WAEKER 11305 1 &
Rk 294 11 A 30 A

B E R
& RRFRET |HEIEE (R B B
% B 0K

EEFBHEER - AEHAEARERRFETERE
(& H 4 B )

‘RATuY X< (REFERL) NAORBEEAEEN A K54 (Hi
BARTEFY) URE)DERRVOREEREET A K5 4 2 (FE/N IR .
EMEEE) O—HBKEILSNT |

BEMBEE L WEDOER G 2016 (ERL 2846 A2 AMEBRE) Ik
W EFHERROERORBEHEZRSIZ AR IVAENEZ LS
TC EFMNERMRZEIILELRBEICRET 2D BEERMETS R
FTAVEERTHIELEELTVET, '

SR, a7 u ) X+7 (BEFHERL) A (REL : A4 bLv—F K
TErE 20mg X UR 100mg) iZ2WT, HHARIDF ) R EICxH LTHE
RT5BROBEFEZIROLBYREERHEETA FIA4 L LTERDY
FLHELIEOT, ZOFERICUT-oTiX. AHAL FIAL VIZHOVWTHEEX
haxd, BENOERBEARVCERCANTIAMERBEVLET,

Fle, a7 ) XAv7 (BEFHEH%RL) MAZEMBERERCERR
BEICH L TERTIBEOZEHFEIZSOWVWTIER, =817 (BETFHEK
Z) BARVRLATn ) Av7 (BEFHREX) BAOKEEREEN A K
74y GEhMIRMBERUCESHRBEHE) oW T) (FAL29 £28 14 B
TRERER 24 F1EEAYBHEER AEHLREELFEFHER
BHE) 2V, EREFhRLTERLZATYT,

SR RAT7r Y X<7 (REFERZ) BAOEALOERNKIT &L
I LMy, SHBRFRICOVT, TRELFIKDO LBV REVELE
LT, BENOCERBEARCERICHTIAMEBEVLET, 8.
REROKRBEEREETA R4 0%, WFEBEOLBY T,



Je/NRBR S O BEERAEE T A F T4 v ORITEFR (FIEREK)

pallE S

*r [2]
BYUR—Y (F#REsERR) BYR— (BRIHBREBHIBR)
4=y #1 FEhERE (KEYNOTE-024 BABR) 4R— (3 1 oiBm)
77 F 8
A7 200 mg
(154 %) (151 %)
B na | e
(95%CT) (6.7, NE) .(4. 2, 6.2)
PFS" | N¥— 0.50
[ il (0. 37, _
(95%CI) 0. 68) —
P fE® <0.001
Eﬂﬁ N NE
- | (95%CI) (NE, NE) (9.4, NE)
0s* | NHF— 0. 60
[z g (0.41, _
(95%CI) 0. 89) —
- p{E" 0. 005

CI:{E#EX. NE: #EART, *1 : RECIST HA

FIAL Y 1.1 BUZES P RAEE, *2: B

Bl Cox BN — REFNMCLD T FFBIK




PELLFEREL QBB %3 BRI SS5 S

| R, *4 : PRIBHTREDOT —F : 2016 45 4 9

BAy bZ7
6 R— K2 BHHERME (KEYNOTE-010 BRER) 6 R— (& 2 DB
AFi2 | AF10 | FE¥x :
mg/kg ng/kg Y4
QW Q3W
(344 47) | (346 ) | (343 )
0S | kff | 10.4 12.7 8.5
[A] (9. 4, (10.0, (7.5,
(95%CI | 11.9) 17.3) 9.8)
)
NY— 0.71 0. 61
FE | (0.58, (0.49, -
(95%CI | 0.88) 0.75)
) <0.001 | <0.001
| PiE"
Cl: EHEXM, *1: BRI Cox WHINYF—FET
NMZEBREZXENALDOEE, %2 : Bila S
SVIRE '
TR—=Y I WTFIDOHETHEBREN SYLLLOBIER | 6 X— WO TREARN L LOBIER (£

(B2 RER)

AEAMKSHE (SOC: System Organ Class)
HEAZE (PT: Preferred Term)

AR REE )

S0C
PT




(MedDRA ver. 19. 0)

(MedDRA ver. 19.0)

8 R—Y T, EEOREEE (REHRIBEREE, & | 73—V ¥, EEORBEE (REMERERE, £
ALHE, B|REES). BIETHEEE. EEHE | AL, BRAES) . BIEERE, BEEHE
HIE, Bk - BEER, REIER, LHR. K HE., BR - BER, 5 &5 BERERLHRIT
P i R SRR . P8 Mt fn K& TR BRI,
BREEIRO N 2hoTe, .
9R—Y 4 WTFhHr OB THEREN KA LOBER | 81— WTNPOFETRBARN 5% LOBIER (£
(R MBS 4EM) PERRYT R REE )
BERIXSEE (SOC: System .Organ Class) Soc
FEAFE (PT: Preferred Term) PT
(MedDRA ver. 18.0) (MedDRA ver. 18.0)
92— |k, BEEGENE. MK BBE BYOE | 8—Y | ¥k, BEGENE. Bk - HBEE BYOB
K, UK, BN /MR HERER, BN REBLHRIIBO ORI o7,
M M & CRFRB IR O bz o7, .
10—y |O-1 FiEo (1) ~ (6) OWVWTFhNITHEYT | 9X—V ®-1 FTED (1) ~ (6) OWVWFhhiiEy T

BHRTHBZ L,

(1) EEFBHRESNBET 5B ADRELELI
Rt (ERERFIRAS A B FE L AURBE, Hh
RS A B FRESE L RR D . HUIE A A BB BRIR BT
2E) (ERR294E4 A 1 BB : 434 FEdR)

(2) ¥ Etshmby (R 2946 A 1 BFGA : 85
Higk)

(3) HER RAMELBET 5B ADRELER

PERTHBZ L,

(1) EASBRERBET 3 BADRELELK
Fibed (EEAFRNADREEEI AR,
HUE DS A B ROE LR RS, HUR DS AR
Fbie &) (FRR 28-4F 10-H 1 ABE @ 427
i 9)

(2) FerERbERRbr (TR 284E0-H 1 ARE K : 84
HasR)




(BALEEHSEERBT. BARRESERS
Wbt 23 ARHEEHEERRER L)

(4) A RACFFIER L RE L, SR HEmE
1 XIS SRACFREINE 2 DR ERE IR
HEHET>TVAMER (FR284E7A 1
B RER : 2540 HEER)

(6) MEMEBEAASF EEME Ok A EI4R
HEHEITo> TSR (ERk 284 7 A 1
B BFR - 1290 HEgR)

(3) FENFRMBEHRRBET 5 AL HEELERBT
(BALREHBERBT. BADRKEER
HiEBE. BADREEHEEREER L)

(4) ARfbEREZLFRE L. S R{LEREM
H 1 XISk FRENR 2 OfEREREIC
BRAHEHEZITo-TVWAHER (ER2ETAH
1 BHEA : 2538-HE3R)

(5) PUEMERES AL 7 RN O R E 4R
HEHETO TSR (ER2FFETA L
BB« 1284-HE5R)

11—

®-3 BIEHOZ o MBI LT

BIER (MEMmRBCML., KEBX - BEED
THI, FreteEREs. FileES (RETHES
BRE)., NHWEE (TEABEES., PR
BEEE. RITHEES).
B, W - MEUGHBARIE, Bk, BEDKSE
BEE (BRERSERIREGRE:. SN, BXEE
4)  infusion reaction, MM - BEFIZ%. HIE
FREENE., MREE (X7 - NV—ERES).
DR, M /MRE/DMERMER, Wt
., FREFBRBEE) XL T, YBKMEER LG
EFESEOEMM L2 AT 2EMEEEL (BE
Ao L THRERVCXERZZITL

1BIBERAB. S5

10 _—Y

@-3 BIEROZH NI L T

EIER (MEMMERICL., KB%L BEED
THI, FFHeeEEE, SHEEE (REEMREYSE
BRE), NYWEE (TEEKERES. FRR
HeEEE, BIBHEERES). 1BERRK. &5
B, fh% - BESUGBMARAE, MR, EEORHE
BE (REHERERE, SHLKE. BXEE
&) infusion reaction. FM#% - B2, HIE
BN, REE (X7 - NV—ERHS).
DR ITx LT, YR XIda B EREE
BoBEPMLETsEMEEEL BIEROZ
o i iz L THEROGXELZZIT NI E
Bicdh Dz L), EHITE 2B TE D&
NESTWNWBZ L,

NBEFITHBDZ L), ELICEYRAEBNETE




5ﬁ§ﬁ§'l7b§¥o'fb‘5 el &o

EHRAEOREEREETA N7 4 Y OWFTER BriExBE)

# [2]
FTYR— | (Tﬁﬁhﬁe) %/ié R—Y (BB ERHIER)
FEFMEE THDHESE [RECISTHA FTA | 4R—Y EEFMEE ThHHESE [RECISTHA KT A

4=y

v 1L 1RRIZES S PRYEIC L 558L2F% (CR)
Xix#4rE%h (PR)] X, 24% (95%EEXM : 12
~41) Thok., BB, FNIZRE L EBREIX
10%Th ol

v 1L 1IRIZES S PRYEIIZ L 555£LFES (CR)
XITERSrESZD (PR)] 1%, 24% (95%fEHEXR « 12
~41) f&)")to

4R—Y 7 1 HEhERiE (KEYNOTE-002 3R8R) 4= (%& 1 miEm)
A& 2 | A& 10 | {LEHE
mg/kg | mg/kg | B
Q¥ Q3w
(180 | (181 4) | (179 #)
&)
0S | HR{E | 13.4 14. 7 11.0
[A] (1.0, | (11.3, | (8.9,
(95%CI) | 16.4) | 19.5) 13. 8)
NYP—F| 0.86 0.74
- (0.67, | 0.57, | —
(95%CI) | 1.10) | 0.96)
P/E*" | 0.1173 | 0.0106
PFS" | R{E | 2.9 2.9 2.7




[A) (2.8, | (2.8, (2.5,
(95%CI) | 3.8) 4.7 2.8)
NYP—TF | 0,57 0. 50

- (0.45, | (o0.39, -
(95%CI) | 0.73) 0. 64)
P {E" < <
0.0001 | 0.0001

CL: BEXME. 1.

RECIST A FFA > 1.1}

CES AR ERCEESEMEICL ¥

i, *2 : A Cox hBINY— FEFNMIZL D1k

ERELOHE, 13 BRIu S IV IRE

6 ~—v £2 AR (KEYNOTE-006 RRER)
ZAI10 | AFI10 | LY
ng/kg | me/kg | AT

Q3W Q2v
(277 (279 (278
i) ), )
0s" | HRfE NE NE NE
Al (NE, (NE, (13,
(95%CI) NE) NE) NE)
NP—F| 0.69 | 0.63
H* (0.52, | (0.47, =
(95%CI) | 0.90) | 0.83)
P{&E" |0.00358 | 0. 00052
PFS™ | HRfE | 4.1 5.5 2.8
[A]l | (.9, (3.4, | (2.8,

6 =—

(3% 2 D3EN)




(95%CI) | 6.9) 6.9) 2.9)
NPF—F | 0.58 0.58
He (0.47, | (0.4s, =
(95%CI) | 0.72) | 0.72)
P fE* < <
0. 00001 | 0. 00001

CI: {E#HXM, NE : #EEARA[, *1 : FRGAETES

DF—4H 201533y A7, %2 F

Bl Cox bBINYF— FEFNMIZEBZA Y =T
L DB, *3: BHla ST 7 fRIE, %4 : RECIST
HAKTA 1.1 BRIz ES S L HoRiRet
EECEEEMEIZ X 557, *5 : PR
DF—F (20144983 ALY +A7)

8 R—Y #3 RERNSHALOBMER (MM | 7TV #F REEN SR LOBIER (B2 S
S4H) M)
BERXSE (SOC: System Organ Class) SoC
HAFE (PT: Preferred Term) PT
(MedDRA ver. 18.0) (MedDRA ver. 18.0)
8 R—Y i, BREE (XFy - NV—EERE) B T_— Tz, HREE (XT7V N U—ERRS). B

WiEEE (REETMEEERS). BIBEE. 1
BERS. BEOREHEE (BREABIRE G,
EWALEE, MRBEES) . BER. HR - BUGR
fRE. EEMEIE. MR - BRR,OHR,

HihE (RAOTHENEAS) . BIBEE, 1
BERR, BEOKLEIE (BBHIEIRE R,
STALHE, WFEAEE). Bk, Bk - MG
WiE. EEGENE, WA - HEAECLHL




SefE it i /NRIED MESREER . il R fn K UK
FRBIIRD O oT,

B ooz,

R VTN OFETRRARD 5% EORIER

IN=Y [R4 WThHOBETERAER KU LOBER | 81—
(ReMBETRER) (RN RER)
BB AKX (S0C:_System Organ Class) S0C
ZEAFE (PT: Preferred Term) PT
(MedDRA ver. 18. Q) (MedDRA ver.18.0)
9R—Y Eic, BIBEE. 1ERK. Hx - HEUm#® | 8— T, BIBES. 1BHERKB. X - AU
FRIE, LRk, M/ MEE/DHER, B RIERSELHRIIBO ORI T,
MR MR ORFRBIIRD bhiehol,
10— |&5 WTFhDPOBTRARN A LOBER | 9—Y | WTFhhrOR CREREN ¥ LOBIER
(R MR RIEH) (BRI R RER)
PRERIKSIE (SOC: System Organ Class) SocC
- | #&EZGE (PT: Preferred Term) PT
| (MedDRA ver. 18. 0) (MedDRA ver. 18.0)
10 _—2 | ¥/, EEGHENE, OFX, GEEN/MRE | 93— ¥-. BEBHENEESLHRIIBD IR
AYESRBER . TEMYER M & URFRBITRD S 27,
nighotz, ,
A=y O-1 FRO (1) ~ (6) OVWFhIrTHEET (10— |D-1 T%@(n~vw)@wfnmkvéT

DR THBHZ &,
(1) EASBRESBET 5 B AZFESER R
B (FEAFIRA A LRGBS A RE.

SHERTHDZ L,
(1) BEEFSBHRERBET 55 ABREHILI
Wbt E (FREATRA AR REHILRRFBE,




1R AR FREBE L RR BT, MRS A BRI BT
2Y) (FRR2944 8 1 BRA : 434 HERR)

- (2) FeEmaEmRBe (PR 2946 A 1 AR : 85

HEER)
(3) MERRMENBET 5B AR ELE R
(BAZREHEREERBE. B ARRESHTS
ke, BADFEEHEERPR L)

(4) SRR L RIE L. SRR ME
1 XS skIbEREME 2 OERERE IR
HRHEIToTS5ER (FR 2847 A 1
B B R - 2540 HER)

(5) MEMEEFLFTRMEOBREREICHK
5REHEToTCWSHER (FR28FT7A1
B BF ;1290 HEER)

HUIR DS A B FE B AL BT, HUR A A B
Wbe/a &) (ERL 28-4F 10-A 1 B R : 427
HERR)

(2) FrEMRRRBE (AR 284F-9-A 1 BN : 84
M%)

() BERRAMBEHIBIET D B ABRELIRE

(BAZREBIRERB. BALREHEE
SR, BABREEHEERB 2 L)

(4) A RALFZIBEZEZRE L. SR EEM
B 1IN (b EREME 2 OREsy B
REBHEIT-oTWHHER (FRIZEET A
1 BRFR : 2638-HEGR)

(5) EBMHEEAO S ERMEORRELEIZSK
HEHEIToTWAHER (ER2ETA L
BN : 1284-HE3R)

12 R—2

®-3 BIEAOBEoRISICELT

BIER (FMEHERERRAICIMZ, KBX - EED

TH., FPHeERE. BHEEE (RETMEE
BRE), WHWEE (TEAKRERE. FRR
HERRREE, BIRHRRREE). 1BBERK. S5
Bk, sk - BISUHRARIE, Bk, EEOBE
B (BEHIIREREE, WA, BXEER

%) infusion reaction, BM# - BEEA. HEE |

FRAENIE, MRS (¥ 7 v - NV—ERES).

TR

@-3 BEHER OZEoRISIZBE LT

BIfER (MEBEMMERICMLZ, KBX - BED
T, FFESeEREE . BHEEE (RETHE.E
BRE%). NOWEE (TEEBERE, FRIR
HARREE, BITHMRRE). 1BAERK. S5
fER. fhdk - BERUGRARIE. BER. EEDORE

| BE (REHEIRERE, SN, JEXEE

%) . infusion reaction., PM% - Bl . EIE
BFIENIE, WEEE (X7 ¥ NV —ERHS) .




DR, St /) DUESEES . AR DDEERE) TR LT, SRR UL B E RS
0, FRIFERBE) (Txb LT, YUKHMEER LT , BoEMEL2 AT HERMEEE L EHERAORZ
EFRSEBEOHMMEIETIEMEEEL (BlfE BB L THRERVXEZZITONE S
HoZEHOHMRICE L TRERVIELZITH | HizhbadZ L) ELICEYRAER T 3 4&H
N3&MBEHd L), BELITENRLENTE NESTNEZ L,

HEHBRESTNB L,




RIS

REERBEETA KT A

RATRY X2 (BEFHERZ)
(BR7E4 : A4 PVv—F RIGEE 20 mg, >4 bzv—ﬁ'mﬁﬁrﬁe 100 mg)
| ~ERR %Y VB~ |

YR294%411A
BEEDBE




B

LI .
FHIDWH. ERBF

B PR R '
HEERIZDWT
BExpLRDBE-
BECBLTRET & FE

S Lk

P2

P3

P4
P6
P8
P9



1. RT®IC

ERKGOHE - BREMOREDT-DHITIE, FAXEFITESWHEERERARRD
bhd, XbiZ, BFEOREEFOESHIZL Y | MEERRZ L OEFO2FTRIERS
FERELBEBENIPC,. ChoDEERMZHIILBERBEICRHET I Z L ARED
BEL 2o THY BHEMEEY L wEOKEAS S 2016 (FHL 28 45 6 A 2 AMBRE)
EBWTH, EFNERGSOEROBBECHELRIZLLEATNS,

FHRERBFERMIT, RREACEEE T 7 7 A VEREFEOERER LALMICR
RBEZELPHD, ZOD, APMERVELECETIHRI+LERT 5 TOM.
UBREEROBEB LM XTI LBMFINIBEICHLTERTI L L HIZ, BIE
BRER LRI LEREE L D LR — E@%#%ﬁt#@ﬁ%mrﬁm
THILHNEETHD,

LiedSo T, KHA KA Tk, BBEBOINETIRELN TV EFERER -
AEORHICESE, UTOERSORBERERLHET 2BRPOLEREHR. BX
FRUBEHEREZTT,

I, BAA T4 Uik, MIITBIEA ERES ERSRR AN, /AEHEEA Az
BRERE2S, —BEAEBEA B ERBERABESRUC—REFEA A FLEREZSOBHHO

b EER LT,

RBLRBIERES A MNV—F AHFHIE 20mg, ¥4 PV —F RFFHE 100 mg (—
' B4 : Ra7n) X=7 (BEFERZ))
AR ERIPBXEPR : BRIIEBEOHTRNE T XY U NHE
RBLRHZPERVAR  BE. BARIZ, RA7n) X<v7 (GEFHEHBL) LT, 1
‘ ' [@] 200 mg % 3 FARIRIFE T 30 SR T TREWHET .
B 3 IR & ¥ F . MSD B2t




2. AF 0K, ERBRF

FA M —FRBEHE20mg R 100mg (—4 : a7 v ) A~7 (BEFHR
Z). LT [&#] &v5,) iX, PD-1 (programmed cell death-1) LDV V¥ FTH
3 PD-L1 RW'PD-L2 L DES R EHEMRET S,k MEIgG4 £/ 7 u—F ik TH S,

PD-1 & B813 T MR S B AN B ¥k B 7= D IT R AR BRI 5 5 /2 Gl
AA v FT, PD-1 %, BELRBICBOTHESER THROMEBREIZREAL, BCR
ERGZ2EDRAVE AR 2 AERIGZHEHT 5, T2bb, PD-1 YT ML
BTAI LRI VHARZRFRITL BV ViR AICHET 2% F4&TH 5, PD-LI
DEFEHRBIZBITIERIDTITHIB . EOBAMBTIITRROBE Z2MZ S
ECBARICERR LTS, BAMIRIZEIT S PD-L1 OFBREHRIL. BHERE., KRR,
PR, SRR, FE/NRRERtR e &L Ok« RBATFERREBFTHY ., EVAFER
L OHEBMNBREIh TV,

BEOBADERNT% & PD-L1 ZHROMAMMEH S, PD-1 & PD-L1 OKRRIZEED
GEEICB W TEHERRE 2B L NTRRENTEY . HIeRNABROEHL L
THHFEIhTWS,

AF)ix, PD-1 & PD-L1 RU'PD-L2 O Y V> FORKAEZMAET I Lick v, EE
BUMRER OB ROMREEET ) S REBH S AEEREEZBEMET
5L CRIBEM)R 2 BET 3,

FHROERBFICESBECRERIGIC L 2BHERASERSH bbh, BEREXIIELTIC
ELFRBENEDH D, FFOREPRURERIZIT, BEOBRELHHTTV. RENR
D ONIBRITIE, BHR L ABRITE U FRM 200 & BREREOER &8 L CE
YREFBE 21TV, BEORERGICL 2BHERSRDON 3 HEITIT. BIBRESV
EROREFEOEY2LEBEEITILERD S,



3. B
BREXIIHEEMEOTHHETISX ) U BEORBRICHEMELZ T o REERRRO
- BREEzRT,

[# 2] |

EE3LF 5 M 4858k (KEYNOTE-087 3RER)

BREXIIHREOETROF X ) Vo EBE 104, BARA 10 ST OB
TD3 o0 axk— b 2RI, AHF 200 mg 3 BRHBRES OEER R 2MERRE
Shie,

- BEEOBMABHEBITRIC. 7Ly YFy~T RFFUICLBEELZ TR

# (=2F—F1)
- BRENBMRBHEERGTHY ., OoT VY o<d RFF UL 2HER
ZiFeBE (ak—1b2)
- BREMBBRABHEBITRIC, TV v~vT RFF UL BHEE (—KRIBHR
NITEBAERED—RLLTOI VLY YXI<T RFF UL BZEIEFIISE
2V B2 TWARVWAE (2hk—F3)

7. BT CRBETHED OAEHAI, RBETEZRHERIBD ohin
ZDBKMIZEE LTV BE TR, REUBROERFM CRBETABOONBET
AROBEZRKGETZZLRTERE S, TEFMEB CTHHIEDR (KFT IWG
criteria (2007) ZE-S< PRYRIZ L 358LED (CR) XiT#HHES (PR) OFE)
B3R 10OLBY Thotz, B, BRICREShIZBEEDHRIE, WTFhoatk—+d
20%Tdh o7z, '

' $1 HHERB (KEYNOTE-087 BER)

ak—Fk1 ak— b2 ak—r3
(69%1) (8141) (60%1)
5z2%% (CR) 15 (21.7) 18 (22.2) 13 (21.7)
— 43S (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) '\’ﬁ-ﬁ (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#4T (PD) 3 (4.3) 17 (21.0) 7 (11.7)
PR RE 3 (4.3) 2 (2.5) 0
%% (CR+PR) (%) 72.5 65.4 66.7
(95%fEHEXH) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z24])
Britf s D838 (KEYNOTE-087 #ER)
HEFRIIRREE T 202210 5 (96.2%) 1238 S, BIfERIL 144/210 B (68.6%)
WRD bR, BRENSUULOBIERIZFR2DLBY Thol-,

K2 BARN S%LEOBIER (RSEMITHRME)

SBERIAHE (SOC: System Organ Class) ?g&g&
HARE (PT: Preferred Term) 2106
 (MedDRA/J ver.19.0) 2 Grade Grades 3ELE
2B 3 144. (68.6) 23 (11.0)
B ERULAREE L fe T el e
5P ERBDIE , 1 G-2) 5 @4
noBREE - S o . e
PRIREET I , 26 (124) ! ©3)
Tl : 15 1.1 2 (1.0)
BL _ 12 5.7 0 0.0)
—f . SHERLOREBEORE - | e
Y 19 (5.0) 1 (0.5)
2H » | 2 105) . 1 (0.5)
W - R R I 62 | 0 . 0o
PR B LUK . A R S R
L ' 12 69 1 (0.5)
5 16 (1.6) 0 (0.0)

235, PIEMEMRBIL 6 B (29%). KBk - EEOTHIX 3 4 (14%). @S
(EF « RU—EGES) 1216 (0.5%). FFHEREL 8 5 (3.8%). FRISE
FREEE 13 29 6 (13.8%) . fh 4% - BAEUH REARIE 13 2 47 (1.0%) . Infusion reaction I3 17 %1 (8.1%) .
SESBERKIT 2 6 (1.0%) RCOLHEIX L H (05%) TERHLNE, ¥, BEOK
MRS (RERBURERR, SWLE. BEXAES). TERAKERE, BISRERE,
1 BUBEIRG, BEREE (ROTRHEMERS). BA, BEGENE,. M BBk,
SefE itk /MR M SREER . ADER DR ORFRBIIBD bhiadork,



4. BWRIZONWT ,

RBEMFL LU THEARBRE (£20RE) BRELATVWDZ b, YKRELE
P TEIMBTHILERD S, TOLT, FHORERENRBE 228 - &%
EL. FAOBREICIVERRAMERZRIALERIIHE T Z L BLER2ED, T
DO~QD TR TEHETHRRICBWTERTHIETHS,

@ HERIZHOWT

@1 FED (1) ~ 5) DVThAELTIHERTHEZ L,

(1) BEAEFBHRERBET ZXALHRELSILERGS EEFRS ARSI AR,
HEAS A RBIREH R AR, S A BRI L) (FRR29F4A 1 BRR 434
Hig®)

() HEMiRb (ER2946 A 1 BERA : 85 HERR)

(3) FEFFROBERBET 3 BALHELERR (BADRKESEERRB. SASIEHE
BhmEBE. BALREESEERB R L)

(4) ASRILPBEELRE L. A R(C2REME 1| it b3msmE 2 ok
CRZBHEZIToTWAHER (FR 2847 A 1 BRFR : 2540 HERR)

(5) MEMEEHNFERENEORERERIIRIBHEZITo TWAHER (FRK 28 £ 7

A1 BERA : 1290 HERR)

D2 HREFTEL ) o ABOLERER CBHERBRR OIIGIC+2 R0 e &
BEHSER (FROVTRACHST3EM) 2. SERRHORAIET 5HR0
BEEELLTEBEShTWS I L,

#

. EERIAE 2 EOMTES R T LRI 505 AR OBRIHE 217
STNBEE, b, 2EL . RARMREYE L L BRIEEEOTELT
in'C‘/‘Z)C ko

. ERRFRB%2EOTITHERRT Ltk 4ED L ORRERER L T\5 =
L. 5b. 3ENEE, ENBEBIREORA MRS S UBR LS OFEL
fToTWABZ &,

@ BREHOERRFHEBROKHICONT

EELERTRCRFTIHEEREE S, BELEILOFRED, AFME- R
SHEREHFROFTHAR CEMS T 2 RS, AFFRIRELLEEORE
K. ERBEOHTITDOIZEHINES-TVDH I L,




® BHER~ORIITOVT

@-1 HeRaHcBE 5 EH
FEMEMEBRECEEREVEANRAE LIZBIC, 24 EIZEREHRIOT, UBKHAERX
ITEEBERICBWT, BRLUZBERACE L TAREERV CT S0RIEROENITY -

ERREOKERVPYAPIELN, HbIIRIGFBRERSE>TWEZ L,

Q-2 ERFEFFIT L A BHERNISICT 5B
RABRICEDIEMANROBECEEE2AT 2 EREEENBHERE=FY 7
EEDREBOR V—=v V2 ITVWERELEREIAF TE I F— AEREHIMNE
HERTWARZ &, 2B, BiEgHliconT, BABRELEFOFRIZ+SICBMINAT
wazeg,
@-3 BHEROREF TR ELT
C BIMER (MEMMRBCMLZ, KBK - BEOTH., FRERES. BHERE (Ra
EREMERS) . NOUWEE (TEAREES. PRIFBERE. BITHREEES). 1
REERF, 585 BL, Hifk  BEmBARE. Be, EEORBEE (RGMBEBER
. AN, ERBES), infusion reaction. fM# - HMZc., HEMENE, HERE
E (X7 AV—EERS). OHE. REEL/ MO EENR, BOERn, &
FERRBE) I LT, YRR L IBERSBEOEMEEZ AT A EM LB L (BIE
AOZEHRLHISICE L THRERVXBEZZITONZ&GICHB L) . EbIZEDRQ
BRTE2&HBE-TVWE I &,



5. B#EXNBRLRIBE

(24 5 3E])

O FTRIEEKYTZBELASOVTHARORENRRL ShTVAD Ehb, BE2T
bRz e,
o FEDORSITH UABIEDCREEDH S BE
o ERNITERLTWAARBREOH 5 HH

)] %&moﬁmukerﬁkﬁﬁfé%%uomfu:xﬂwﬂéﬁﬁﬁén&w

. MDOBFERIRENRRZ2VWEAKRY, HEKERZ2ERTSZ a%%ﬁv%a

s MHEMMEBOAHXIIBREEOHSBHE

o [MMEARE CHERERY 3 BE R UIEEMME OB RITRERL OB A&
LOMICREEELRLZON D BE

e HEAFERBOAH. XiIBMENLE LI IBREDBRRAERBOREED
HHBE

. M%ﬁﬁﬁ(ﬁmﬁmm3m@§€n)®&6%%

»  ECOG Performance Status 3-4 FVDB#H

[F%hiiZ B3 2 HIR]
O BFEOHBRBHICEBAE X IIAHEOBR IIEREOTHRAFT XY
NEBEICBWTEROEDERTERLTHS,

® TRIEEYTIBECHTIFAORERVCERAFEICOVTIE, ARIOFRER
BAINTELT, FRADOEREHRLRLR,
o [LERIERBROBE,
o fhoHEMEREA L OO,

&) BECOG ¢ Performance Status (PS)

re E

S{MBELR{EDHTES, BFMNLALABEBRNERE2IITLS.

RERICH L WEBILHIRE N D2, HITAERT, BERCES TOERITIZLNTES,
7 : BV, FEENR

BT TAROFOEY D= LT TAREAERIZCERY, BPOD SO%LL LIy FATBIT,

BOhARDOHEOEY DI L LLTERY, BHDSO%UEERy FIRFTBIT,

alwjo] - |ol8

2TV, BSOFOEY D LR TERY, BERRYy FAHTFTAIT,




6. BEIBRLTHEET &N

@ HAXBHCML, WERFEESRET 2 BHSFICESEFFOMSMER CEIERSE
RADEDITHERFEREZ+HICEBE L ThbERTZZ L,

@ TARBIBICES DL, BEXRXZORKCASERCERELHABAL. RBEH
Thb&ETBZL,

® TARBMEROD=XY Ay MZHWT

MEMEHERELODNDZ L BHEDT, KFNOREIZH = > Tid, MHE
R (B8, FERERE, %% ORBRVER X BREOEKRS, 882+
STITH T &, Fie, M\gkl’h UTHE CT. hif~—br—%0RELEET
3¢,

infusion reaction 3% b B Z L ¥ B, infusion reaction A3FBH 62’10":%’%%’-
%, BEIRAEEITS L L b, ERBEET S E THREOREBEEZ +7ICHE
T35z, o

RSB ER H bbb Z L B H 5D T, A Dk E BRI R O 51
LRG0 RS ARIREE (TSH. Mk T3, HME T4 SORIE) 2 EHKTS
e,

FFBEEREEN B DN B I L 2B DT, AR EHEANIR O 5 R PIE

EWIRICHTRERERRE (AST. ALT. y-GTP. AP, E Y VYV EDRIE) &K
+3zL,

SECIBE (MERRVIMEERERZEl) SOEBRBEERLLDIS
ZrBHBENT, EHNCROREOEELHB TSI L, £, ROREMR
BOONEHEEITIT, BN CERBEL2ZR T 5BEL2BE TS L,
AROBREIZEL Y BEORERGICERT 3 L EX bN3#ke REBORE
BHobh3dZlibd, REXBOOLNEEATE, BRELEBFRIELE
B2 L BR A G OEM & E#E L TEYRERNRZEEITV., BEDORE
BN X 2BHERREDN 3B AITIE, FRDOKRE P, RUBIBRE S
NEVRIDORESEZEZRBTHZ L, 2B, BIBHEFNVEVOREIZLVEME
RAOBERBD bN2WFEITIE, BIERERNVE VU OGEMFIF DM
bYEETAHZ L,

BE5RTHE. &ﬁﬁ#&&ﬁﬁﬁ@bf#&ﬂﬁﬂ#%ﬁ?é EWRHBHRD,
FROBERTRICHBERORBRIZ+HTERTS 2 &,

1 RERE (BE 1 BERFBZ2a) Abobh, BRBESX F T F— 2
WEHZLAHZDOT, AR, B, BHEEOEROBHRLOBEEO LRI+
SEETIZ L, 1 HERBAEDNZEAICIIBEELPIEL, 1R ) UM
AoBESDBERLBEITI Z &,

@ FHOBERBRIZBWT, REMHEIS R B CEIEOFMEITFoTVED
LESBEIL, ARREPIIEMOCERRE CHROBEREZITIZ &,



EERMEETLA 74 v
Rr7uY X (BREFHEBRZ)
(Rﬁﬁse. : %A PV—F REHE 20 mg, 34 bA—F JIHHE 100 mg)

-~ FE /I B i~

W2 9428 (PR29FE1 1 AKED
B A S EE



BR

XTI |

FEIDKH. 1EREF

i PR AR

Mgz oOVWT
BExHRLRDBE
BRECELTEETREHHE

AR S

P2
P3
P4
P10
P12
P14



1. RU®i :
ERXHOFNE - TRMEOBRROTEDITIE, BAXBSICESWEBEELRERARRD
bhd, 5, IBEORZEEMOESHICL Y, REEERM LR EOEFHRETHAERS
FEELSKBEINIPC, INOOEERLHZEICHERBFICRIEET S 2 L ARED
BELR-TEY BEMBOEE L WHEOEARLS 2016 (ERL 2846 A 2 A HHRE)
ZBWTYH, EHNERMEOERORBEHEELXRZ - LLEhTWS,

FHEABFEREL L. RBERARERE 7/ u 7 7 A VRBEHFOERS LA L MR
RBILBHD, DD, AHERCRLEICETIHRNR+0FHT 5 £ TOM.
UEBERGOBELM RT3 LBHMFINIBECHLTEAT L LI, BIE
BANRBHELEBIZVLERMEEZ LD ERTRR—BOEH2H - T ERBE CER
THRZLREETHS, .

LiedoT, BHA K54 Tk, BRBIRPLINETIZAE LN TWBESKSH -
BEHRMICESE, UTOEERORBERERAZHETIBANOCLERES, B2
FROCEEHFRETT,

B, AHA P4 1%, MIITBEAERELERBBESHE. A8SHHAEARE
BREERS., —BREMAEABREBRARES. BEFEFIEHEAN B FHBZXET
— A B RAERBZSOBHOL LER LK,

HREBRDEERD : ¥4 PAV—F RWFHFE 20mg, ¥4 M —F KHEE 100mg (—
B4 Ra7e) X</ (BEFEREZ))

R LRIHEXIIHE : PD-L1 BAEOEIRFRB2RELT - BR O/ EIFHRE
HBLRABERCAR  BH. BRARIE, Ra7u) X<7 (BEFHE#HLZ) LT 1
' B 200mg % 3 BREIRIRE T 30 SR T TRFEHET S,

B & IR 7E ¥ & : MSD #kX&tt




2. FRORKE. 1ERAEF

¥4 M—F REBE20mg RR100mg (—&k4 : RA7 v Y X=7 (BEEFEHk
%), LLTF T&A) £v5,.) 1%, PD-1 (programmed cell death-1) ¢ FD Y H> FTH
% PD-L1 RU'PD-L2 L DFEEEZEHBAETS. £ MEIgG4 £/ 7 u—FAHilETH 3,

PD-1 B3 T AR BB kN B 7 DI B AMBBFI BT 3 et
AA v FC, PD-1 1%, BELRBIZBOTESER THROMBREICRERL, BCR
BEREE CALETBR2AERS 2 HET 5, bbb, PD-1 XV VU FLRE
BTRAZ LI VHARRBRICLZ VI FVnERZACHBETA2REETH S, PD-LI
DEFHEBRICBIT2RBITLTITHIN. S OBAMBTIITHROBE 2L S
FCARCERLTVWS, BAMIICEITS PD-L1 ORBHIL, BHRE., RS,
FFHOBRE. SRELE. JE/ MM L Oke RRATFERERAREFTHY, BVAFESE
L OMRBEERHRE I TWS,

BE DN A DEREF% & PD-L1 FHROIEBMEH S, PD-1 & PD-L1 OEKRITIEFED
GEEBICBVWTEELRREZES ZLNTRENTRY . FRBABROENHL L
THREh TS,

A, PD-1 & PD-L1 RKUPD-L2 DY H > FOKAEZAETIZ L2k, [EE
BUNRET OIS ROMBRESEET U o BRE2EME LS FUIBEARE 2 BIEHLT
5 L CHIEBEHRZRET 5,

ZHOEREFICES BEORERISICL 2BERERH bbb, BEEXIIETIZ
E5ARMNSH 3, AFOREDRORERICIE, BEOREL /T, REXR
H HLNTBAITIL, BB U BERICK U S ai e RR LR OEN L ES L THE
PRENBEETV. BECRERSICE3BERARREDN 3BT, BIBRESRLV
L OB ESEOFNRME LTI LERD B,



3. ERERRR#R
PD-L1 BB DO IR AREB 2 ST - B 58 DO IE/NERRIHRR DR BRI 21T o 7= ERERKH
BROBEETRT, '

[F%hi4)
OEBREFRIFBMERER (KEYNOTE-024 3R) »
{22 HRERE D 72\ EGFR Bz FE RIS, ALK #A #1574 R U PD-L1 B4 (PD-L1
PRELEEBMENEDZEE (BT ITPS) £V 5,) =50%) ‘DOEIBRTRERHET -
BROF/MERMESEE Go5#. BAANWFZEL) ZXRIC, 4% 200 mg 3 BRH
MRS OEER VRN, 77 FH3A% & B bRk (LT soc) &
WH,) ERBL LTRMEhE, 28, BRFETREBETEBDONELBEEIC. K
BETEZTRTERBBD O RVEOBKRHIZEE L TVW5 BE Tk, REIUEOE SR
FMTRBETERD NI I TEARAORE LM S Z L ATRE shic, TEFE
T BT ENEAFEYM (BATF PFS] &\ 3,), BIKEHEE B X 24 FHIM (BLF fos)
EWnH,) Eh, FFNIT T FFRAESTLFEREL LB LT, PFS, R*OS (F
FifEdT) #FBICER L,

*: o R=FUBHERE L THNERERB &N TS PD-L1 IHC 22C3 pharmDx ¥ =] AW TR

Exni,
#1 A4S (KEYNOTE-024 3RBR)
%) 200 mg Q3W 7I5F R E ST
(154 ) s
4 (151 &)
- HPRfE [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™! NP — R 0.50
(95%CI) (0.37, 0.68) -
P {i” <0.001
hRE [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ Y — R 0.60
(95%CI) (0.41, 0.89) -
P " 0.005

CI: 8K, NE: #ERT., *1: RECIST ¥4 K54 > L1 BRICE-S Mz hshsE, *2:
&R Cox lBINF— FEFNC LB 75 FF AL ST LEREL OB, *3: Bila
SUURE. *4: DEBITROT—% 120164E5A 9By b AT




100
90 -
80 -
£ 70 -
£ 60 -

ool

B 40 -
gsol-
20 -
10 -

—_— AN 200mE QW

I ..\_-”
O -

- TIFHNRTB Ol

at risk#
&#1200mg Q3IW

154
T5FHEEERGIERE 151

4
5

REREFRAIA]

89 44 22
70 18 9

104
99

TTTTITTV I ITrTIITeYT

15 18

3 1
1

thRMITEIC kB PRSO B SEHT R O Kaplan-Meferdii (PD-LIBE (250%) DBEMAE)

100 7
90 ]
80 |
70
£ 60
8§ 50 -
ﬁmj
30 |
20
10 1

Ay}
e o, ua,

DG —

— ATH20mg Q3W
FSFFRAR2CILY RS

0

0

at risk#
FHI200mg Q3W

154
TSFTRAESOFRE 151

3 6 9 12
)

82 39
64 34

121
106

136
123

15 18 21
11

7 1

o o

OS® F ARHTR O Kaplan-Meler 82 (PD-L1i{E (=50%) ©BEMRE)



QEBLRIS I /MERER (KEYNOTE-010 3R5R)
75 FF A2 SR RERE" #4575 PD-L1 BB (TPS=1%) 2 DY RAR /21T
BREOENMIBRMERE (1,0334], BAAINflZzaT) ZRARIC, &K 2 mgkg 3 &
RIMIRR SR 10 mgke 3 BRIBRBHREOFDHHERRELMR, FEZFEA KM
(BAF DOC) & 5,) AL LTHRHMENE, 2B, EEFME CRBETRED
bREBEIC. RBRETERTERNED bhRVEDOBEKMIZEE LTV 3 BE T,
RE LA O ER T CRBETHBD bh 3 ECAROREMREL THEE Shic, TE
FME B I1X 0S RPFS & &h, AAIIXDOC LB LT, OS 2 AEBICER LT,

*] : EGFR = FERBENIX ALK BABRETFEEOBE TR, 77 F FHAEZ S LEFEHRECLS
BREEICA L, £hEh EGFR BRI ALK EER ¥ AT 5 ESIDEAIC X 5 BRE
¥ ET3BEMEBAN LRI, '

*2 : PD-L1 IHC 22C3 pharmDx (¥ =1} OBEXy 2BV TREILE,

#2 FHOHHRE (KEYNOTE-010 3REk)

AH| 2 mg/kg Z#| 10 mg/kg Fe& ¥k
Q3w Q3w
(344 #1) (346 1)) (343 #i)
oS dmhfE [A] 10.4 12.7 8.5 '
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)
NF— PR 071 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) -
P " <0.001 <0.001
ClI: 8K, *1: BB Cox BN — FEFNIZL B FEFZEA L OB, *2: B
usI U IRE
100
90 - | e——— 2 2mg/kg Q3W
80 39810mg/kg Q3W
70 — Ryt
£ 601
E 50 -
40 1 5131[1: iulnll | 1
30
20 - NN
10
0 -mmmmmmmmmmm
0 5 10 15 20 25
at risk# M A]
8 2mg/kg Q3W 344 259 115 49 12 0
3#10mg/kg Q3W 346 255 124 56 6 0
REg+tiL 343 212 79 33 1 0

0S DO MMAENTEFD Kaplan-Meter di#2 (PD-L1 8 (21%) 0BEMRE)



[Z24]

O E Bk [E 45 MHEER (KEYNOTE-024 3ER)

AEHRIIAFIBE 148/154 6] (96.1%) KT SOC B 145/150 61 (96.7%) @D b,
BRELORRBEREETCERVWEAEFFRIZ. ThEH 113/154 B (73.4%) RV
135/150 B (90.0%) IZRH bhiz, WTNH OB TRERY 5% LOBERIXITRD

LBV ThHhote,
#£3 WThHORCHARR 5% LORHER (REERITRSRE)
BERIKZHE (SOC: System Bl (%)
Organ Class) AH B SOC B
A FE (PT: Preferred Term) 154431 15045
(MedDRA ver.19.0) £ Grade Grade 354 E 2 Grade Grade 384 L
2EHER 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
miks LY S REHF '
=gl 8 (52) 3 1.9) 66 (44.0) 29 (19.3)
A £k ek G2 1 0.6) 0 8 (5.3) 2 (1.3)
IR EE 1 0.6) 0 34 2.7 20 (133)
i /NR D BE 0 0 17 11.3) 8 (5.3)
P4y ISR
B R B R TTE 1 (7.1 0 : 0 0
FRRBRERHBIE T HE 12 (7.8) 0 1 0.7 0
R
EmR 6 (3.9) 0 17 (11.3) 0
TH# 22 (14.3) 6 (3.9) 20 (13.3) 2 1.3)
Els 15 097 0 65 43.3) 3 2.0)
RPIR 4 (2.6) 0 18 (12.0) 2 @1.3)
-1 4 (2.6) 1 (0.6) 30 (20.0) 1 0.7
—f% « 2HRER L RSB ORIE
&®AE , 5 (3.2) 1 0.6) 11 (7.3) 2 13)
®Y : 16 (10.4) 2 1.3) 43 (28.7) 5 3.3)
340 1 (0.6) 0 9 (6.0) 0 .
S 16 (10.4) 0 8 (5.3) 0
BEPRIREE
T5=vTI) VA 10 (6.5) 0 7 @7 0
7 = 5—EHm :
TARSGRXUBT I/ b 8 5.2) 2 1.3) 5 (3.3) 0
AT =T —ERm ‘
me 7 v7F=8m 3 1.9) 0 15 (10.0) 1 0.7
e RERD ] 0 20 (13.3) 6 - (4.0)
d /RS 0 0 18 (12.0) 9 (6.0)
A h kR 1 (0.6) 0 16 (10.7) 3 (2.0)
KRB L USRS
BHRBE 14 ©.1 0 39 (26.0) 4 @7
i DA/ PNt 1 (0.6) 0 9 6.0) 0
HEERE L OB AREE
Bastne 13 84) 0 4 @7 0
L E
RERE 1 (0.6) 0 15 (10.0) 0
K=z —uRF— 2 (13) 0 9 (6.0) 1 0.7
PR, BEB IUCHRERE
e 8 (52) 4 (2.6) 1 0.7 1 0.7
B ¥ X OB T Aa MR
e . 0 0 12 8.0 0
BE A RCHR 8 (52 0 1 0.7 0
COESEE 12 (7.8) 0 3 2.0) 0
RE _ 11 (7.1) 1 0.6) 3 (2.0 0




B, AFEECHEEMERIX 9 B (58%) . KIBK - EEOTHIX 8 # (52%) .
HREE (XT2 - NV—EGERS) X246 (1.3%) . SRS 224 (14.3%) .
FURBRRBRE R X 21 B (13.6%) . TEEMEBESRIZ 14 (0.6%) . 1 BER&EIT 145
(0.6%) . BHREREE (ROEMEAETRSE) X146 (0.6%) . BERIZ 16 (0.6%) .
B - KRS RAARE LY 1 4 (0.6%) BT infusion reaction IX 5 61 (3.2%) TR bhis,
7o, EEORBES (REEBEINERE, SHAK. BEXAES) | BITHERE,
EAEMENE, M - fB%, S OBE, LK. REML/MRIROERER. B
AR ORFRSITBD Ohiehol,

QEEEE RS H/MHHRER (KEYNOTE-010 3RER)

BEFRIT 2 mg/kg Q3W ¥ 331/339 1] (97.6%) . 10 mg/kg Q3W ¥ 330/343 4 (96.2%)
R U DOC &% 297/309 Bl (96.1%) @D bh, BREL DEREFERBTETCEARVESE
HHRIT, FhEh 215339 B (63.4%) . 226/343 B (65.9%) BTt 251/309 ) (81.2%)
KBDbhic, WTFRIAOBH TRAEN SUUALOBERIITRDOLEBY ThHoT=,



#4_WThPORTRARMS S%ULOBHER (REUMITHRRE)

BEHKSE (SOC: System B (%)
Organ Class)- 2 mg/kg Q3W B 10 mg/kg Q3W B¢ DOC #
A8 (PT: Preferred Term) 33941 3434 3094
(MedDRA ver.18.0) 2 Grade Grade30AE 2 Grade Grade35AE 2 Grade Grade 35AE
28MER 215 (63.4) 43 (12.7) 226 (659) 55 (16.0) 251 (81.2) 109 (35.3)
miks LY R
gl , 10 29) 3 (09 14 (@1 1 (03) 40 (129) 5 (1.6
FFPERBAD SE 1 (03 .o 1 (03) 0 4 (142) 38 (123)
P U
R IR EBIE T 5 25 (14) 0 23 (67 0 1 (03) 0
B ihEE
T# 24 (11) 2 (06 22 (64) 0 56 (18.1) 7 (23)
Bl 37 (109) 1 (03) 31 (90) 2 (06) 45 (146) 1 (0.3)
aon%k 13 (3.8) 0 7 (20 1 (03) 43 (139) 3 (1.0
TR 12 (3.5) 0 13 (38) 1 (03) 24 (78) 2 (0.6)
—f - 2HHEES LUREBEORE :
&HIE 20 (59) 1 (03) 19 (55 2 (06) 35 (113) 6 (1.9
g 46 (136) 4 (12) 49 (143) 6 (1.7) 76 (246) 11 (3.6)
AR 5 (1.5 0 4 (1.2) 0 21 (6.8) 0
R 10 29) 1 (03) 14 (@1 0 17 (55 1 (03)
BRI '
TR 0 0 2 (0.6) 0 24 (78) 19 (6.1)
B o 2R ¥k 0 0 3 (0.9 0 16 (52) 10 (3.2)
RBB L UREBRE
RBRBE 46 (136) 3 (09 33 (96 1 (03) 49 (159 3 (1.0)
HBE#HRE XU A AR
R 13 (3.8 (] 19 (550 2 (06) 18 (58) 0
HRw : 9 (2.7 0 10 (2.9 0 29 (94 0
ik R R '
REERE 4 (12 0 7 0 0 .16 (5.2) 0
il =a —nF— 2 (0.6) 0 3 (09 0 28 (9.1) 1 (03)
SEBIE 3 (09 0 3 (09) 0 17 (5.5) 0
B L OB TS
BREfE 3 (0.9) 0 2 (0.6) 0 101 (327) 2 (0.6)
Z 5L 25 (14 0 32 (93) 0 5 (16 1 (03)
RE 29 (86) 1 (03) 44 (128) 1 (03) 14 (4.5 0

2%, 2 mg/kg Q3W BER U 10 mg/lkg QAW B TENTh., MIEMEMRRIX 156 (4.4%)
Er146 (4.1%) . KEB% - BEOTHUISH (1.5%) RO 24 (0.6%) . BEDOR
FEREE (BIRERSBIRAE(REE, S, |REES) 1316 (03%) RV 16 (03%) .
 MREE (XT Y - NU—EGHE) 1226 (0.6%) RU3 6 (09%) . FrEseR®
1323 1 (6.8%) B T* 22 B (6.4%) . FIRBRESRERE R 13 32 B (9.4%) R Ut 35 #1l (10.2%) .
TERABEREIX 16 (03%) RO 14 (03%) . BIBEEREZ2H (0.6%) RU1
Bl (03%) . 1 BERBIT 1 (03%) BRU24) (0.6%) . BHEEE (RETREMY
BWRE) 1248 (12%) R0 H, BEAIE 16 (03%) ROO0 G, Bk - A mae
FEIX 140 (0.3%) RUt0 4. infusion reaction iX 2 #l (0.6%) RU6#H) (1.7%) TR
bhie, ¥, BEEBENE., BK - HIRE. B HEE, LHE, REMED/MRED
HRBER, B4R DR OCRFRBIIBD bhiedot,



4. HRIZOWT

EBEEL L THARGRE (7L RBRELATVRZ b, YEHEELED
CERTEARRCHAILERDS, TOLT, ZAORENEN2BELE - 5
L. ZFOBREIC L EEREERERE L ZBICAET 5 2 L BS3%ERED, UTFO
O~@DFRTEIMITHRICBVWTERTIETH S,

@ HWRIzOVWT A

D1 FiED (1) ~ ) DVWThIrTHEYTIHRTHEZ L,

(1) EAFBRENEET > NABRKESEILAFHBRS (FEFRSA ZRESIL SRR,
HUEAS A B ROEBE B AR, HURAS A BRURBER L) (FRR 2944 A 1 ARRA 434
HE3%) ‘

(2) FEHRERPT (FERR294 6 A 1 AR : 85 HERR)

() WEMFRMEREBET I BALRESREE (RABREHERBERR. SADREH
WA, BARRESHEERBR L)

(4) AFCFREZLZRE L. S RCBREME 1 I/ RCEHEMNR 2 OMERERE
WZHRBBHEITOTWAHER (ER 28478 1 BRIAR : 2540 FERR)

(5) MEHEEANSFERMEORKEREEIRIBHEZITo TV AR (K 28 £ 7
A 1 BEEA : 1290 HERR)

D2 FEOLPRERVBIEARBERORISCH53 25400 L BREZGFOEM (TRO
WEhDICEY T S EM) 23, YEREMOXAICETIHROREE L LTEESH
TWaZ &,

£

o EMAGTRABXK2EOMMELKRT LeBIZSEULORABROBRIHEZIT
STWBZ &, 5b, 2FL X, BAEDEEZE L LEBKREBREZOPHEZT
BRoTWBZ &,

o EMRFRBH2EOMHFEEZRT L-RICIFULOBREREFL TS
k. 9b, 3EDER. MROBRARYREEZSOFRBRFEOBKRIERZToT
WwW3Z &,

@ BEADERRFREROEBITONT
EXSMRTRCHST 5 HEERRR SN, WECENLONBRN, TP B2
HERFHFROTERVCEMSICH T 5 HHRREHR. AEFRBBELILBSORMESR
%, SRELHITDIBEHABo TS T L,

10




@ BIER~ORIITONT

®@-1 MERrtaflic B+ 3 BY

BEEREBRSOEERBAMERANRRBA LRI, 24 REZREHOT. YKERXIT
BHERICBWT, BRLEZBERIZE U TARERE R CT Z0RIERDERNICKLE
RBREOKENYAFIZBLI, EbiCHmERGHAE-TWE L,

Q-2 BRUEBEIC L IAFTERANS BT IR

BABRICE DI EMNRABECREEZATIERUEEESBERE=F) 72
EDLERBOAY Y —=0 7 EITVERE L 8 HA TE 5 F— AEREH SER
ENTWBZ L, 2B, BRFHIZOWT, BABEL ”c@%ﬁiaﬁﬂdﬁﬁl EhtTw
5T ¢,

®-3 BHERAORETPLHISIZBEL T

BIVER (RIBEMEMHRERIZINZ, KB4k - BED TH, FHERE. SHRERE Rag
BEMERSE), NOWEE (TEESERES. PRBBERE. BITREES). 1
HRIR. 5 & SR, Rk - BRFRARE., MR, BEEOREEE (BBHBRRERE.
ZWHA M, ARABESE). infusion reaction, %K - MK, EIEMHE|AIE, WEEE (¥
Ty NU—EREMS), UKk, REEL/MREDEERR, AL, RFRS
) T LT, YR ITABERBBEOEMEL AT EME ESE L (RERADZ
BRI L THRERUXBES I bR ARGICH B I L) | HbIIENARLEBNT
& BEHNRES TWEZ L,
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5. BRENRLRDBE

[ZeHizB+ 53E]

QO TREEYUTIBEFZOVWTHAFDOBRERERLINTVERZ b, BEZT
binzk,
. Kﬁloﬁkﬁkﬁb@&ﬁo&&ﬁ@bé@%‘
o HENITERELTWB D H 5 BH

@ EFRFIOFMICB VT TRICEKY T 2BE O VTR, FRORFIHRESh 2V

B, OBFBRESEZVBERICRY , HECFRAEERTH L 2ERTE D,

. HEEMEBROSHIEEDHSBE

. MHEGERECHEELBED S E%&Uﬁ&ﬁmﬁz%ﬁmﬁm&%@%ﬁ%ﬁ
SO RIEMELSZONDBE

s HOUARERBOAH. NiTBHEMNLRE L IIBRED B CRERABOBEEED
HHBE

s BEBHE(GELBMRBHEELZESL)0HIBHE

*  ECOG Performance Status 3-4 ="0D &%

[A%hikiz B4 3 3PH])
O TROBFRZBVWTHFOFMERRIEENL TS,

o LFEWEREOZ, EGFR BEFERBM., ALK BEBEFRERT PD-LI
BBt (TPS=50%) DEIRRTRERMEST - BR O/ MEIAESE

o Z5FFRAEESTCEHMERE LA T S PD-L1 B (TPS21%) OLIERTRE:

T - BREOFNERMESRSE (B, EGFR B#EFERBIEXIT ALK @&
BEFBEOBRECIX. ThEh EGFR Fu ¥ r 3 F—¥AEHIRIX ALK F
n e F—YHERORREY R THBE)

2B, TPSIIRAT R Y X=7 (BEFERL) OarR=FBBR (RES :

PD-L1IHC 22C3 pharmDx [# =] ) ZRAWTHET S Z &,

@ TRIEEXTIHAFCHTIFFORERVERFEICOWTIX, RAIOFHES
SN TELT. FHOREXNR L RLR,
o IREMBMLIRIE,
o fhoHEMEER L O,

@D ECOG 0 Performance Status (PS)

core ER
0 | 2<BER {EMCES, BRNLALIBEERHRRIITLS,
1 RIERICE LW EBNIZHIBR S h 325, BITTERT, BERCE o TOERIIITI ZLNTES,
fl : BOFYE, FREE ‘
2 | HFUBTASOEOREY O LiZ TR THRIEAERRTERY, BPO SO%LA LI~y FATBRIT,
3 |BOhEBHOHEOEYDZ L LIATERY, BRO SO%LLEEF~Ry FARTFTBIY.
4 | &<BiFRv, BROHOEY D= L2 TERY, BREERy FOABTFTBRIT,

12




@ MBBEIA FI4 v (BARMBEESHE 128V T, ECOG Performance Status 0~1

@D =75 5%LLE, XiX ECOG Performance Status 2 %V OBETiX, £ 3 5B

#H (FEFZFELE) ORFBRENERINTRY ., 77 F T MADOERAEREX

BWEDERINRZW T —2¥H 5, CEREREATIBRECHEATIRE. 7

5 FF BB ORTEFNE 2L & b 3 HRABAEA COBRREELHTIREICBY
Tix, FHOB‘EEERTE 3,
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6. BEIZBRLTHETREEH

) mﬁI%%kMx.%ﬁﬁﬁ%%mﬁ%?%%ﬂ%kgd%Iﬂ@ﬁﬁkvﬁfﬁ
BOEDITLBERERETDICERBLTHLERTEZ L,

TRRBMRICEL D, BENREORRITAMERUEREZ 20 L, ﬂﬁé%
ThboRETHZ L,

FREMERBORX T AV MZONT

)

®

FEERRRRHbbhD T L BHDDT, FHOREIZH - Tk, MIHE

R (Boh, RRER. RS ORBRUWE X BREOCOEES., B+

AT T L, £k, REREUTHE CT. Af~—r1—S0RELTET

3Z¢L,

infusion reaction 233 H PN % Z & 4% B, infusion reaction 2378 LN ZIFAIT
X, ﬁ@&%%%ﬁ‘a&%L\Eﬁm@ﬁ?éiﬁéﬁmﬁﬁ%+ﬁkﬁ%
T,

RIRRBEERERH bDND Z L BH DD T, XRAOEE5HRHBITR RS
PITEMEIC FIRIRBEEERE (TSH, &R T3, &M T4 S0RIE) 2B D
Ze,

FIERERER S ODNAZ L RH DT, FEHORERMBEIR RS MM I
EHIRIZFFHEREIRE (AST, ALT, y-GTP, Al-P, t)wt/%owﬁ)%%w
T3z¢,

SEEE (CEARVOEERERXEZAD) SOEBRBEESHLDIS
TeHHOT, BHNOICROREOFEERB TSI L, 72, RORENR
BHOLNEBEITIE, ECrCERBEEZR2 T I8 2HBETH L,
ZROREIZLY, BEORERGITEER TS EXbN55Kk4 REBLHKRE
BHLDONBZERHD, RENRBOHONEZHAIIE. BELEFRITIEL
HFA 5 L BRE2FFOERM & B L THEIZERNRZKH TV, BEORE
FEISiz X 3BMERAB RN 2881Ti%, FAOKREIIPIE, RUBIBTRESR
NECRIOBRESEEEZERTIZ L, 2B, BIBREFNVEOREIZKYBHF
RAOBRERRBD bNRWBAITIE., BITRERNVE YV USOLRERHIF OB
bYERTHZ L,

BE5HR TR, &ﬁ%#%ﬁﬁﬁﬁ@bf#&ﬂﬁmm%ﬁTé EBBHBD,
ZRORERTRICOEMERORRIZTR2ICERETHZ L,

1 BUERR (BE | FERB 2 a1) Bbbbh, BRAEES V7Y F—
RKEHZLHRHZ0T, AW, B, BHEOEROFERLMBEED LR IZ+
SEETIZ L, | HERBREDNWEEACRIBELDLEL, 1 -2) /B
FoBk5S0BEO2ALEEZITO Z L,

AR OERRRIZHBT, REREHD 9B, ThOlkRit, BB, 1EH
I3 EREET O L A OTEE o TV & 2 BER, AFRETIZED
B ERRE CHRORBETS = &,
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RBERHEETA KT
Rra7u) Xe7 (BETFHBRZ)
(R4 : ¥4 bV —F KHBHE 20mg, ¥4 FV—F KEHE 100 mg)
~EERAE~

YRk 2 9422 A (FRk2 941 1 A%KET)
BEAESEE



A&

XL I

AR, 1FRABF

R PR AR AR

HRRIZHOWT
BREXNRLRIBE
BRECELTERTREEHE

AN S ol o

P2
P3
P4
P11
P13
P14



1. BT
EERBOEDY - BLMOREROEDITIL, FAXESCESVDEERERNRD
b3, &5IT. IEEOREEMOESIZL Y, HAERR L L ORFHORFRIERE
FERLRBEABINZHC, ChODERRYEICHERBEITRMET S 2 L NREO
BELR2-THY BEMBOEY & KBEDEAFE 2016 (K 28 4E 6 A 2 A BHBRE)
BWTH, EFNERREOERORELBEELRSZ L L STV,

FHREAREERRIL. KRERACREE 717 7 A VAEGEOERSR LA LMCR
RBZENDHB, ZORD, BHERVRSMICET I HRR+SEMT 5 TOM,
UBEEROBEEH ST LAMSINIBZCH LTERATI L L bz, BlE
ARRERLEBICSHERRSE L 32 L AR —EOEM 2 T ERBBE CER
THLRBEETHS,

LR oT, KL FF4 2Tk, BBBRERLINETIRB LN TV AEREEL -
 BERABICESE UTOERRORERERALHET 5BAN OLERER, B2
FRUBEEERYTT, .

B, KHA FT4 1%, MILITEEAEELERBSRAME, ABHAEARR
BERIEESS, —RHHEA B RERABES R UAKHRAEA B XREREROMHH
Db EER LT,

XRLIRDERES : ¥4 M—FREEE 20mg, A M —F REFHE 100 mg (—
B4 RaTu ) XA=7 (BiEFHERZ))
MR RIPENIBR : RIBYIBRTRERFEREME
HELRIMERCAR : BH. BRAKRIZ, RAa7r) X+7 (@BEFERL) LT, 1
: ' B 2mg/kg (H) # 3 BRI T 30 M2 TREHFET 2.
B3 IR & ¥ & MSDARASH




2. FE O, 1EABRF

¥4 PV—F RBHE20mg R 100 mg (—RA : a7 n ) X<7 (BEFHHR
Z). LT T&HF &£v5,) iX, PD-1 (programmed cell death-1) & ZDY H> KTH
% PD-L1 RU*PD-L2 L DA EHFEMRETS. & MelgGdE ) 7 u—FAHilkTh 3,

PD-1 BB T MR R b N 5 7= D IT B AR FIR T 2 ek He
AA v F T, PD-1 ik, REZRBIZBWTESE THROMBREICRIAL. AEA
BRIS 2R UALBEXITBRI2AERIGZHET 5, T2bb, PD-1 XV Vv Fek
BTAZ LIV RARZRERICL BV a2 ACHET 3 RZEAKRTH S, PDLI
DEFERICB T 2RBAITDLTNTHEN S OBAMBTII THROBEZML S
IECBRICBBRLTVWS, BAMBICIT 3 PD-LI OBRBRIL. BHRE. RS,
JFAMRa ., JRELAE, #mmmﬁﬁ%mﬁktmhv$&$ﬁn%fbb B AEFERE
OHBPERBEINL TS,

ﬁ&@#b@ﬁ%m?&&HHJ%E@@@&#BJDIkHMJ@ﬁ%HE%@
RERBICBWTEERRFIZHD ZLRTRINTEY , iR ABRREOENHE L
T#RISh T35,

##iX, PD-1 £ PD-L1 RU'PD-L2 DB Y H v FOBEAEMETHZLick v, EHE
BUNBEE TR OB REOMIEERE T U o BREEML & &, HIBERSE 2 Bttt
5 L THRIEEDREHEET S,

ERIOERBFCESSBEORERISC L ZRERAS XL bbh, EEXIIETIZ
EHFRRMENH D, FROEEPRUERERKICIT. BEOBRELZ+IITITV., RESR
DENTERAITIE, BRELEBERIUS CAEMN2AR L ERELFOEM L EHEL THE
RENBE 2TV, BEOARZERISICE ZEHEAREDN S HAITI. BIRRER NV
EUVRIOBRESEOBENRLBEITOILERD S,



3. B
BIGYIRARREHBAEDOABHFICTMLITo X BRAROREL =T,

(%]
OEM%E I bR (KEYNOTE-041 3R&R)
LEBERORVXIA LY 27 BEFHRBEL) UT VAT L1),)
EFEERV2VIVACETOLEREREZATH1RIGURTERENHBRAESRSE 42271
(AR RER 37 61) 2X8IT, &%) 2 mgkg 3 BRI AT IQ3WI & 3,)
BEOAPDUERUCRLSERRB SN, 2B, BRFME CRBETEBO bh BT,
RBETEZTRTERIRD bRRVWSOBKMIZZE L TWABE Tk, REILIEOHE
B G CRBETARDONIETTEAOREE/RET S Z L BHBL Shiz, TEF
E B Th DEHRIRECIST VA KT 4 > L1IRIZESL hRYEIZ X 55722FZ(CR)
Xi3EaES (PR)] X, 24% (95%EHKM : 12~41) Thot, B, FHllCRE
L=BEIZ 10%Tho T,

O 1Bk (KEYNOTE-002 3UEk)
AE) AT L BRRELZATHIRBURABELREBMBRAERE L HRIT, &H 2
mg/kg Q3W 5 & UF 10 mg/kg Q3W B 5 DE MR R MR, (LB RE (FANAY
U TEY/BI R, BVRTITF, NIV EXREAXBINRTTF o+ 5%
B, LT TICC B 2\ ),) 2RBELTRNEN:, 2P, BRI CRBET
RRDoNBAIT RBET 2 FTERBBOONBRVEOEKRNIZEEL TV A
HTIE. REEOERF M CTRBETEBROONI T TAEOREZ2RGETI N
AL In, TEFEABIILEFNMN (0S) RUEMEAFMM (PFS) L &h.
AR EERE L B LT, PFS2ARICER LT,

#1 AR (KEYNOTE-002 3REk)

AF 2 mg/kg A% 10 mg/kg LR
Q3w Q3w
(180 #) (181 4) (179 #1)
OS | #5fli [(A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
NP — FH™ 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) -
P E" 0.1173 0.0106
PFS” | shshfl [B] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
NP— FH? 0.57 0.50
(95%CI) ~ (0:45,0.73) (0.39,0.64) -
P {&" <0.0001 <0.0001

CI: 246X, *1: RECIST WA F5 A4V L1 RIEE S AR ER VCEBEMEIC L 5 4.
*2 : JGR Cox LBINYF— FETFNMZ X BLERELOHE, *3: B /S I/RE

4




0O 3 6 9 12 15 18 21 24 27 30 33 36

at risk#¥ Erm (7]
8 2mg/kg Q3W 180 131 95 70 61 11 0
FHE)10mg/kg Q3W 181 138 99 79 67 12 0
{E$56E 179 1156 80 60 48 9 0
OS @ Kaplan-Meier Hi#it
100
3
#
g
at risk#
8 2mg/kg Q3W 180 153 74 53 26 9 4 2
3H)10mg/kg Q3W 181 158 82 55 39 15 5 1
{EPREE 1779 128 43 22 15 4 2 1
PFS @ Kaplan-Meier Hi##



@/ EIMERER (KEYNOTE-006 3ER)
ACY AT ICEBBEBRORVWRIZA Y AT 2EERW 1 LI AVETOLE
FEEL AT ARGURAELR2EGRGEBRE LRI, A 10 mgks QAW RER W
10 mg/kg 2 B (LT TQ2WI &V ),) BREDHPMERVRLMS, 1Y) b=
TEMBE LTRMENE, ok, BRFEATRAEITIRD bhfeiz, KEET
ERTERNED bW RWEOBKMIZEE LTV 3 BE Tk, RELIEOERFEH T
RBETRBDoNDETEAORE LR T2 Z LNFRRL Shi, TEFMAR IX
LAFHE (BLF T0S) &\ 5,) RUMESEARFME LT [PFSI &1 5,.) &&h,

FHNIA Y hwT LB LT, OS KPFS #HBICER LT,

%2 AR (KEYNOTE-006 B5R)

AV LT

AH| 10 mg/kg ZA# 10 mg/kg
Q3W QW
(277 &) (279 ) (278 #)
os” | sk [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
NF— FE2 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) -
P fE" 0.00358 0.00052
PFS™ | thff [A] 4.1 55 2.8
-5 (95%CI) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
N — RS2 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) -
P fE" <0.00001 <0.00001

CI: f28EXM. NE: #ERT, *1: PRMFTHEOT—F :2015F3A3BLy b7, 2: 8
B Cox LbFINF— FEFAMC L BA LY b= L DO, *3:BRIv ST 7 HE. *4: RECIST
HA KF4 Y L1 RICES MY L A RRHE R ISR MEIC X 230, *5: FRAETRO
7—% (014F9A3BAy b 7)



at risk#

#&10mg/kg Q3W 277 266 251

AEULIT

at risk#

##110mg/kg QW 279
##10mg/kg QAW 277

——— ZA10mg/kg QIW
20 FF10mg/kg QIW
10 ] —— qvunzy
0 e rrrrrrrTe Prrrrerre Trerrrrr e Frerrrrer . Frereeery rrrrrrrery
0 2 4 6 8 o] 2SS 41 618
&M (A]
FHI10mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
2368 20155202 158" 71 18 0
278 " 2470 212 V188 189w 157 117 1851 17 0
OS @ Kaplan-Meier B3
1 gg ) :"- - = == 28 10mg/kg Q2W
80 - Bt Z710mg/kg Q3W
g 704 ! APULTT
B 60 -
E S50
5 40 -
g 307
20
10
0 -
0 14
SRR (]
231 147 98 49 7 2 0
235 123 95 53 7 1 1
278 186 88 42 18 2 0 0

AEULRT

PFS @ Kaplan-Meier Hi##



[Z444]
- OQEME IbERE (KEYNOTE-041 3RER)
BEBHRIL, 41/22 4] (97.6%) IZBH LI, BRELOERBENETECERVWAE
BRT, 344261 (81.0%) ICBD b, BERH S%ULOBERIITROLEBY T
hbote,

#£3 BARY S%ULOBIER (RLEMTXELR)

PI% (%)
I SOC: System Organ Class
HIIADE (0 tm O g

(MedDRA ver.18.0)

. : 2 Grades Grades 3 DL E
2BItER 34 (81.0) 8 (19.0)
msBRE o L

RARRBIRIETE o . 4 09 0 00

HEmE T S TS

T : 3 - 0 (0.0)

R SARERIURSHEORE S S
BRs s 119) 0 0.9)
BERRE
 TRRTEUET I/ FFURT 25— 3 a.n 0 (0.0)
| dpmmmcgm o 3 an 0 ©.9)

5 HIE 6 (14.3) 0 0.0)

BER BB RAE 6 (14.3) 0 (0.0)

BEKEAK 3 (7.1) 0 {0.0)

2B, MEEMRREB 16 (24%) . KBL - BEOTH 26 (4.8%) . IFHEEE 3
Bl (1.1%) . TEAEBRERE 2 5] (4.8%) . FRIREIERE 6 #1 (14.3%) | infusion reaction
15 (24%) RS EIBE 1F (24%) THROONIZ, 2, HEEE (X7 - A
V—ERMS) | BHERET ROTHMEEEXS) | BITEE. 1 ERF. EED
HBRE (RAMBRAEREE, SHAK., ERXEES) . BA. BX - HEHREE,
HERENE, MK - BEE, DHR, SREL/RBOERIER. B4R LR 0K
FRBIIRDLNR o, A

@SB THERE (KEYNOTE-002 3RE)

A EFRIL. 2 mg/kg Q3W Bf 172/178 £ (96.6%) . 10 mg/kg Q3W & 178/179 £ (99.4%)
BROICC # 167171 # (97.7%) KBH LI, BREL ORRBEERTETCERVAE
BRIT, ThENh 121178 # (68.0%) . -133/179 8 (74.3%) R T* 138/171 i (80.7%)
RN, WTNLOBHTRIARN SUULOBERIZITEO L BY Thois,



B4 WThIOBETRARY 5% EORIER (SRR XHREM)

RIS (SOC: System Organ Class) %)
EAE (PT: Preferred Term) fZl'ng/lk"’g8 %W 10 mg{!_(lg §3W§¥ _ Iﬁ;]:ﬁ
(MedDRA ver.18.0) ZGrades  Grades 3LLE _ ZGrades  Grades 3LLE  Z2Grades  Grades 35LE
2RER 121 (68.0) 20 (11.2) 133 (743) 25 (140) 138 (80.7) 45 (26.3)
IR &Y R , | | | o
®KiL 5 (28 1 (06 7 (39 0 (00 35 (205 9 (53)
B ERBR D fE 0 (00 0. (0.0) 0 (0 o ©0) 14 @82 6 (3.5
HFPERMD I 1 06 0 (00 1 (06 0 (00 14 B2 6 (3.5
/MR 2 @an .0 (0.0 1 06 1 06 16 (94 4 2.3)
a5y s Rkl . -
R RESABIE T 9 (1) o0 (00 13 (73) 0 (00 o0 (00 O (0.0
B ‘ " : _ ‘
8 5 (28 0 (0.0 9 (50 0 (00 14 (@2 0 (0.0
T 15 @84 0 (00 19 (06 2 (1) 14 (B2 3 (1.8)
B 8 (45 0 (00 16 (89 I (06 56 (327 4 (23)
TEH ) 2 @ 1 (6 10 (56 1 ©06) 26 (152) 4 (23)
—f% - 20BHE LR LB ORI ’ S 7
N 6 (4 1 (06) 8 (@5 1 ©6 10 (B8 1 0.6)
Y 40 (225 2 (1) 52 (81) 1 (06) 62 (363) 8 @7
RB# 6 (34 0 (00 1 (1) 0 (00 8 @n 1 (0.6)
FRRE L
T/MEERD 0 (00 0 (00 1 (06 0 (00 13 (76 S5 (29
RS & R _ ) , , o , ,
AKRBE 8 @45 o0 (o 17 ©5 2 (L) 26 (152) 0 (0.0)
%ﬁ&%ﬁtﬂﬁ%ﬁmﬁﬁ . SR : ‘
BOfhE 13 (73 1 (6 12 (67 1 0.6) 9 (53) 1 0.6)
RS 9 ¢G1 2 (A 7 (9 0 (0 10 (58 1 (0.6)
TERIRE , ' | o L C
K=z —nRF— 2 @1 0 (0 o0 (00 o0 (0 14 B2 2 1.2
SRS | L e o (@) 2 @) o (@0 11 64 0 (00
B KO T AaKRREE . : B 7 o
BEE 5 (28 0 (0.0) 1 (@6 0 (00 35 (205 1 (0.6)
BRER 9 (5.1) 0 (0.0) 9 (0O 0 0.0 2 (12 o 0.0)
% 5 37 (208 0 (0.0) 42 (235 0 (0.0) 6 (35 0 (00
RiE 21 (118) O (0 18 (01) O (00) 8 (@D 0 (0.0
MREBRES 5 (@8 1 (@06 10. 56 1 (0.6) 0 (0 o0 (0.0
B[EEan 10 (56 0 (00 9 (0 0 (00 2 (12 0 (0.0)

723%.2 mg/kg QW B R U0 10 mg/kg QAW BRHIZ B W TE T, MIE MR 1 41(0.6%)
EO44) 22%) . KBk - BEOTH 14 (0.6%) R 6 (3.4%) . #EEE (¥
5 e R U—ERBES) 2 61 (1.1%) R U0 0 4, FFsREmEsE 13 41 (7.3%) KUY 15 41 (8.4%) .
THAERE (RATMEEERS) 16 (0.6%) RU16 (0.6%) . TEKHERE I
Bl (0.6%) BU*3 I (1.7%) . FURBRSAERLE 14 61 (7.9%) BT 15 41 (8.4%) . infusion
reaction 2 B (1.1%) R34 (1.7%) . BEOCREEE (BEKEIERR,. SHL
B, BAEES) 161 (0.6%) R 141 (0.6%) . Bege LBl (0.6%) KT*0H, BEIEM
HIE 0 BIRT 1 B (0.6%) . PRz - BB 0 BIR TN 1 B (0.6%) . BNTHEE SR
ROFIRV2H (1.1%) TRDOIIz, i, BIFEE,. 1 ERK. Bk - BLUHR
fRIE, LR, Rt/ MRIRAEREER, BihitAh &R ORFREFIBD bhzho

7o



O/ FEMARER (KEYNOTE-006 5RER)
AEHSIT, 10 mg/kg Q3W B 264/277 %1 (95.3%) . 10 mg/kg Q2W ¥ 275/278 1 (98.9%)
B O IPLE¥ 239/256 B (93.4%) @B bh, BRELOBRRBEABRETETERVWAEF
#13. FhENh 202277 5 (72.9%) . 221278 8 (79.5%) BTt 187/256 Bl (73.0%) i
B oI, WTFRhOBETRRER SUULDOBIERIITROLEBY Tholz,
£5 VThhHORTRREN S%UELOBIEA (RLEMITHERE)

] . B (%)
R (e Tomgls GWaR o mgeg W e
(MedDRA ver.18.0) ZGradss  Grades 30LL 2 Grades  GradesdPLE  2Grades  Grades 35LE
éﬁllf’ﬁiﬂ 202 (72 9) _8_(0h 221 (195) 37 (133) 187 (130) 51 (199)
wmmam@ﬁ 7 @5 0 (00 17 61 0 (00 6 (23 1 (04
PRBRIABIE TIE 21 (76 0 (00) 25 (90 1 (@4 2 (0B 0 (00
LT - [ S A R
I 5 (18 0 (00 10 (36 0 (00 15 (59 0 (0.0
KB 8 (29 -5 (18 4 (4 4 (4 19 (14 16 (63)
T 40 (144) 3 (L1) 477 (169) 7 (25 S8 (227 8 (31
nAER 11 @0 0 (00 20 (2) 0 (00 1 (04 0 (00
Bl 31 (112) 1 (4 28 (101) 0 (00 22 (86 1 (04
ek 5 (8 0 (00O 10 (36 1 (04 4 (55 0 (00
M RHREBLURSRIORE: T o B St U T AN
|/ANiE 31 (112) 0 (00 32 (115) 1 (04 16 (63) 2  (08)
e 53 (19) 1 (04 58 (209) 0 (00) 39 (152) 3 (12)
BERE . T R 5
TAAGE BT ) PIxRZ=ZoVEM 6 @) 1 @4 M 6O 0 00 6 03 2 0F
REBEURREE e T e s T e T T e
AME o 18 (65 0 (O 17 (1) 0 (00) 20 (7.8 0 (0.0)
BEERRIOReMRRRE 0 - 0 T T e
BaE 32 (116 1 (04 26 ©O4 0 ©0 13 GI) 2 (08
s 6 22) 0 (O 19 (68 1 (04 5 (2 0 1 (04
L e R
2 58EE 39 4D o 00 4 4k o 00 & @a 1 04)
-4 3 37 (134 0 (00) 41 (147 0 (0.0) 37 (145 2  (08)
SREa 31 (112) 0 (00 25 (90) O (00 4 (16 0 (0.0

723,10 mg/kg Q3W B R U 10 mg/kg QW B IZ B W TEN T, M EEME B 461 (1.4%)
RO 4 (04%) . KB - BEOTH 105 (3.6%) RV 136 (4.7%) . wigREs
(XF v« NU—EREHSE) 26 (07%) RUO0H., Fr#ERE 146 (5.1%) RU23
Bl (8.3%) . BHERE (ROEMEMERSE) 2461 (07%) RUV146 (04%) . T
FHLEEREE 1 61 (04%) R 1 61 (04%) . FIRBREAEREE 28 41 (10.1%) R TU*33 41
(11.9%) . BIEMEE 14 (04%) RV 24 (0.7%) . infusion reaction 7 % (2.5%) %
W56 (1.8%) . 1 BUBEIRIE 1 61 (04%) RUNOH), EEOKREHE (BEKBRER
. ZHALH, BREES) 0 IR 16 (04%) | BEL 141 (04%) RV 1 6 (0.4%) .
B - BUSUHRAREE 1 61 (0.4%) KTr OB, Mk - MR 0 IR 1 6 (0.4%) . ¥
KB EIBEEK 3 B (1.1%) RV 16 (04%) TRDOhZ, (=, BEGEDE.,
DR, RBER/IMRIEDHEERNR, TR N R ORFRFIIBED bhizhote,
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4. HRITOWT

ARBEHL LTEABRERE (200%) BBELhTHWB I, b, YEAELEY
EBTEAMBTHILERDD, TOLT, FAORERFRBELZLH - #HE
L. ZROREICL Y ERELZBHERZRBE LEBRICHE T2 Z L BB ERED, LLTO
O~ FTFRTEHETHERIZBNTHERTIRETH S,

D HERIZHOWT

D1 FTED (1) ~ (5) OVWThIPEHEEUTIERTHDZ L,

(1) EEFBRENIBET 25 A DRESILARE GRERFRN A BIRESLARM,
HIEAS A D HEEHL AR, HIEBARRRBRE R Y) (FR 29448 1 BEEA :

434 HaRR) .

Q) ®EHRERPE (FR294 68 1 BRER : 85 HEFR)

(3) WEFROBFBBET 2BALHRELRE (RABREHBERPT. 2 ADHEES
WAhmBE, NALEREMEHEER2 L)

@) AELBRBEELRE L. ARICSHEME 1 A RS RENE 2 OB
KRB BEHEZIToTWAHER (FHR284E7 A 1| BRR : 2540 HEER)

(5) MEMEERLSTEMEOHERERIMRIBHET> TV AR (FK 28 £ 7
A 1 BREA : 1290 HERR) '

02 BHBGECLPRERCEEARRRORMISICIRMREERE FOEN
(FROVPIIMCHLY T ENR) 2. YHBENOAAICET 2HEROBEE L LT
BEEShTVEIE, :

*

. EFRFRBE 2 EOTMFHERKRT LeBIc 5 ELEDRABIRO BRHE S
FoTWaI e, 59b. 2 L LT, RAEMREY X L L BRESEOTE
Z{T2oTWBH I &,

o EMRFREB% 2 FEONMFELKRT LeRIC 5 FULOREBMBIEZROB
RBRREALTWDZ L,

@ BNDOERLFETEOEHICONWT
EELERTRIIRETIHEENERSh, MECENLOHERED, FHE -T2
HEEEHEROFTERVCEMSIIN T2 FRRM, FEFERRE LB OREHE
B, ERFEPHIITOhEEHBRESTHEZE,
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@ BMEB~ORIGIZHOWVWT .

@-1 BIEBRBBRORGESEIICET s EE | v
MEMMRBSOEBLBERBRA LB, 24 REZRER O T, YBMERXT
BEHERIZBNT, BRLEBERICS CTARERR U CT £0BHER OE 1T HE
RBREOERNVYUBFIZBOh, EHbiICHISTHER2EHNEB-TWE T L,

@2 EREFEFCLIAFFRNTICHETIES
BAZERICEDLIEFMNRABR VBB AT 2EREFEVLRERE=4Y 7%
EDEERORI ) —=V IR TVERELFEREZILF TE 2 F— L EREH NEMH
EhTWadZ L, 2B, BEgkHicOWT, BABELEOFRKRICHAICAMERLTY
&, . :

®-3 BMHERORZET-CHIINIZEA LT ,

BIER (MEMEMERBIZMZ, KBK - BEOTH, FSEEE, THREREET RAT
MEMEERE) . ASWEE (TEEKEREE, FRBEBERES. BITEEBRESE) |1
BUBERIA. S &S RK. Bk - BASMARE. A, BEORBES (BREHRRE R
B, WA, EXBEHES) . infusion reaction, M - BEIEAK. BEMENIE. HERE
E (¥ v - NU—ERRSE) | LHR, REEL/MRED SRR, BhMAm, &
FERBE) TR LT, UBRERUDHEMERBBOBMELZ AT EM L EEEL (BIfE
ROZE-exISICBE L THRERVUXBEZZITONIEGICH B 2 L) | EbIZHED2A
BERTEHEHINRE-TNWEZ L,
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5. #ERNRLRIBE
[Z2tizBE+ 3 5E])

@

TRIZEETHIRFICOVTIEHFAAORENERLENTWVWAZ b, #EZ21T
blawnwz ¢,

o EFORSITH LBBEOCKREROH ZBE

s HRNIIEELTWAHEEHD H 5 BH

@ BFEFOFMcBOTTRICKYT 5 BHFITOVTIE, FHOHREITHR IR
N, OBFBRERLZVWESITRY, HEIFAZERATHIZLE2ERTES,
- MEMMRBOAHFXIIEENHIBE
o BNEARECHMEEZED 3 BERGIEBEOBNRBELCRLMEM R
ZOMICREMRTLRHZ LN D BE
» HERERBOAH. XiIBHALE L IBER D B CRERBOBREED
bDBE
s RBBRBHE(EOLBMRBHEELEL)0HBE
e  ECOG Performance Status 3-4 &V D@
[z BE+ 2 3E]
D (LBEEROLRVWAERMEEREEROH5BHEIZBVTEAROADERTEL
TW3,
723, BRAF B#EFER2 AT HBEICHVTIL, BRAFFAEAIC L 2HBELBE
T3z L,
@ TREZRYUTIEFOERSRERAFEZOVTIE, FAOFIENBLINTE

59, FEDOBRERNB LR B2V,
o INEFEBILEEE,
o fhoEMERER & O,

&) ECOG ? Performance Status (PS)

Score

it

2R EHTE S, BHEAL AL R BAERIHBRR TS,

PRI LW IEBIZHIR T h 583, SITAIRET, EBIERCE - TOERIIITI Z LN TE S,
Bl - EVFE, WEESRE

BITARRTASOFOEY DI L iIXTRTARERERITCE 2, BHPD 0% EIX~y Fit
TiBZT.

BONEBHOHFOEYDZ L LHTERY, BFD 0%LULEEXyY FRARFTRBIT,

2B RV, BROFOREY DT L2 TERY, BRIy FARFTHIT,
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6. REITELUTHEI&WH

O HAXESITMZ, NERTEESRETIEHSICESEFAOFER CBIERSE
AWV EREREZTHCEBE L THhbERTIZE,

@ TREBAMRIZHE L. @%Rﬁ%@%ﬁkﬁ%ﬁﬁof@ﬁ%+ﬁmﬁb REZE
ThoRETaz L,

® EREWEROCXTAY MoWT

MEEMREBEDLONEZ ERHBDT, FROREITH - - Tik, MME
R (B8, FPREE, %% ORBRURB X BRECEKES, HI8L+
MATS 2k, ¥k, BDESCTHE CT. hifv—r—S0REY £+
52k,

infusion reaction 433 & b3 = L #3% B, infusion reaction 2FBM &I BAIT
m\ﬁm&ﬂﬁ%ﬁﬁke%n\ﬁ%ﬁ@ﬁ?éi?@%wﬁﬁé+ﬁﬂﬁ§
TBHZE,
FRBBERERD bDLh 3 Z L23H 5 DT, FAOREBRMBITR OB 51
PILERIEC FIRIRESEERE (TSH, %M T3, EBE T4 S0RIE) 2 EHET 3
Z &, :

FFgeEERb bbb am&awr AHl DB BEETE O 5 HE I
E%MLH&%&@(MH<MIyGH>MJ Y NEVEDRIE) #EK
THZL,

FELIHIER MERRVIEEREREED) SOEBRREERH DN
ILBHBZOT, EHMHICROREORELHERB TS L, £, ROREN
BOONTFAITIT, FONCERBEEL SR T H>BE2BET I L,
FROEECL Y, BEOKRERGICERET S LB h5k4 RERBORE
BHhobhdZehibd, RERBDOONEREESITIRK, BRLEFRIIE L
HMRR MRk L BRE G OEM & @ L CEY2ENZH 21TV, BEDORE
RIS L2 BIERAREDN 2 BAITIE, AFOREXIZPILE, RUBIBEES
NEVRIOBRESEERTHZ L, 2B, BIBREINELOREIZLVEHE
AOBERRBD bNRVEAITIE, BIBRERNVE Y U OREMEIR OB
LbEBTHZL,

BEMRTH%, SR OB ARBLTHLEHERBRBRT 5 L RdH B,
FHROBRERTRICHEERORRIC+DITEETR D L,

1 BUBEERIE (BUE 1 BURERF 2 E) RHobh, BRFES F 7Y F—ox
KEZZLEHZOT, O, Bl. BHEOEROBRSCOFEED LT+
SEBTHZ L, 1 BERBRELDNEZRICEIRELFIEL, £ 2 ) ]
AoRESEOBEIZABEZITH> Z &,

@ FHOBERRICBWT, #EBHEMG 3 » AN, FRUEIT, BE5BE»D 1
FEMIT BRI L ITAEDTFMEIT-o T2z L2 BE |z, AR EDITEHN
HHROERETH &
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