2o TRV REMBOEE &y ARG #2016 CEARL 28 42 6 A 2 B BRBRE)
KBWTH, EHHMEERREDOFERORBIHEZRL L EIh TN, .

FHRERBFERRIT, FBRERSEEE a7 7 A VHEBEFOERRLEALNCE
RABZLNHB, DD, FIERTELMICET 2 ERB+AERT X TOM,
WHEKROBELZBI R Z NP/ INIBEITLTERT S L L bIZ, BIE
FRBRHEHR LI BICLBERRINE & D2 & AN ARER— E@%@%ﬁt?@ﬁ%%fﬁ%
CTBILNEETH D,

Lo T, BAHA FTA4 T, BREMECZNETI /B BTV B ESIEAER) -
B RMICESE UTORRROEBERFERAZHEET BN OBLEREHE, B2
FROBEFEETT,

TR, KTA FT7A4 U0 ZEiﬁﬁ&‘AE%unEﬁ%aﬁ%@%ﬁ%ﬁ NIEHEAEANB AR
ﬁ%@%iﬁ«ﬂ%ﬁ@&Aﬁﬁﬁ%WﬂE%&U &ﬁ@%AEKﬁ%ﬁ =)
Db LAERR LT, )

w5 e RBERM ¥4 M —F RIEHE 100mg (— &%-«A7mvzv7(gh
FHEHLZ))

HE L ROMEIE | BAACEEIER \CE LT - BROBEE~A 70 )F 54
MRZEME (MSIHigh) A5 2EME (FRERIaR mEE 2
BAICRS) 4

HELRARBERVOAE : BE. RARIZ, *a7ul) Xv7 (EEFE#RZ) LLT 1
[ 200 mg % 3 AR 15 400 mg % 6 BRHHFE T 30 554
DT RBFHET 5,

B 3 BR 578 % & MSD %S




2. AEIORK. TERKAF :

A PV—F AT 100mg (—R4% a7 u) X< (BEFHEEL), BT IK
#] £ 9,) I, PD-1 (programmed cell death-1) & %DV HY KTéH 5 PD-L1 KA PD-
L2 & OFESZEERET S, b MbigGd £/ Ju—FAHETH B,

PD-1 fRB& 1 T MM B RS 2 b Yk B 7o DIT S ARIBR 3FI B 3 5 = 7n S e il
AA v F T, PD-1 1%, BELREBIZBWCEER T MROMREREICEKRAL, BEA
BERISE B O ANEX IRR 2 aE RN HET 5, 377205, PD-1 XY T Nk
BB LI L VHIFEZRKIC LBV ST VEERAICRETAZAKTH B, PD-L]
DEFMEBITBIT DRINIDTHTHEP, S OBAMIBTIE T MROBE2Mx
BIZEBRENCRKBE L TV 5, BAMKRIZRIT S PD-L1 OFETIL, B, BiE.
JFARARER ., DRERE. JE/ANHRRRRIRE R & D& B ATTFRAREFTH Y | RVAETFE
& OIS HRE STV,

BEONBADOEKRTH & PD-L1 FHEOHEEM) S, PD-1 & PD-L1 a)#"ﬂ% FXER
DHRBEREICE VW TEELRRFZHE Z ERRRINTRY, %‘TTJMM/ZA%@%“E’J &
LTRSS T3,

AFiZ. PD-1 £ PD-L1 EONPD-L2 O Y H v FORBAREETHZ Lk, E5
W NRED OERSEAMIREENE T.) Ve B LS8, MEEREZBEEL
TH L THIEENRY RET S, |

AFIOERBFCESGRAEDRERISIC L 3BIERZERH bbh, EESUIRLI
ELWREMER DD, AR OREPRUHRERITIT, BEOBREZ LTV, BEFR
»ENIEAITIE, BRLEERITS Lt%F%E’J&%ﬂ%&Mﬁ%ﬁoEBM@% LCE
2ERRE 21TV, BEDOHRERC L 5BWEARRPNZHFAIIT. BIBRERLV
EVHIOREEOREE 2B EITI LERD B,



3. BRPRARE

B AACERER ICHEE LT - BROBEE~A 7037 74 FPARERE (UT

MSIHighl &\V5.) 2A+T3EME (EEALREENREREEICRD) DOERE
Il 21T o e ERBARRBROBE L 7T,

7235, [MSI-High &5 % 8% 2B L T, TPCR AT X Y MSI-High & HE S hiz i
#| #ERTAHE PF3E) 2% TMSI-High (PCR ) 2FT5H8%] LRLL. DNA
IR2 y FEEREORIER DS FEBRT 2546 (KH), J7205PCR KL LD
MSI-High X i3sefibesets (BF, MHCI LV ),) BT LY I Rv v FEHHNE
DKRE CLT TdAMMR] &V 5,) tHIEBEShBE 2BMT2HEAICIE MSIH-High
HT5EE) LRELE, HCHEC L3 MMR RZE & PCRIEIC X 5 MSLRED—E
1% 96.6~98.7% BV TH D LERRESH TV D, |

(A %hiE] |
OERI;LFSE DB (KEYNOTE-164 3ER)

7o) IV URTESEEA, XYY ST FUROA Y T EBEKTY
IZ & B {LERIER D b 5 1B IRR R ElT - RO dMMR Xit MSI-High (PCR #%)
@) BT AR - ERERE 616 (AAANTHIZED) ZXEIT, &K 200mg3 &
IR (AT TQ3W &\ 5,) BREOEDERCEEMPRF SN, 2B, EEFF
M CHRBETINRD b FAIC REETERTERSRD b2 VW EOBRKIICE
EL TV BRE T, RELEOE G TREEITHERD bhd £ TAR OS2
T AL BAREE Shfe, EEMEER ThHERE [RECIST HA FF7 A~ 11 1R
WCESL RRHIEIZ X 55ELED (CR) XiIHnED (PR)] ko0 T, ARRBRIZE &
SN 61 FIDEREEE 1D LBY Thol,

1 1 indor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27: -
. 1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J Mol Diagn, 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

) pEgngeic BT, HC HBIC X Y I A<y FEE S /32 Th 5 MLHI, MSH2, MSH6 Xi% PMS2
OVTNIADORHEENED bR RVEEIC dMMR, PCRIEIZE Y 228 D<A 70 $7 54 b<w—0—T
T BEFEOY A ZAOELAKRE S W41 MSI-High (PCREE) LHESh,

4



%1 BARAMRRUESSE (KEYNOTE-164RE)
(RECIST ver.1.1, AT REMSE, PRUE, 2007E£2 A 10BF—F Wy b F7)

s L FiEx (%)

RERAHR 61 B! 39 {512
TEERED (CR) 0 0
#H2ER (PR) 17 (27.9) 9 (23.1)

%Z7E (SD) 14 (23.0) ' 10 (25.6)

#1T. (PD) 28 (45.9) ) 18 (46.2)
HERRE (NE) 2 (33) 2 (5.1)

#%h (CR+PR) 17 9
(EHR [95%EERXA] (%)) (27.9 [17.1, 40.81) (23.1 [11.1,39.3] )

*1 . AEEBATERER., *2 : AT RERD 9 b MSI-High (PCRIE) 2H T 58%E.
*3 . IEFETE

- OEELFE DR (KEYNOTE-158 35)

—WIER L L CEERREERIEED b 5 ISB IR REEREST - B0 dMMR XU
MSI-High (PCR ) &2 2&/45EMEEE & 28I, &K 200mg QW REDH
PER VR EENRF SNz, 2B, BRIHME CRBETHIRD bILBEIT. KEE
TETTIERBR® bRV EDBRRNICEE LTV 5 BE T, KEILIEOEHFHf
TRBETRRD b3 E TEHOBRE LT 2 Z L AATIEE S, TEHMEER
THDHEFHE [RECIST VA T4 > 1.1 fRIZES Pl L 558255 (CR) X
TEEAES (PR)] 120V T, MSkhigh & 2Wi Sz BICARBRICBE S iz 83 %

(FN—7K) OFERITE 2, FRBRICBE I N 94 FISICBIT 2 BERN OFRERITR 3
DEBNTHoT,

%2 RBRADHREESR (KEYNOTE-158 a&\ IN—7K)
(RECIST ver.1.1, FZEMBATRREME, FRHE, 2007E 4287 —F v bF7)

- BilEx (%)
EBRBRAEHRE 83 Bt 28 i
4% (CR) 4 (4.8) 3 (10.7) -
- HsaEZ PR) - 25 (30.1) 8 (28.6)
ZE (SD) 20 (24.1) 3 (10.7)
1T (PD) 24 (289) 9 (32.1)
HETREE (NE) : 10 (12.0) 5 (17.9)
=% (CR+PR) 29 11
(2% [95%EERE™] (%) (34.9 [24.8,462]) (39.3 [21.5,59.4] )

*1 : BT RER, *2 BT IRER O 5 5 MSI-High (PCR L) ZHT28%E.
*3 ; IERETE

@) BB LI AT I e S A—7 R T MSI-High OETERBRE 2B AN N—T K hr b
B&h. JA—7 A TIIIFE (BELEE), /72— B TiHEEE (BERVBEORE), =721
7y —F—EREEERRL., FA—7 C Tk, BE, ME. BB EREUEBREROMENSWE
E (BB SERARNSWEE) . A —7 D TRFENEE (AERVEEEEEZERL).
TN—7ETRFEER (RELERE), 7V—7F ClifeE (RELRE). ZV—7 G Tid/Makah
B, IN—7 H CIRFREE, ZA—7 1 TRERBE. F1—7 ] CREERE (REXIRERERT
<), ZA—7 K Tix MSI-High 25875 ERE (B - EREZRL) BESERANL BN, T —
7 A~TICB G E NI BE O MSI-High I25W ik, L AT T 4 TR L YV HES N,

5



3 MSI-High 43 3 BRBOBER 0EFFE (KEYNOTE-158 RE) :
(RECIST ver.L.1, AP RE RS, FRHIE, 2017E4 A 28T —F Uy hFT)

iR (%) =% (CR+PR) FIE (%) =% (CR+PR)

e o Bn | ESE W) T s (EBE %)
FENRE 24 (25.5) 13 (54.2) 11 (282) 6 (54.5)
=E 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/B 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FiEE 10 (10.6) 1 (10.0) 1 (2.6) 0
REE 9 (9.6) 2 (22.2) -4 (103) 1 (25.0) -
BB RER 3 (3.2) 1 (33.3) 0 ‘ 0
W2 3 (3.2) 0 -1 (28 0
/N B B 3 (3.2) 2 (66.7) 0 0
TESEE 2 (2.1 1 (50.0) 2 (5.1) 1 (50.0)
RN WIEE 2 (2.1) 0 0 0
R RE 2 (2.1) 0 1 (2.6) 0
R 2 (2.1) 1 (50.0) 1 (2.6) 0
R RE 1 (11) ‘ 0 0 . 0
IRELE 1 (1.1) 0 0 0
[EIAYA; -3 1 (1.1 0 -1 (2.6) 0
% e 1 (1) 1 (100) 1 (2.6 1 (100)
VR AR 1 (LD 1 (100) 1 (2.6) 1 (100)
PRE 1 (1.1) 1 (100) 0 0
BERIER 1 (LD 0 | 1 (2.6) 0
Rk 1 (1.1 1 (100) 1 (e 1 (100)

*1 . AEMERENTRHRER, *2 BRI NSRER O 5 b MSI-High (PCR ) #4871 58%



[Z 4]
QOEBLRE D8R (KEYNOTE-164 RER) _ -
HEZLIT60/61 41 (98.4%) 12, BIMERIZ 35/61 61 (57.4%) TR bhiz, FHEHRE
B 5%, EDBIERITTROLBY ThoTz, A
#4 RHEBR5%UEOBHER (KEYNOTE-164 8K) (Z2MEARITN ML)

BERIKSEE (SOC: System Organ Class) i (%)
EAFE (PT: Preferred Term) 61 41 |
(MedDRA ver.20.1) 4 Grade - Grade 3-4 Grade 5

7

k. BIEHIES 16 (1.6%) . EEOKEREE (RERERERR. 2B,
ERBIES) 141 (1.6%). FIHEEREE 3 41 (4.9%). FIRIREREREE 261 (33%). BE
%3G (4.9%)., fH4 - BREURRMIREE 1 61 (1.6%), BXZ - BEIRZKR 1 B (1.6%) 3B H
Nz, ¥, Kigsk - BEEOTH., HEEE (X7 - NV—EGRES) . TEMEER
= BIBHEEREE, 1 R, BREREE (REETHESEEAS) . EEHEE. O
frde. St/ MR EERR. B, FRIEBRE, infusionreaction R NG E D
ERITERD bR holz, ABERARTRAIBEESES (BAREEEEZED) 28
DERRETY.

© QEBELRSE IERE (KEYNOTE-158 FER) ,
 HEBESII. 919441 (96.8%) 12, BIERIX, 58/94 il (61.7%) ICRD bz, FHH
RN S%LLEOBIERIITEDO LB Y ThoTz, ’ :



5 RIERNE 5% ELOBWER (KEYNOTE-158 38 (R4&tkMirssaM)

S2ERIKSEE (SOC: System Organ Class) Flgk (%)
FAZE (PT: Preferred Term) ‘ 94 4 l

(MedDRA ver.20.1) £ Grade Grade 3-4 " Grade §
58 '

fods, MVEMERER 441 (43%), KB - EEOTHI 36 3.2%). MiREE (¥7
Ve NV —EEREE) 2 6] (2.1%) | FFHSREREE 8 I (8.5%) . FUIRBRIEREREE 8 171 (8.5%)
1 BUBERRYS 141 (1.1%) . infusionreactionl ] (1.1%) bz, £/, BEOKRE
MEE (REKEIREGRRE. SR, BERRES) . TEARREE. BIFEERE.
RRerEE (RMTEEEBRE). R, Bk - HUHRRE, EEGENE. LH
7. BMgE - BEREAS. SametE i/ MR ESRBEA . ?ﬁm’rz-tﬁm; FRERBR OS5 B
IR b e o, ABEARRRILIBEFSR (BRREEREZED) 2808
FHRERERT



[FiE - AE]

AROBEARDBRETAVZFA LY I 2=V a itk v, FH 200 mg %
Q3W, 400mg %z 6 MM (LT TQeW) &5, ) Xit 10 mgkes (FE) % 238/
FIRE (T TQwl &5, ) THRE LEZBROARAOLEFRESRI SN, 70Ok
. AHl 400 mg Z Q6W THRE LEEBEOAFOEFIRIBIZI T 3 EHMEFEE (U]

T TCagsed 2105, ) 1%, AHI200mg & Q3W TRE LI2BED Coge LIBBT 5 & FH
Sz (FR) . E72, AF400mg & Q6W THRE LEOAF O EEREICBIT 25
RIIMEFRE (LT Camssl VY5, ) 1% AH 200mg 2 Q3W THE LIEEED Coacss
CHBLTREZTTLTFHINZLON, BEABRBFIZBWCERERBE ST
LHIE - BETH 244 10 mg/kg ({ZI:E) T QW TEE L72BED Craxs & B L TIE
xR EFREINEZ (FR) i, BB AERE X RIAHF 400mg % Q6W
TRE L B HERR (KEYNOTE 555 B L VB LN ERMEICE-S S gk
NRIA=ZF VI ab—va R D FRILEYERE AT 2 —& L L (FH),
Mz T, BEROBEICBI 2BERREFICESE, AH) @ﬂ%ﬁrég & B TR
L OBEABRET SRERSTSABHEE S, AH 200 mg % Q3W i 400 mg %
Q6W TIRE L7-ROBREER & A X idE et & o] ;Ob\Tiﬁﬁéhﬁ_F% +
ORI - FH;@FEE]'C%}JJ TR ORI LRZER IRV EFRE L,

6 FHORYBIR T A —F

[ Con Cove Crin Crnss Coss Crins
(ng/mlL) (ug/mL) (ug/mL) (pg/mL) (ng/mL) (pg/mL)
200 mg Q3W (58‘55?'519_7) (27.27:158.1) (17.18?.11 5.3) (91.97?'984.1) (49.55;(,)?1.0) (30.3;?'391 4)
400 mg Q6WT (12;,2?24) (32.?)?;2.7) ( 10.11(,).160.8) ( 14221;49) (50.51(,)'57 13) | ( 19.%2(,)'230.9)
40(03%4%“, (1351.2,6'10316.4) NA g 4.1:, ?i- 2 NA NA NA
10 mg/kg Q2W! (212,2323) ( 14;4‘1145) - (11;1?21) (4212233) (2727382) ' (19;9200)

T:0=2,993, I0EDY I 2V —va /T VEHSNERMESEDFRIE (2.5%5,97.5%4) . Coa : FIEIE
ERORBIEFRE, Cog: MEREEOTHMERERE, Cun: NEBREE (F1 702 &E}ﬁu) DOEAK 35
FREE, Craxs : EERBICRIT 2RBEMBEDBE. Cupss: EEIREIR m&aﬂ;ﬂrﬁlﬁqﬂ(&)ﬁ Cuinss : EHIREBIC
BT 3 EEmEPRE

1 :56 BIORMEBE (95%FHEXRE)

§ : 41 GIORTFHE (95%FHE/E)

AEERL




4. BERIZOWT , '
AREM L LTHEAERTICRT 285 - EREZR< MSHHigh 285 2 BEREIC
iﬁ'éﬁﬁﬁk BRENBEOLN TV, AREZED, EXR Y X7 ETEHE RMP)
ICES L FHOERREZLEMERBE~OBAERS H 2R TH > T, FHORER
BEIZBEEZ2N - BEL. AFOREICI VEERBERZRR LRI T 2 Z
LRBERED, UTOO~@DTRCERETHERICBWTERTAIRETH S,

@ MHRIZOWT |

@1 TE@(U-G)®w#nmLM%?5m RTHDHT &,

(1) BEEFBREIEET 2 8ABEEELR b (ERIE T IR A AR L R IR
MRS A RS ROE L RRRE, HUIRS AR R &) | '

(2) HEMRBIRT

(3) EEFRMEREET DB ADFEERE (7)%““‘1?@%?5@“]% B AR
BHREE. BABRESHEERE L)

4) SREFEREZELZREL. %%{h%ﬁﬁgﬂnﬁ1Xiﬂ%4t%¢§{£bu%:2 DR ETE

AR BB EAT> TV B MRk
(5) R RIS B ENE ORI R B B BT TV B

@®-2 -iﬂ‘%&73?Z)%:“E’HE'C“UD{E%L??E&@EM/FFE%QH#@*TFSb:+"?‘£%ﬂ%’§‘2<‘:’ﬁ%ﬁ%%
 DEHR ('Fi%@b\fﬁ’bmkpﬁé’r?‘é[:ﬁﬂﬁ) B, YRR EROARICET IRRORE
HLLTRESLTWVWSEZ L,

=

e EesEEER &z@mm%ﬁ%%WTbt@ksﬁﬂtmﬁh%ﬁmﬁﬁﬁ%&

fFToTWnWaBZ L, b, 240 kT, 75%%%?&%%:5): L BREEE O E %
FTFoTWARZ &,

. EMiGIFREE 2 @0@3@6?{*75:%7’ LI 4 B EOBREREF LTS
i, 9b, IFLL 5(‘3‘%?:fot5{"}1@&5&1@ﬁsh%%%&%’é‘ﬁ?ﬁh?ﬁﬁ@
BRIKFHEZIT>TWVD Z &,

@ BAOEERREREROKHIZONT
ERRERERICEET s EEESRE S, BESEN b OFRED, A - £

| AeMENEOEROEER CEMSICHT 5 EHRE, FEERREE LEEA0RE
B ERELHITONEEEHAESTVE T L, |

10




® BUHER~OXIHITONT

®-1 HEREHICET 524 ‘
BEMMRBEDOEELRBWEANRA LZERIZ, 24 FHRIRREREH O T, Yk X

BRI\ T, BB L BERIOE U T ABE B R U CT S0RIER OEBI®

ERREOHERVDY BRICF LI, ELICKSFIREREHRBSE>TNWEZ L,

®-2 EFREFEFICL2FEFSMGICET 2 EM '
RABRICEED 2 EMB R MBE OEKELET 3 EREEENEHERE=X ) v
BEDEERDA ) —= U T RTVERE L BB 1A TE 5 F— LAEREHINE
BEnNTOB L, 2B, BHEEHICOVT, BABE L ZOFRRICHIICERShT
WBT k. :

©®-3 BEMEROBETCRISICELT \

BIfER (REMMRERIC L, KB - /B4 - BEE O TR, SRS - BLiER
Bk, BHEEE (ROTRELERS) . NOWESE (TRARERE, PIRERE
B, BIEARAEREE) . | BRI, S L OREA, 575 - SUUSRARE, Bk, BEEOK
REREE (PENERERRARE, REREREER, STIK. EROUES) ., infision
reaction. B4%S - B, EEMENE, HREE (X5 - SU—JEERE) . DEK.
BEAMKEE Galti/ MRB O RER, WIR N, RIS, SRR |
MIREAEGER, %) R LT, YR XL BERSEOEM Y AT 5 EM
LEEL (BUEROBECRSICE L TIRERUHRER I bR EHITH B L),
BEHICEERABEN TE DEHIRETWEZ L,

11



5. BERRLRDBE
[F2hitic B+ 5 FEH]

@ TROBEI :rou\lesﬁuwﬁfﬁ’réybwén'cwé .
o BAFRERICHE LLET - BROBEE~SA 70t T 74 PREEM
(MSI-High) 87 2EME & (REN2IBR;EEREEICRD)
- 2B, MSLHHigh #8732 LiERAaT v ) A= (ﬁf‘ﬂﬂ?ﬁ&x) DaUNR=F
B (R4 MSIRZEX v b (FALCO)) 2AVWTHIETZZ &,
@ TFTRIZEYT 3 BECRTIAFORER OERFIEIC OV T, AFI OB ZhER
B SN TELT, AFOBRERRL 22,
o FFOMBIERE
o MOREMEESA L AL TR S RE
(ﬁéf&h%ﬁé?rﬁl
D TRIEHEYTIRBICOVTHAFOBRENERL SN TWEZ Ehb, BERT
bfm\: &,
. K%'J@EJ‘Z%%:%U@@E@E%&E@Z@%%%
@ HEIIOFTMIBVTTRRICH %ﬁ‘é%%kob\fi AF OB EITHRESN2D

M. MOBFBRER RGBSR Y ., HECAREZERTLIZLEEETE S,

.« BIEMRRBOSHFXIIBIFEOLBE

o EESRE CHIEE LR 5 BE R OTEEIE O BB O R GeE h &
LOMICREMENHOND BE

« BOAREBERBOEH Xi il%filﬁ’]fbﬁ L< }iﬁ%l‘ial =i Efﬁ&fﬁ%@%EE@
HBHBE

o BBEBHEE GEnSMRBERELEL) Ob5BE

o OB IIBEEEZRTAIBE

¢ ECOG Performance Status 3-4 &9 OBH

0 MSLHigh 2HT 5 ERBEEEO—MHILY VFERHTH S Z L PEESN TS (Latham Alicia et
al.; J Clin Oncol. 2018; JCO1800283). :
5) BEOG O Performance Status (PS)

Score

B

0

2 PR ERCE b, RMBILALDBARIRBE T2 5,

1

RERICE LWEBIIHEIR SN B 23, SITHHET, BERSE > TOERIITI LB TE S,
Bl BVWRE, BHER

BITURTEYOFOEIOZ & &i‘?"\T—TEEtZM’F% TERY, BRo so%bu: IRy FATBRIT,

BoNESOEOED D & LHTERY, BHO50%UEERy NOARFTERIT.

Sl

BTV, BAOFOEY 0 i3 Ty, Beky ROBRTTRIT,
12 '




6. BEIBELTHETR&EE

O WANITEZITI A, BAERTEE S RIT 5 BRI &S & A O R R OSEIE
B0 DILERERYHCEBR L THOERATB oL,

BRBtAIC S b, BENIZZOREICEDMER OEREL+APE L. RBE2E

@

®

@

ThbiRETHZL,

ERBHERDO~R VAL MeonT

BERIRBNS bbIE 2 L 255 50T, AROREITHE - Tk, FISE
% (BETh., RRERE, YRS ORBKUREX RREORES, BEt+
NATH 2 L, Fie, BECE LTI CT, Wi~ —h —SORELRNT

Bze,

infusionreaction 23&% L L5 Z L 3% 5, infusionreaction 2358 b B A
X, BEIRAEZITH & &b, IERNEET S TEREOREBL+HIC8I8
TAHIE, ,

FURIRMEEREE, TEAKERER VBIBHRERER L LN L BH 2D
T, AR O EBRFEIR R EHB P IXEMIC NS WHERERE (TSH.,
T3, #FBE T4, ACTH, M =aNFY —VEORIE) 2EETHZ L,
FFREEE., BILERERRD BbhD I L BH B DT, 2RO SBEETR
O 5-HR I EHIRICITFHEERE (AST., ALT. y-GTP. Al-P, B U L E &
ORE) FEMTBIL, -

SRR (CEREIIEERERZED) SOEEBRIRBERDLDND
ERBHBHOT, EHNCROBEOFREZHRTIZ L, £z, BOERFEM
ROLNTHEIL, BONCERBEZZ2TLBE2BETZ L,
AROBEIZ LY | BEORERNCERET S L& 2 DN 3EX REBORE
RHbbNBZ N5, BENRD ONEESITR. BRELEERICSUE
PR 72505 b RBR 2 SO IR AT & U CE IR BRI AT BE DR
R X D RIFERA RGN BEITIE, AR OKREX TP, ROBIBRE 23
NEVRIOREEZEETHIZ L, 2B, BIBREFRNVELVOREIZXVEIE
ROBERRD bRR2WEEITI, BIRRE RNVE » UAOREIEIF OEM
LERTHZ L,

BERTR, BEE»OEIABB L THLRIERARERT I ENH B0,
AFOBEERTRICOEEROFERICHHITEETEZZ L,

1 BIFERIR (BE 1 BERFZ2ET) Bbbbh, ERFESF F 7TV F—ox
WKEDLILEBHDOT, AE, B, BHZEOERORBRSCMBEEO LFIZ+
FHEBTDHZ L, 1 BERRBAELN-EBAICITEELRIEL, AR Y 8
HOBRELEOFUZANERTTH> Z &, ’

AR OBRRRERIZBVW T, KEYNOTE-164 SRERTIZ 9 BRI Z L. KEYNOTE-158 =
BRCIIR NG 1 ERIX BRI, 1 ELIFIT 12 BREZ & 2/ 0

BT TR & R BE, ARIRE T EHCEERE CHRORREIT =
& o : A -

13



BB R A K5 A
Ra7nl) X+ (BEFERZ)
(ﬂ;ﬁﬁz : %A bV—F RiEHLE 100 mg)
~ R e ~

AFEEL 28 (1248 AKAD)
B




B

RN NV

L L®IT ,
FEIOKRH. 1ERRF

FRPRAAR

FIZONT
BEXMNRLRDEE
BREZELTEETEEE

P2

P3
P4

P9
~ PIL

P12



1. IXL®IC

EEROEDHIE - BLMEORBDIDITIL, P XEEE SO ZHERERRRD
BB, ST, EEOREEMOESIC LY | HEERRR & OBHIRFHRIERR
FEELPERRBEINZIF T, INLOERSRZRIILERBEITRETS Z LSRR
BEL - TR REMBOEE L SEDEARFE 2016 (CERL 28 4 6 A 2 HEERE)
KRWTH, EFNERRSOERAORBEIMELREZ L L ENTVA,
FREARFERR, RBEAPELN TR 7 7 A AREEOERR L bR
RBEZENBB, TORD, BERERVREMEICHET 3 HRB+LEMT 5 E TOM,
UHERROBELR T3 I L AME SN BECH LTERT S L L biT B
RPNER LR BERRIRE L 5 2 L S ATi R —E OB &7 7 E R oA
TRZLPEETHD,

LizioT, BHA F7A4 Tk, BRBEERINETRELN TV IEFRFEN -
AR R ESE | UTOERRORERERLHET 2BAN DUEREMRF, X
FROEEEELTT, |
I, AHA T4 1%, MIATEIEAEERERSRRARE, ARMREARE
BREEYS. —AREEEARABRRARESRU—REREA B RBREREROWH
I0H LAERE LTz,

WL R BERELR A MV—F RFFE 100mg (—4A : AT r ) X<T7 (Eis
THAHRZ))

REEBIPETIIHE - RIGEIRTRE B 0 Bk

NBLRARERVAR : 73V F =T L ORIV T, BE. BARIEK, RATr ) X<

| 7 (BETFE#HEZ) LT, 1200 mg % 3BRMRYXL 1E
400 mg % 6 BREIRIRR T 30 & AT TRIEFFET 5,

B3 BR e ¥ & - MSDARSH:

(&%) ’ '

AT ZEE 1 mg, REESmg (—R4 : 7 F=7) OMREXIIHR. BERUH

R

= _ v

ZhAESUIIZNR | ARTREIBRR RSB O B AR ,

BERVCAE : BE. RARR T F=72LLTIHSmg® 1 B2ERAORET S,
TR, BEOWRBIZLVEEER TSN, 1B 10mgl B 2EE THEET
x 2, ’ '



2. BB DORE, ERRFF

A I A—F R 100mg (—4 AT e Y Xv T (BIETRRA) . UT X
#1 £ 5,) 1, PD-1 (programmed cell death-1) & %D Y # > FT&%H% PD-L1 R T PD-
L2 OFEAYEREETS, b MulgGeT /) 7 a—FAHilETH 5,

PD-1 1T T M AE M) DN B T2 OIS AMBRAFI A3 5 £ R EHE
AA yFT, PD-1 %, BEZRBICEVCEER THROMEREICHERAL, BTA
BRI 2 B L A LB LBRI 2R BN A RIET 5, T72D5, PD-1 XY A L
ATRI LI EVHEZSREICLE VST VEERAICHIET 22 EKTH S, PD-LI
OEERBICBIT ARRTDL TN TH . ZL OB MR TII THRIROBE ZMA D
12 EBRIICREIL LTV, RAMIRIZIT S PD-L1 OBFEEIL, BHRE. BEEE. T
AR, DFEOE. FE/MVBRUMIETR & Ok x 2B A TTHRR Elil%fa‘b D, EWAEREL
OMBEERHRE SN TV,

- BEOB A OEERETH & PD-L1 %ﬁ@#ﬁﬁéﬁ#% PD-1 & PDLI OREBIER O
AERBHC B W CEERREZHES 2 LARRENTRY | Fil 2R ARROERN L L
THFIL T3,

A#F|iX. PD-1 £ PD-L1 RUPD-L2 D\ Y H> FORBEERET I ZLick ). BE
NS O BB RIS ENE T U VR E B b S B fUERSE %ﬁ%ﬁﬂﬁ“
5Tt Tﬁﬂﬁ%xﬁ%%’:%ﬁﬁ‘é

ZIK%ﬂJ@{'EFH%Fﬂ_%fx BEORERRIC X 2EWERER S b bh, BEEXIETIC
ELAREMRD D, AHOBREFRUHBRERICIT, BEOBELTHITITV., REFPR
D LB AITIE. BELAESIOG U BRI & BB OEM L& L TE
PARENBE 2TV, BEOCRERISCL ZRIERARRLN 2 HBE T, BIBRESRIL
EUROREEOEN RNBEEITILERDH D,



3. BREERGHE
RIGEIBRAR B8 ST E B4 0 BB D AT I B 2 17 o e ERBBARRBR O iR %

A

[FzhiE]

EERIL R MR (KEYNOTE-426 5%)

{LEFRIERE O 72 W RIEEIR AR X T E B @e%é@%ﬂiﬂ@*‘“%‘fﬂiﬂ@r%% 86141 (AA
ANufleEt) 2RI, A=F=FY IR (UTF (R=F=7] L), ) 2%
SR L LT AR TRUFTLOMRAERES UT (FF/ T F=T v, ) B
DEMER OEZEEBRETT S, EEFMEBIXSETHR” CLF fos) &), )
EOEREAZHE (BT [PFS] &5, ) & &h, ZI:%IJ/T#/%J@ A=F =
TEHEBLT, OSRU'PFS 2B RICERE LTr,

*1:

American Joint Committee on Cancer R 234375817 25 < BHIIV

*2:50mg 1 B 1E 4 @HEES% 2 BREHAEK .

- *3 0 AN 200 mg 3 BRI (LT TQ3wW] Lo, ) TEIRRBEEL, 7XvF=7%5
mgl B 2E (BF [BID) &5, ) BARELE, THUF=T7ORERIT, 5mgl
B2ETERTS2a—2 (6 @ME) ULEIFERHY., Grade 2 2BZB7FVF=
TOBERBRD DT, HofED 150/90 mm Hg L FIZBFE S84, 7mgBID
~OWEETREE L, EREOREES Y, 10mgBID ~DEEL AL Lz, 7
FF =713 BHER DR, EEESICE U THREIIRE (3 mgBID, KiZ 2 mg

BID) bHEE L7,
#1 AHHERE (KEYNOTE-426 3B
AR/ T HRVF=TEE A=F =T
: (432451) (42941)
i (A) ~ NE NE
[ (95%CI] : [NE, NE] [NE, NE]
OS™ | NY— Fih” 0.53
| [95%CI] [0.38, 0.74] -
P " : 0.00005
hofE () 15.1 11.0
[95%CI] [12.6,17.7] ' (8.7, 12.5]
PFS™L™| /NHF— K™ 0.69
[95%CI] [0.56, 0.84] -
P fi*? 0.00012

Cl: fBHXMH. NE : #ERT, *1: PHEENFTEFOT —F (2018¢8E24573 yhE7) %2 B
B Cox LN — RE=FAIT L 5 R=FoTREEOWE, *3: BRIv ST 7 RE, *4: RECIST
A KT 4 LIRICES S ERTHI PRfE



huthinme ISRV

o J N S S— — S— S
0 4 8 12 16 20 ’ 24

at risk# SFHAR [A]

FE200mg Q3W KU |
s e 432 417 378 256 136 18 0

A=ZF=T 429 . 401 341 211 110 20 0
E1 OSSO EIAENTEEDKaplan-Meierfi#i (KEYNOTE-426338%)

100
901
80 1

8709
§ 60
fi 50
40
& 301

© 204

104
0

RERETHRA]

at risk#
AF200mg Q3W 432 357 251 140 42 3 0
RUOPFYFZT _

A=F=J 429 302 193 89 29 1 0

E2 PFSOH AT OKaplan-Meier i (KEYNOTE-426338%)



(2]

ERE RS M4ERER (KEYNOTE-426 Tﬁ\“ﬁ&)
BEERIIFAE 7 X F =78 422/429 ] (98.4%) RUA=F =78 423/425 #]
(99.5%) IZRBD bl WBREL ORRBHEATETERVWEEERIL, ThEh 413/429
B (96.3%) KT 415/425 B (97. 6%) KR bLhz, u\ﬂ"h#@ﬁr?féﬁﬁm: 5%LL E
DEERIXTRO LBV ThoTz,

#£2 WThPOBTEERE 5% LOBIER (KEYNOTE-426 BB  (REMAITAHBERN)

BEMNYR B (%)
(SOC: System Organ Class) /T X F=TEE RA=F =T R
A5E (PT: Preferred Term) 429 4255
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
£EIER 413 (96.3) 269 (627) 4 (09) 415 (976) 244 (574) 7 (1.6)
KR LY v AREE
=4} 12 (28) 1 (02 0 69 (162) 13 (3.1) .0
B Bk E 5 (12) 0 0 37 87) 6 (14) 0
TR E 6  (14) 1 (02) 0 79 (186) 28 (6.6) 0
M /R FE 8 (1.9) 0 0 94  (221) 22 © (52) ]
WIS . :
PR BRAS AR TUEAE 52 (121) 4 (0.9 0 14 (33) 0
N e 135 (31.5) 1 (02) 0 119  (28.0) 0
BBEE : '
B 23 (54) 3° (0.7 0 16 (3.8) 0
E 31 (12) 0 0 29 (6.8) 0
TH 210 (49.0) 31 (72) 0 175 (412) 19 4.5) 0
AR 17 (4.0 0 -0 22 (52 0
B / : 12 (28) 0 0 48  (113) 1 0.2) 0
BREERERE 6 (14 0 0 34 (8.0) 3 0.7 0
=i 91 (212) 2 (0.5 0 111 (26.1) 4 0.9) 0
DA% 61 (142) .3 (0.7) 0 8  (202) 9 vR)) 0
g 4 . (79 1 02 0 56 (13.2) 3 0.7 0
—i% - £HEEEL LUREHLORE '
& S5E 50 (117 6  (14) 0 54 (127 12 (2.8) 0
s 130 (303) 10 (2.3) 0 142 (334) 21 4.9) 0
O R 55 (128) 4 (09 0 % (21.2) 7 1.6) 0
b3 16 (37 0 0 24 (56) 0
REARRE : ’ .
ALT #470 102 (23.8) 52 (12.1) 0 54 (127) 11 2.6) 0
AST #5/m 97 (226) 29 (6.8) 0 59 (13.9) 7 (1.6) 0
7 V7 F= 8 24 . (5.6) 0 0 30 (7D 1 0.2) 0
i A E R R B A A B8N 2 (B 0 0 22 (52) 0
Bk SR 3 ©.7 1 (02) ] 48  (11.3) 29 (6.8) 0
/RS 14 (33) 1 (02) 0 76 (17.9) 31 (7.3) 0
REHD 41 (96) 6 (14 0 36 (8.5) ' 0
. AmERERS 1 02) 0 0 37 @87 11 (2.6) 0
REE L URERE , \
RARBIR 9% (219 9 (@1 0 106  (24.9) 2 0.5) 0
&Y v EBRiLEE 6  (14) 2 (0.5) 0 26 (61) 11 (2.6) 0
HERRB USRS
pafE 52 (121 307 ] 15 (3.5 2 (0.5) 0
HaRE 23 (54) 0 0 16 (3.8) . 0
HRAEER :
RERE 40 . (9.3) 1 (02) 0 129 - (30.4) 0
B 35 (82) 307 0 33 (78) 1 02) 0
BB L UREERES .
BER 66 (154) 11 (26) 0 39 (92) .6 14) 0



FERIRIE

Bl (%)
(SOC: System Organ Class) AR/ T R F=TEE R=F=TH
HEAFE (PT: Preferred Term) 42981 42551
(MedDRA ver.21.0) _ £ Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 3
PR, AERE X UHRES
ek ‘ 32 (7.5) 1 (02 0 12 (28 0 0
HEEEE 98  (22.8) 1 (02 0 12 (2.8) 0 0
FRIREREE 28 65 2 (05) 0 . 16 (38) 2 (0.5) 0
B 19 (44 0 0 32 (15 0 0
BEERIURTHEEES
Jidr 173 27 (6.3) 1 (02 0 35 (82) 0o - 0
FE - RERFORTEEGE 119 (170 22 (G.0) 0 168  (39.5) 15 (3.5) 0
5 EE ' , 53 (12.4) 1 02 0 18 (4.2) 0 0
B 46 (10.7) 1 (02 0 38 (89) 1 (0.2) 0
mEEE ' :
B LE 179  (417) 91 (21.2) 0 184 (433) 78  (184) 0

B, AF/T X VF2TBHCB O TCHEEMRS 1241 (2.8%)
EEOTAI404] (93%) . FEEE (¥7 2 - NU—EGERS) 2461 (05%) . e
EE (ALT RONAST #7: ¥ O #EREMERE 25T) 15041 (35.0%) . FRERE
BEREE 1651 (38.5%) . TEEMEEEE SH (12%) . BIBHEREE 1041 23%) .

C1EUEER 161 (02%) | BHSEEREE (RMEREMBAS) 96 21%) . Bk - E
SURRAERE 4 81 (0.9%) . EEMEE 461 (0.9%) . LEFK 26 (05%) . SESE
# 141 (0.2%) R infusionreaction2 il (0.5%) B bhfe, i, EEDOKEEE

(BFEREERIRERRY, STUALEE, |AEES) | BER, K - BEIRR, ERRMRESE

(SafE i /MR A B, TR M, FRFHE, EERRES) | MRARER

BRORRIIR® bviaino o, ABHERRBHRRLIIEESES (

P EDEHBRETT,

« KRG - g -

ERRREERE 28 1)



[Ri - AE]

AR OBEAERYEREFANEZFALLEY I 2 b—a it v, AF 200 mg &
Q3W, 400 mg % 6 BREIME (UT QW1 &), ) Xik 10 mgkg (AE) % 2i@MH.
B (BUF TQeWl &5, ) TRE LEBOFAODEFRENRN SNz, €O/
B AF)400mg & Q6W THRE LIBEOAF OB FEIRBIZEIT 5 LHMEFRE (UT

[Cavgss] VN5 ) 1, AHI200mg % Q3W THE L7BED Caygss L LT 2 & THIS
iz (TH) . Eio. AK 400mg 2 Q6W TRE LZBEOFR OB ERBIZB T 2ES
MEFEE BT Coas) V9, ) 13, &K 200mg % Q3W TEE L72EED Craxss &
L TEEEZRTETFRINTZLOO, BAAREICZBOW TIEFESERIN TS
Rk - BETHHEF 10 mgkg (FE) % QW TERE LTZEEOD Craxss & B U TEE
ERTLFHESAE (THR) . Sbic, BENEAEARE ZHRICHH 400mg % QW T
# 5 Lo B IERBR (KEYNOTE-555 38R) & 0 &bz FAlEICE-S < RKyghig S

SRA—FF. VI ab—Ta Tk TR L EEIE ST A& LR L (FR),

2T, BEROBEICBT 5 ERRRBEICESE, AFNOBREERE L AHEIIREME
& DOEEEZRET 2BRESISET VOBEBEI . A 200 mg Z Q3W X 400 mg &
Q6W THRELZEOBRER LAV IIZEME L OBEC OV TR ENTEHER, £
ORI - REOM TAMER VR SMICHRRZR TRV L FRIS I,

#3 READOEYEIE AT A—F

R AR | oy | g (ago) o) o). | ey
200 mg Q3W! (58-§?g9-7) . (27-27?38-1) (17.:3?.11 8.3) | (91.97?'984.11 . (49;(,)?1.0) (30.35?;)1.4)
400 mg Q6WT (12;,2?24) (32.?)?':2.7) (10.11?'16 0.8) (1435?21349) (50.51(,).57 13) (19.33?50.9)
40?£§J%6)W (1351.36?'?;6.4> A (14}2 ‘?2,@ NA NA NA
10 mefkg Q2WT (21%,2223) ' '(14;?‘1145) (1 1;1 ?21) (42:,2233) (272,7382) (19;,9200).

+:0=2,993, 100EDYI = b—¥a ik BEHINEMEEDOPRE (25%/R,97.5%R) « Crax : HIEIH
EROBEMIFFRE. Cog : DEREROFHMBEFRE, Con : FAERER (A 2712 REF) OREMNF
FIREE, Crmaxss : ERRIBIZE T 2EWMBPRE, Copss : EFRBITEIT 2 FIMFEPIRE, Coinss : EFRBIC
BT B BB ME FIRE : ‘ :
1 56 BIDLRTERIE (95%ERKMH)

§ : 41 BIDBMTHE (95%EBERRE)

NA: #%3H7%2L




4. HERRIZTONT ' \
EERY X7 EHHE RMP) ILESE, AR OEERRZLMEERIEE~0O B4
BdHIMERTH-> T, FRORENENRBELZH - HEL, FRAORECLIVER
f;ﬁl ERZRE LIRS 5 2 L RRERD, H‘F®®~®®ﬂ‘~f%?ﬁfd‘#@
%wfﬁ%T5A%T%5 :

@ HERIZoONT

@1 TED (1) ~ (5) OVWTHNTHEYTIHRTHEZ &,

(1) EEFBRENMEET 3 BADFEERS @EFRSAZ %ﬁ%mﬁfh\

A RIS A S EEEE L AR, MU AR AR &)

(2) FEEHIERET

() BERFRAESEET 525 ABREERL (WA Bl A FOE
Bke, S ARBIREREHEERET 2 L)

(@) ARREEZREL, %%m%%&m%1Xiﬂ%m%ﬁ&m%2@m REUE
WZRZBHETo TV AR :

6)ﬁ%ﬁﬁ%ﬁﬂﬁ%ﬁ%%@ﬁ%gﬁnﬁéﬁm%ﬁoTwém%

D-2 BHIREOLFERIER OBIERRHRBFOMINC+4 725055 L BBREFOEM (T
ROVWTRHPICHEYE T BEM) 2. URBEBOFEICET2HRORESE & LTERE
ShTwsZ e,

*

o EMRFRER2ECHHMFELET LRI SELU LOPABROBRIEZIT
STWBZ L, b, 2R, BAERYRESZE L LZBRBEEFZOTERZIT |
STWAHZ L.e ‘

e EMGHRER 2 EOTBHERET LB 4 £ EOWMRER2OBERIHE 21T
STEY., 5b, 240 Fix, BHEEONAEYEREZ SN ABEOBERHEZTT
S2TWAHZ ¢, .

©® BACERRBSEEOEHIZOVNT

EEAERERCREET s FEERRE S, MEAEH L OBBRED, ik - &
SMEFFNEROEER NEMSICT 5 FHRE FEEFENRE L BEORE
I, ERECNATONS A>TV B T L,




® BHER~ORIBIZOVT
@-1 HERERICETEM-
PR RSO ERRBIERBRE LI BIC, 24 RMRREHOT, SRR XIL
EHEERITE VT, BE LLEWERIDS U CABREERL O CT Z0BER OB HE
RRECHESYBHICE LN, EbICHRTREREHNESsTWE L,
@2 EREEHICLIAFFSNSCETIES | |
RABEICED 5 EMN2MREORELET 3 EREEENEERT=4 ) 7
EEDRERORAY Y —=V 7 R2TVERE L BRE LA TE 5T — A EREHIE
BERTWAZ L, 2B, BEASICOWT, PABELZOFRECTZITAMINT
WA Z E, '

®-3 BHERORELHIGIZE LT
BIVER (REMFRERBICINE, KIBX - /MEE - BEEOTH, FFHEEE - LR

B, BHREE (REFHMEMEBERS) ., NoWES (TEERERES. FIRREE
B BIEMAEREE) . 1 EUERR. SE 5K, Bk - BREmRERE, B, EEOK
EREE (hTENRAETMAE, FEHNEREERE, SWAK, EXAAS). infusion
reaction. fMZ% - BEMEAC, BREMFEE, HEEE (X7 v - AV—EREHS). LHR,
BELMEEE (Gt MR RSN, R, RERE. BERHES).
MERARERR., %) O LT, URERSULEBERBEEOFFMERF 5 D EM
LEHEL EWEROBELHRNICE L THRERVXBLZITONIEHCHDEI L) |
EHICE R AEBN TE 2EHIAE-TWE I L,

10



5. BEAELRDBE
(i B 5 3R]
O (EEREEORRAIR

HEBEOBHREREICBNT, AR T ¥

F=7 L OHRAREOEENTEN TV S,

® TFRICHKYT 5 BEICHT B AAIDE SR OMAF IV TIE, AROH S
RIS TEST, AHOBRENEL 252,

o IR MBIRIE
«  FHIOBMBE

*  OTAHBIDAEIERFR SN TWRWLOFIE

(2T 2%R]

SR & O RRE

O FRICHEYTZBEICOVTRARORESERL SNTE L L b, REEST

bRV &,

o KFIORS K LBEEOBERDH 5 A%

® ZAﬁHUUDﬁEFﬁE L_i:b\’C—FpE&;

HTHRBELCOVTIL, AFORETHRES 2N

3, MOIEFREREP 2WERICRY , BECARZERT I LEBERTE S,
* REMNREBEOESHFOIEDH D BE

s WREGRECHERZL
FOMICREMEER A LN D

B D BE K UNEENE DU BRI IR R0 Bk Qe il 2%
BE

*  HEARFRKRBOEH. UMBMERZRE L IIHEREMEO B CAERBOBERED

bhBHHBE

o JESBERE (GLBMREBEELZET) 0bd %%‘
© RBROBRNIBEEEETIRE |
*  Kamofsky Performance Status 70%K3 &0 0 BE

=1 Kamofsky Performance Status (PS)

Score | €&
‘ 100 [EE, KRBT 2BEOFLIIR, BERERRL,
EFOEEPRE, FMLRBERLER, 90 [BWERRERITIHZH, EEEBETRR
) 80 |2 VEBREREH DN, BHLTEEDEEIE
FBTDZLIIRTRE, BETAETEC, B 70 |BEHBFOMBERTE SN, EEOREE - 5833 Z LT RWiE
BILIELALBEANRBRICEZLDOTHS, | 60 |[BERNKHBERILIITESR, L EXABALE

BaRBEONBELELTS, 50

PAREZZR L ABER LOESRNRERITARKE

40

BT, BURERS IUEESLE

EOEY DI L ZEHTTERY, Hldb 51| 30

2<87 T ARBLEEREEES LEE > TR

TRBENERE L MEOEEELEL T 5, EA| 20

HECEE, ARPLECEANRERNLE

RABITEITLTWAAEEMENH 5, 10

FEEB BTN

5t

11




6. BEBRLTHETN&EFH

D HAXESTML, BERFTES NIRRT 2 ERSICESE AR QR MER EIERE
ADDITHERERETSICEBRE L THhLERTHZL,
%ﬁ%ﬁu%iB\%#Xi%@%ﬁuﬁﬁiﬁvﬁ@ﬁ%+%ﬁﬁb\HE%H
ThbEETHI L,

ERBIERO=XR T A MZoWT

@

®

J

BEMMERERD b L BdH DD T, FROREIZH > Tid, FIHIE.
R (BEI, RREEE, ) ORBEUIE X RRECERS, R+
%Fﬁﬁgkoit\MEKEDT%%(H\mﬁv—ﬁ—%wﬁéé%m?

BT,

infusionreaction 3% b5 = & 33% 5, infusionreaction NFEH LT/ EIT
X, EEIRABEITO L Lbic, ERPEET 2 £ TREOREBE 7 ﬁ$
THT L,

FR AR ideE %\TEW%%E%&U@%&%E%ﬁ%BbM&:kﬁ%é@
f\ﬁﬁ@&%ﬁ%%&@&#%%¢mi%%mﬁﬁ%ﬁ%m§(nm\ﬁ%
T3, iH T4, ACTH, oA FY —VEDOHE) ZEETHZ &, ‘
FrgperE®, B {LMREARD BB Z LRHZ 0T, REIOKR ST
U&@@%¢ﬁﬁ@%kﬁ%%ﬁ§(&ﬂ.MIyGH’M? YT
DRIE) BEBTHZ L,

ALY ER (PR &I yEREGREED) EOBRERREERSbDND
IRHBEOT, EHMCROREOEELHRTI L, i, ROREN
BOLNEHEEITIE, BOPCERBEZEZTLLIBEERET L,
AFOBEIC LY | BECHRBERIGITEET 5 &£ b b REASRIE
RhHbbNdZeNdbs, BERROLNEBECE, BALEFRIIR L
B R & R AR OEM & L CERERIRR 1TV, BEORE
R X 3 BIER B RO A BAITIE, AFIOAREX TP IE, RORIBRER
NEVRIORESE 2 EZERBTHI L, BB, BIBREANVELOREICIVEIE
ROHERBD bRRWEEITIE @%&ETW%/uﬂwﬁrmﬁﬁwLm
LERTHZ L, _

BERTHR, FERPLEVARBR L CHORERARREATZZ N HHD
FHEIOBERTHIZLBWEAORRICT2IERT S Z &,

1 BERE (BUE 1 BERB2ET) Bbbbh, BREES FTV F—V R
WWERZEBHBHOT, 0B, B, %&%@Wﬁ@%ﬁ%ﬂ%ﬁ@tﬁ;+
DEBTHZE, 1BERBREONHSITIIESZPEL, AR Y
FoBREZDBENRANBEZITH Z &,

AFIOBEERRBRIZB VT, BE5EE»S 2BR., UEIZM4BEBET6EITE, 20

.%12@;k_ﬁ¢i®¢m%ﬁofwt_&%%%h Kﬂ&%*mﬁ%%m@

BRECHROBREITO> Z L,

12



REERHEET A FFA
RATuY w7 GRIETHEBLZ)
(R7%4 : "?\f/( FV— & S TE#E 100 mg)
~TESEE A~

'%mi$1zﬂ(%ﬁzﬁsﬂﬁﬂ)
BRAFBE




Bk

XL ®IZ

AE| DR, 1EREF

HR PR AR

HEERIZ DWW T
BExGRLERDEE
RECELTERETREEH

AN o

P2
P3
P4
P12
P14
P16



1. IZU®Iic -

ERLOFLME - BEMOREBROTZDITIE, BN TEBZSICESWEEERFERSIRD
b3, &b, BEORERENOESIC XV, FUEERRZ & 0BT FHRIERE
FEEGAEBINZPTT, I DEEMEZEICHLERBEITRETS Z & MEEED
BEL 2o TRY BREMBGEE L EDEARSE 2016 (FR 28 4 6 A 2 B ERBIRE)
KHWTH, EFMERRSOEROEREMHELZRE Z LS TW3,

FHRERRFEERLIT. BERERASRZEE S 7 7 A VEREOERR L HALMICE
RHZERHD, ZDED, BEHEROREMICET A ERNFOERET 5 E TOM.
UHERLOBRBEZBI RT3 LG INIBHICH L TERTH L LI, BIE
ARRBR LRI LERNNE & LN TRER—EOEHF 2T EFEE CHEH
THZLLWEETHD,

LTz oT, BZHA RI4 Tk, BRBERSD :hi'C :ﬁBMTb\éE%%?—B’J
BRI ESE UTOEERORERFER BHET AEAD LBNEREM, X
FRUBEEERRT,

B, KTA RT3, Miﬁﬁ%AEimtﬁﬁﬁ%Aﬁﬁ ﬁﬁ&@&kﬁ$
BREREES., —REAEABARBRARIES, —REEEA BRERIEER 2
AAFEANB AR DEARZZOB IO & ﬁEﬁ}i L7z,

W ERDEEES T4 PNV —F RRFHE 100mg (—i%4% : a7 n ) X<7 (BE
T X))
RNBLROFEINE | BRLERES 2 AT 2 EENE
RELRARERVRE  B@E. RARIE, Ra7Tu ) X< EBEFE#Z) 2 LT,
[B] 200 mg % 3 BRI XX 1 [E 400 mg % 6 WREIFEFET 30 4 ﬁsﬁ
. DT CREHET 5,
2 3% IR 58 ¥ & : MSD %R &H




2. BANOKH. 1EREF

XA R —F REHE 100mg (—84 b7 ) Xv7 (BEFHEBRZ). BT X
%] &vvH,) 1, PD-1 (programmed cell death-1) & Z DY H¥ FT&H 5 PD-L1 KU PD-
L2 & DA ZEEMEETS, b MG £/ 7 u—F Rk TH S, :

PD-1 JE#13 T MIR GBS D DN D 7o DT AMIRRDSHI A 5 5 E /2 e il
AA v F T, PD-1 i, BERRBIZIV TEMER T fRROMRRE! CREL, HER
E)iﬁr%aUK%EX@:@%M%&&E%%M?& bbb, PD-1 XY H P&k
ATBZ LI L VHESAKIC L3V VEERAICHET 524K TH B, PD-LI
DEEMEBCBITBRATDLTITHEIN, ZLOBAMIRTIX T MlROBZ 22

HIZCBRNCEFRL TV B, BAMIZIZIT 5 PD-L1 OBFETIT, BHIE., BhRE.
FFARTE. SREUE. FEVERARGEE R & DRk 2 BB A TRHR EIE%T&; D, EWAETER
& OMRBEERRE I TS,

B OB A DBERIT% & PD-L1 REOMEEMEN 5, PD-1 & PD-L1 DB ILIESE O
SR BV CEERREIRHE D 2 L BRBR I TR Y FreRBARROEN L L
TSI TV,

A#iZ, PD-1. & PD-L1 RO'PD-L2 D) H FOFAEEZEET S Ltk v, B
MONBEROBEESRMBREESE T Vo 3R2E LS8, NEEREE BEHLb
T5Z L THRIEBMREZEET D,

AN OVEFIMFFICES BEDGERMC L 3BWERE RS bbh, BEXIIELIC
ELARMENRD D, BFOBREFRUREZICIT, BEOBRELZ ATV, EENR
» BN IBEITIL, BR L ERITS U EME R L RR 2 R OEM LB L CE
H2ERBI TV, BECRERSC L 5EIEAREDN S BAITIL, BIRKERY
%Vﬂ@&%%@ﬁ@&ﬂﬁ%ﬁBﬁ%ﬁ%éo



3. ERBRERUE ;
BEREXREREBEATAEENEOARRICMMEITo R BERAROKEY
/j_:‘.j_o

[FzhiE]

ERLFFEIERR (KEYNOTE-048 35k)

{EEFREED R, RRBWAA O, b FHEROGEOBER X IERES L ET
ZHEERRE.LRERE 882 6l (BAN 67 fleEte) 2RRTIC, BVFI<TF (B
EFRmEZ) BT MeEYxi<r] &ni,), 7rduvivn BF I5FU] &
5.) ROT 7 FFRRADOHBRE ((LBEREH) 22xBE LT, 5FULTIFIH
R OGRT TARIRE (RKFIGFRERER) = R OAHF 200mg % 3 BRIKE (LT TQ3W]
End,) BE (RAHEMZEESHE) OFPHERUEEERRET Sz, TEEEE O
—o ST EEFHR (BT T08) & 5,) oW T, ITT £\ T, FAI6
FIREI LSRR L B U CARICIER Ule, /o, AKIEIMBREITLEARE L ek L
T, ITTEFIZEWNT, OS 13HHME R L. combined positive score™ (LAF CPS) &
Wo,) B1UEOBEFEERIZBWT, 0S DFEEREERED b,

*1: RETRECRT 218K E L TERREEZSLHRERER S TWEBE Tk, Y%k
ROBMKIBRE D 560 A EEB L TWAEAIE, RHARFTREL St (2L,
W ERIERRSE TH6 7 B UINICHRBETT L BA1B<). '

#2: 8 Y ¥ w7 (FIE400 mg/m?, 2E B LIE250 mg/m?), 27T F 1100 mg/m> XA
WRTZF 2 AUCS (mg» min/mL) R US-FU 1000 mg/m?day (4 H R AE#RS)
DIFIZ QAW (Y F <7 DL LB TRAa—AFEH, Y X V7250
mg/m*% AR TRE Lk,

*3 : AF200mg, A7 T F 100 mg/m2X i ifJ/l/T7°75‘/ AUCS5 (mg* min/mL) & U%-
FU 1,000 mg/m?*/day (4 B Mt AiEIRE) DIEIC Q3W T%M a—AREHE, FHKI200
mg # Q3W THRE LT,

*4: PD-L1ZHE Lo iilatk (BEBEIE. <27 u 77y —JR0Y Vo55R) R RIBEMEE T
BRL., 100%% U= $E,

i 1 FEGEREE DR ERE (KEYNOTE-048 BB

ARG 55 {LEERIERE
(28141) (278%1)
FofE (A) 13.0 10.7
[95% CI] [10.9, 14.7] [9.3, 11.7]
0os™ NF— R 0.77
[95% CI] [0.63, 0.93] -
P fg"” 0.00335

Cl: BEXM. *1: PREFREOT—F (2018F6H 138 > hF 7)., *2: BRI Cox i NF—
REFMZ L DILEBIERE L DB, *3: BRI SV 7 RE



100 |
:‘..\‘f’n :
20 BN
80 A
\
70 8 :
;\; 60 - \1\\ AH(200mg Q3W, 7 77+ BAR USFU
- 50+ H‘: |
ﬁ" 40 “'“\ /
’ oy | |
L L T TR
_ i
D evxved. 77FTHARVCSEU - W
10- | - |
0 T T T T T T [§ T I
. 0 5 10 15 20 25 30 35 40
AFHE (A
at risk#k .
AFI200mg Q3W, : :
75 F - WH R US-FU 281 227 169 122 - 75 40 10 1 0
;Z, ; ;;g%gu&v\ 5.FU 278 227 147 100 51 20 5 1 0

b

B1 AFIGEREE D 0S OHEENTE D Kaplan-Meier fi#R (KEYNOTE-048 3B

%2 AEBMEEOTHERE (KEYNOTE-048 BB

AF B 5 {LEFFIERE
%k 30141 30041
HdfE (B) 11.6 : 10.7
o | [95% CI] [10.5, 13.6 [9.3,11.7]
TTRE | 08T o G Twe 0.85
[95% CI] [0.71, 1.03] —
P " 10.00014
BilE ¢ 25741 25541
FafE (B) 12.3 10.3
CPSZ1D | Jcu [95% CI] [10.8, 14.9] £9.0, 11.5]
BEEM | NY— FER™ 0.78
[95% CI] [0.64, 0.96] —
P "™ 0.0086

Cl: EEXRE. *1: PREEFREOT —% (201866 13R 7 v hA 7)., *2: @RI Cox LN —

REF T K BLFRIERE L DR,
YU RE (BEHEP fE)

3 BRla ST RE GEHEPE. *4: BinT T



1m_ }\
1\\.
90 kl\
80 | R‘L-\
70 N
§ 60 '\"«L B #ﬁJzoOmgqsw
~ \‘\...'|
v 50- _
= N /
% .
S e \“lﬂm " gy
B ynser. rrrrmmmoss T "‘m”" UL
o Tt
0 T T T T i T
0 5 1 15 20 25 30 35
AFHIE [A]
at risk$¥
ZAA200mg Q3W 301 225 172 125 81 74 18 2
EYEFRIeT,
75 F AR OSFU X0 245 158 107 57 » 10 1
100
h‘\._
90 S
N
80- P
70 ; R
~~ Y . S
S o \l\" | A #1200mg Q3W
v 50 - I
40 Tk
& i 1y
30 4 i
2 / " g I:: UL
BV R LeT, 7FFFBARUSFU L AT
o T b
0 T T i i 1 T T T
0 5 10 15 20 25 30 35
AR [A]
at risk#X
Y XV, 255 207 131 89 47 21 9 1
75 TR R OS-FU

2 AF|BMEEED OS O BEEFTE O Kaplan-Meier Hidi (KEYNOTE-MS%&)

(kR : ITT£H., TR : CPSZ10BEEM)




- (PD-L1 BBAREB OB/ ZHHE) '

E RSt R MARRBR (KEYNOTE-048 BER) ICHAAN DNTZBEDT —FITEIS X,
CPS BNCHRIT 21T o To B 5 (R Wxﬁ@ﬂ?%ﬁn) RUREHOFERIIUTOLEY
Thol, .

~, FEUCERIEOR OFZEICE LT, CPS 28 1 Felis DB A AL FRIER LTI EERD
RRTHoR (F3, H3), ’ ‘

AF| BB E O LEIZE LT, CPS AMEWE SRR o 2 K Bk 58
DAY= FHBRKE 2 2EAIBD biv, CPS B | RBEOZEITHNAT— R 1 &
EEo (R4KOKAS),

2B, PD-LIOEFRRIRIC L BT, AFOZEMT w7 7 A VIZRKRTH Tz,

# 3 . KEYNOTE-048 BBz 351} 2 AFM 2 0B o CPS B T¢o 08!

FOLE [95%CI] NPF— R RHERD
PD-L1 % e il (5 B) [95%CT] p fE
ARG RRERE 39 113 [9.5,14.01 .
CPS<1 (PR 43 10.7 [8.5, 15.9] 107 [066,174] ™
ARG 55 116 12.7 [9.4,15.3] .
1=CPS<20 23 125 9.9 [8.6,11.5] 0.75 [0.57,1.01] 025
CPS=20 RO 5B 126 14.7 [10.3, 19.3] 0.69 [0.51, 0.94]

(LRI 110 110 [9.2,13.0]
Cl: EHERR. *1 : PRIEFEDOF —& 201846 B 13 Bh v bA7) *2: FEHI Cox LN — FE
v (BRERRIFEAT) . *3 : ECOGPS (0, 1) RUAHPV & (Bt B ZBRIEF & Lz Cox il

— FEFV
100-1 . 100 Ty
%0 H\'\ 90-| %
80| \ 80 \
— 70_
: o \ Z#) 200mg Q3 W, ﬁaf-mmwsm‘ @ L 'Y %S, 77T TREARUSFU
< 60~ s 60
_Ea_ 50 \‘H I / \( 50 ‘l_/
& oo £ o
i-lng 4
H o w / 1H A g 1 4144 # o0 / WWH fr»_,i
20 4 ’ 20 )
| Y XV TIFTRRRUSEU it H'"H‘H‘l“ L fo-| FH20mgQIW. 77 7 I BHEUS i :
0 T . T T T T T T T T 0 T T T T T T T T
0 5 ° - 6 2 2B B B 40 0 5 10 5 2 2 £ 35
at risk % A7 [A] at sk . EFHR (Al
7 #200mg Q3 W, : '
zjz_z_ggmmm 42 197 14 09 . & % 9 1 0 %iﬂe%mﬂ%?gtﬁsm 0 % .13 8 4 1 0
> ,
R D W 2 8 @ 16 5 1 0% ffm&m 0 % 25 . 0 4 . 0

B3 KEYNOTE-048 BRBIT 31} 5 AA10F A 58D CPS BITD 0S D HRITR O Kaplan-Meler iR
(5 : CPS=1 DBFEEM. 7!5!21 CPS< 1 D AE4EM)



# 4 KEYNOTE-048 RRRIZ 331} 3 A4 Bm#5 0 CPS §l¢o 081

——— - *%%;ﬁfa] &%ﬁ?@
A

1=CPS<20 *ﬂ;ﬁ;ﬁgﬁ ig;‘ Egg iiﬂ 0.90 [0.68, 1.18] "2 0.028
CPSZ20 zsfgiiéi;;ﬁ ;gg E;féls;] 0.61 [0.45,0.83] "

CL: fRlRKR. *1: FHATROT —F (Q018FE6A13R Y v F27) *2 : FEHICxBINY— FEF N (B
SREOFEHT), *3 : ECOGPS (0. 1) RUHPVER: (BiE. i) ZBRIET & LCoxltfiny— FEF N

g 80 | K #1200mg QG3W
. &4\1_ 50 \\\l . !
o R [ Y
H . /\ \ﬂm I '“I""'IIII
) 2 MH'!HIH|—~1H~.|
ol EYRYST ToFrsARUsEy | My
T o 5 = =
. AFHE [A]
at risk3
A H200mg Q3W 257 = Mm% e
EYEIRT,

75 FrERRUS T

13

8 4 21

AR (%)
5

at sk 3
2 %] 200mg Q3 W

EYRTS,

75 FramRUs ©

4 KEYNOTE-048 RIS} 5 AHI BM# 58 0. CPS 31 <0 0s D HEAEHTER D Kaplan-Meier Big
(X : cps=1 mBFLEM, AR : CPS< 1 DBHKE)

EFHE [B]

1% 7 3

18 10 B




[Z2&i%]
OERELREMAERER (KEYNOTE-048 3AR)

HEESIIAKIBERBRSHE 271/276 1 (98.2%) . AH|Ein#k 55 290/300 41 (96. 79%)
R OMEEERRIREE 286/287 1 (99.7%) 1[ZB® b, BRE L ORRBEHEBEETE RN
BHEBRIT. TNEH 263/276 B (95.3%) . 175/300 Bl (58.3%) K T*278/287 Bl (96.9%)
D bz, WA OB TREEIG 5% EORIVER! HFEDO LB Tholz,

£5 WThrORTHERBISN 5% EORIER (KEYNOTE-048 ) (féﬁﬁﬁﬁﬁ%@)

BERIXSIE (SOC: System fIE (%) .

Organ Class) FHIGF AR 58 AR e 5 R facas=20 o

EAFE (PT: Preferred Term) 276 %l 300 %1 287 4

(MedDRA ver.21.0) £ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5 4= Grade Grade 3-4  Grade 5
SEMER 263 (953) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (969) 195 (67.9) '8 (82)
KR LY v REE

2 _ 133 (482) 52 (18.8) 0 12 @0 2 (07 0 118 (41.1) 42 (146) 0
FEBELT P ERIBAE 21 (7.6) 21 - (76 0 0 0 0 12 (42 12 (42 0
£ f BRI EE 34 (123) 8 (29 0 2 @©7n 0 0 - 38 (132) 16 (5.6) 0
FRERBIE 91 (33.0) 50 (18.1) 0. 3 (1.0 0 0 90 (314) 59 (206) 0
AMEROE 75 (272) 24 (87 0 4 (13 1 (03) 0 63 (220) 24 (8.4) 0
BB IURKEE _ -

g 15 (54 0 0 0 0 0 16 (56) 0 0
R WEE ' ‘
RIS TE 35 (127) 0 0 39 (13.0) 0 0 (03) 0 0
BHBEE ‘

EW 28 (10.1) 0 0 (3.0) 0 0 31 (10.8) 0 0
TH 49 (178) 3 (LY 0 53 1 (03) 0 757261 5 QA7 0
i 124 (449) 15 (54) 0 2 (40) 0 0 131 (456) 16 (5.6) 0
OR% 67 (243) 22  (8.0) 0 2 .07 0 T 0. 69 (240) 10 (3.5 0
g 75 (272 T (25 0 7 (23) 0 .0 64 (223) 5 (17 0
—H . éﬁﬁ%%lv‘&@ﬂm@ﬁﬁ&

i Ath ‘ 33 (1200 8 (29 0 7 (23) 1 (03) 0 30 (105) 6 (21 0
Y 84 (304) 19 (6.9 0 43 (143) 3 (1.0 0 83 (289) 11 (3.8) 0
ek 18 (6.5) 0 0 (1.3) 0 0 5 (3.1 0 0
D RIE 77 (279) 26 (94) 0 8 @ 2 (07 0 76 (265) 14 (4.9) 0
b3 16 (5.8) 0 0 10 (33) 0 0 12 (42 0 0
RBIER I HFLEBRE , : ’

JEZe 0 0 0 0 0 0 33 (I1L.5) 0 0
BE, PEBLIUNESHHE

BEARES KRS 2 (07 0 0 1 (03) 0 0 16 (56) 3 (L0) 0
FabRRE . ) ‘ ‘

ALT $#8/m 10 G& 2 @7 0 7 (23) 0 0 15 52 2 07 0
mHz7 L7 F=8m 30 (109) 1 (04) 0 207 0 0 15 (52) 0 0
FFPER B .46 (167) 28 (101) 0 1. (03) 0 0 54 (188) 35 (122) O
RS 51 (185) 14 (5.1 0 1 (03) 0 0 46 (160) 9 (3.1 0
HERY 21 (16) 2 (07 0 9 (B0 1 (03 0 30 (105) 1 (0.3) 0
& MRS . 36 (13.0) 15  (54) 0" 2 07 0 0 43 (150) 22 (1.7) 0
B XU EEE ‘ '

AERBOR 62 (225) 12 (43) 0 - 16 (53 1 (0.3) 0 62 (21.6) 8 (2.8) 0
B Y 7 A 16 (58 .8 (29 o’ 4 (13) 1 (03) 0 36 (125) 11° (3.8) 0
v 7R U AMRE 29 (105 4 (14 0 3 (1.0 0 0 95 (33.1) 11  (3.8) 0
7 U v A 23 (83) 10 (36 0 9 (30) 6 (2.0 0 20 (700 9 (B 0
&) B 6 (220 2 (07 0 1 (03) 0 0 19 66 5 (17 0
EREE . . ‘

REAE 16 (5.8) 0 0 6 (2.0) o0 0 15 (52) 0 0

FEHERE=z—aF— 15 (54 3 (11 0 1 (0.3) 0 0 6 1 2 -7 0



MEMKSHE (SOC: System FI¥ (%)

Organ Class) AR S AF MR B R {LEERRIERE
EAFE (PT: Preferred Term) 276 41 300 41 287
(MedDRA ver.21.0) £ Grade Grade 3-4 Grade 5 4 Grade  'Grade3-4 Grade5 4 Grade Grade 3-4 Grade 5
BB IUREES :
SHBEE 15 (54 4 (14 0 4 (13) 1 (03) 0 6 1) 1 (0.3) 0
BB LURTHEREE ' .
SEERIER 1 (04) 0 0 6 (20 0 0 82 (286) 6 (2.1) 0
id 17 5 (1.8) 0 0 6 (2.0 0 0 27 (94 2 (07 0
Ei F RIEFRMETIE 4 (1.4) 0 0 1 (0.3) 0 0 20 (700 2 0.7 0
=5 14 G.1) 0 0 21 (7.0) 0 0 24 (84 1 (03) 0
b7 2 (80) 1 (04 0 25 (@83) 2 (07 0 101 352) 17 (5.9 0
REas 2 (0.7 0 0 0 0 0 36 (12.5) 0 0

¥, AFGERBERCEOCRESER 136 47%), KB%K - /NBsk - BED
THI OB (3.3%). WIREEE (T « N —EEHE) o] (3.3%). FFHREREE 27 #

(9.8%) . FUIRBRMEREREE 40 1 (14.5%) . TREHEEREE 1 61 (0.4%) . BHEEESE (R
AEREMERRE) 21 Bl (7.6%), DFZ 14 (0.4%) KO infusion reaction3 1 (1.1%) °
REb bk, £, EEOKRBREE (REHERERE. SWAK, BERXEES).
BIEHREREE, | BUEIRIR. K. Bk - B RARE, BEIEGHEE, MK - BEER,
SE R, EERMKREE (GEEL/MRBAOEERR, WnEEn, RFHRE, £
SERIERIES) . MERBAREEMROBZIIRD bz o7, |

AF BB RISV CRIEERES 16 81 (53%). KB% - /MEJ% - BEEOTH 4
Bl (13%), EEORBES (REHEREREE. 2B, EXEES) 141 (03%).
FFHRREREE 15 61 (5.0%) . FORBRESREIETE 42 B (14.0%) . TERABERE 141 (03%).
BIHREREE 1 61 (03%)., BieEE (RMEMEEEELSE sH (1.7%). Bk -8
Bk 14 (03%), SEHBEE1H] (03%), BEXR 25 (0.7%) K infusion reactionl i
(03%) BPROONTz, o, HREE (F72 - NU—EERS), | BERKB. &
7% - BREUGRMRE, EEREE, LHRX. ERRMKEES (Geftkm/ Mg s
A WA, FREFHRE, BEARES) . MREAEERKCHBZIIED bhian
oY

AEERREBRSIES S (REREEREEET) L EUERRETT,
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(A% - HE]

AR OREREYBRESNVEZFBALEY I =2 b—Ya ik, AF 200 mg %
Q3W, 400mg % 6 WM (LT QW) &5, ) Xik 10 mg/kg (KE) % 2 @M
B (LT TQawl &5, ) THE LEZEORAOMEFRENSRIN SN, 0Ok
B, &H 400 mg & QoW TEE LBROARF O EFEIREBIZKT 2 FHMBFPRE (X
T MCagesl £VV5, ) 1%, AHI200mg & Q3W THE L72BRD Caygss ERET 5 & FHI
iz (FR) . o, A4 400mg & Q6W THRE L ROAFI O EFHRBICRT 3%
BIMETRE CITF (Cuxs! V5, ) iX. &I 200mg % Q3W THEE L72BED Craxss
LB LTEREERTEFRESAE SO0, BAABZICEWTEAESER ST
LR - BECHIAH 10 mgkg (KE) % QQW THRE L7ZBED Chaxss & B L TR
EERTeFRENE (THR) . bz, BHBAERE ZHRITAH 400mg & Q6W
TRE U= EIERER (KEYNOTE-555 BUBR) XV B b/ ERMEIZE-S < EipEhie
RIGA—=FRZ VI 2ab—va XV FREILEZEDBHERAAT A—F LB L (TR,
M T, EEROBECE ) 5 BRRBRECES S AROBREE L EME IRl
L OBEEZKRETARBRGET APER I, AF 200 mg & Q3W ik 400 mg %
Q6W TERE LEBOBREER L ADENILZLME L OBEIC W TR S /KR, £
SO - BFEOR TESMROEEMICAERERIIRVW PRI, ‘

# 6 FHOKYBR T A —F

Fﬁ ¥ £ . }% E Cinax Cavg Crin Cmax,ss Cavg,ss Cmi.n,ss
(pg/mL) (pg/mL) (pg/mL) (ng/mL) (pg/mL) (ng/mL)
200 ma O3 W 59.1 279 181 92.8 50.4 30.9
mg Q (58.5,59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) | (49.8,51.0) (30.5,31.4)
123 324 106 148 50.7 203
.
400mg Q6WH | (105 104y | (32.0,327) | (104,108) (146, 149) (50.1,51.3) | (19.8,20.9)
400 mg Q6W 136.0¢ T14.98 ; -
(EEE) | (135.6,136.4) NA (14.4,15.4) NA NA . Na
220 124 119 428 279 197
A .
10 mg/kg QZWH (518 923) (143,145) | (117,121 (424, 433) (276, 282) (193, 200)

+:0=2,993, 100D 2 —a itV EHENRMEPEOPRE (2.5%R,97.5%8) + Con : FIEIFE
SR OBRBEMETRE. Cop: PERGZEOFHMBEBPRE, Cun: JERES (4702 REF) OREME
EP%E\ Cmax,ss . Hﬂ:”%"ﬁ%h’-%ﬁ'é%ﬁlﬁlﬁ*%/‘;\ Cavg,ss M ﬁ'ﬁlﬂ(ﬁﬁéik‘ﬁéﬁﬁﬂmﬁqjﬁg\ Cmin,ss : ﬁ:’ﬁﬁﬁékz
BT BEELETRE ‘ : )
1056 PIORAFEHE (95%ERXHE)

§ : 41 FIOBMEHME (95%EHEXM)

NA : &ZE72L
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4. FERIZOWT

AR OBREREEZBELZH - FEL, AROBREICL Y ERBRREREZRELE
BRICRHGT 5 Z L BRERTED, UTOO~@DT N TEMWZTRRICKBWTEAT 2
RETH5B, :

@ HRiIzHOWT
®4 ﬁ@(D~VG)®wfmm:$%#5m%fb5:a
(1) BABEHREIEETSHSADIERIL SRS ERERFRS A SIS SRR

ﬂﬁmhﬁﬁéﬁmﬁrh\mﬁmb SRR &)
(2) FrEHREREE

MG)%EW%%%%%E?%#A SRESRbE (0N ARRESREERL. 1°ABREH

W71REE. A RREEHERE R L)
@)%%m%ﬁﬁiéﬁﬁb.%%m%%&m%1Xﬁ%%m%ﬁ&m%2®wﬁﬁﬁ

WA EHZIT> TV 5 HER ‘
6)ﬁﬁﬁﬁgﬂmﬁmﬁm%wmﬁgﬁk%5Em%ﬁofmém

@4 BESEE R O L EER ORIER R ERF OIS +A&ﬂ%kWﬁ%ﬁoE%R
EREM (FROWTIUNCHYT3EMUIEFRER) 23, YN OoARFNC
Té%ﬁ@ﬁﬁ%kbfﬁ%éhfwé;&o

i -

. E%ﬁ#ﬁ %2@@@%&%&%7Lt~ 5 L LR ABROBEERIHE S
fToTnaBZ e, 9B, 2L LI, #A%%ﬁ&%zabthﬁﬁg%@m%%
fTo’CI/\EJ &,

«  [ERIARFFEER 2 QEGD%UEBEﬁﬂ*%EﬂZTTl,fL%&&_ 4 FU LD H SRR O RRR
WEEZIT-oTEY. 5b, 2FURIE bh%%ﬁ%% LASRE BRI D
BERBHERIToCNB T &, ‘

o EMHFXIEREMGTFIEROWHELET Li2RIC 5 F£Ll Lo nEsas
DERFEERT-oTEY, 5b, 2EM X, BAEMRES S OEARONRA|
BEROBERPHEZToTWB T &,

BB, AR L ZBBCBVTREEASOEFNERE2ET 510, BEDIHK
Y7 5 REMI EORONTNINRT RG22 EM GEEREOLER

ERUBIERRRR ORI+ 72 mdk & R Z FOEM) & OREREEOD &
IBETBZ L,
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@ BENOERMFREBEOEHIZONT
EXRLEREBIIHETIEEEREEIN, BEMENSOFRED, A - &

2HERZPHFROFTER CEMEICRT 2 FHRIEM. FEERVRE LZEEORE

£, SRESCHIITONARHENE-TNWEZ L, :

® BIER~DORRITOVT

@-1 fERk ikl 2 EM: ‘ |
REEBEOEERBIERNEAE LI, 24 BEZIREHO T, Wk X
IREEERERR TRV T, BRI L BERICE U TARERR U CT F0RWERH OERIIC L

BERAREOKENY AFICE LN, EbICHISTRRERAE-TNE I L, '

@2 ERREEFICX 3 HEFESNNCET 35S
RABRCED ZEFMRR SR OEEYE T 5 EREEESRERE=FV 7
EEDLERDOAY Y == FEITVERE L BRE LR TE 5 F— 2EREHIE
BEhTWaZ L, 28, BERHICOVWT, RABE L ZOFRICTHCAMENT
WwansZ e, :

®-3 BUHERORBET-ORMCELT

BIVER (REMAREICI L, K% - MBJ - BE O TH, FrtERE - Bt
Bk, BHEEE (RETHEEERAS), NHOWEE (FTREKERS, FRERE
REE, BIBMSAEEE). 1 EUERA, 52O Bk, Bk - BEGRAEE, Bk, BEEOK
RTEE (ChEMER R, REREIEGRE, S, BXAEES) . infusion
reaction, BMZ% - BEMEZ. BEGENE, MEEE (70 - SL—EREZ) . DL,
BERMKEE (GEMn/MRIR SR, WAL, REHE, SERERES),
MBREATEERE, M%) TR LT, YER TR BE R 0B & A7 5 B
LESEL GUEROBE-OINICE L CIBER X EEZ I bR A& H D T L),
EHIZETDRABNTE D EHINESTNB L,
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5. REANRLRDBE
(Aot ¥ 2 FHE]
O MEREBROZVERXIIERES2F T 2HEEHRF ERBEE TRV T, A5
EREEECNCAAL S FURDT 7 FFRHAOHRAREDEMMERRER TV 3,

@ FHZERRIERBMERRE (KEYNOTE-048RE) 1B\ T, 2FEMIcB VT -
VEVwT | 5FURVCT 7 FTRBIOHBRE LB LT, A&, 5FURVTS
FTREF O RAR SR AR BERBREOFHERREINTNS, 721, PDLI%
BE (CPS) KLV AMENERZEANTRRINZBEENELNTVWEIE (p7
~8Z M) 2> 5, CPS"bHER LIc L TARIRE DR EOHM 25 Z L BEE LW,
CPS IR TH D Z L PHERB S NIBE TRV TL, AFILSOERRIRE S &
BT 5, o

*: AFIOZWFEE L LT, PD-L1THC 22C3 pharmDx [ =] (JRFB4) RARIh T
5o

@ TRICHST5BHICHT 5 AROREROERAFEC VT, ARIOAE SR
RSN TRLT, AFIOBRERE LR bRV,

. BRI

. OTHBMERT STV ORBEIEREH - o ftRES
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[Z£itizB+ 3 EIE]
O TRIEZUYTIBEFCOVWTRAFIORERER L SN TWAZ b, BERT

bRrnzZ e, : \
o AAORESICR LRBIEDBEFRED D 3 BE

@ BERAIOFMICEWTTRICEY T2 BEIC OV T, AR OREZHE S AR

2, OBFRIRBRWVERICRY, BECAFEZERTAZL2EETE B,

« BEERRBOGHIIBEEDCHDBE ,

 MESKRE CHEREZRE D 5 BE R OTEEME O BURHR il i ik
LOMICRIEEER R OND BE

¢ BERBERBOEH. XXEMRILRE L IXERED B EAERBOBEERED

bHHBE ” |
s RBRBHEE EhBHMRBHEELZST) ObLBRE
. REROBENIEARETAIRE

s ECOG Performance Status 3-4 &V ¢ a3

. D gCOG M Performance Status (PS) . ' ‘

Score

&

0

L MERERTES, RFAMLALABAERIFIRE2{ITX,

AR LWEBNIRIR S5 28, HITARET, BERDE > TOEEIITI LR TES,
Bl - BORE, EBEX

BATARECE DI OE D DT & 13T S CABRAERICE RV, AFO 0% LR~y [ CRTT,

BoNEEHOHFOREV DI & LA TERY, BPO S0%UEERy FORFTRIT,

SlwNo

2B, BOOFDEY DI LITEL TERY, B2y FHIBRF RIS+,
15 '




6. WEIBLTHET~2%FE
O FCESICML, WEREE SR T 5 BRI ES 2 AROB IR EER

)31

DM EREREL+SICEBE L ThLERTA D &,

@ WEBMBICETD, BEXIZORRICAMEREREL FABHA L, AELSE
T bETEIL,

® CPs
&7
@ FE7

® #A
%9

HHERR LTc £ T, AR OREREZ 5 2 & BSEE LV 2%, CPS SRR T
WHRITIE, AFOEHAOBER 2 @I Lz ETRET B D &,
BIERD<=XRY AV Mzo0T :
MEMEERD bDONDE Z L BdB0T, AROBREICH > Tk, MILIE
R (B0, FEREEE, BHE) ORBRUIE X BRED KRS, B8+
DIATI T L, T, BEICRCUTHE CT, F~—r—SoREZ £k
5Tk,

infusion reaction 33 BB = & 2% 5., infusion reaction AFEH BB
i BYRAEBEITS & b, EERBEE T 3 E TREORER o IcBE
THZE, . .
FRIMERERE S, TEARERER CBIBHERER L bDhEZERAHB D
T, FAIORGFRAFIR R S H B P I E IS NS AR ET (TSH. FHEE
T3, WEBE T4, ACTH, mH VS —VEDRIE) 2EHT 52 L,
FrHRERE S, BILMERERA RS LN D Z L33 H B DT, AF OB 5T
CREHIR FILEHIRFTHBERE (AST, ALT, y-GTP, AP, ¥ UL E V%
DRE) HEHETHZ L, '

SEIRK IMPRRMMCEERELREED) SOEERRESNH bDILS
TEBRHDHOT, EHNOROREORELHERTHZ L., £7-, ROEEH
B0 DN HEITIE, BEONICERBEESR T LI BRELIRETHZ L,
FROREICLY BEOCAERGICER TS & &2 bN3iExr REBSRE
BhobhDZelbd, RENBDONZHEAITE,. BRLEAERICG LR
BPIRY 7R AN & RRBR 2 REOIE AT L e U OB ERIBM 2T\ BE O
RISZ X 2 BIERARDN 2 BE I, AFOKREX T PIE, ROBBRES
NWEVRIOREEEZERTHZ L, ol BIBKEFRNVEOREIZ LY EIE
R OWEFFTD b NRWVBEITIE, BIBRRESNVE VS Osa@ s oEm
bERTDHZ L, ‘ -
BRERTER ZEMOP OB ARB L T OEBERRRET A2 L 8h B,
FHRORGEERTRICHRERAORBRITHHICERT S - &,

1BERR (BUE 1 BSERB 281 bbb, BRFES F7 v F—vx
KEBZLRBHZOT, AW, B, BHEOERORBRCMBEED LRI+
DERTHI L. 1 BERFRAERONZHEAITIIREEZTIEL, AR Y Ll
KoOREEDBNRLBEEITH 2 &,
DERRBRIZENT, 5B 9BE. URIZ1EBET6RTL, 20
B EITAEDOFELIT o TV e Z & 28E I, ARBERIIEHNICEE
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