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EFBEER - AERLERERMEEE R

ReT7nra ) AvT (B z) fEROREFEBHEES A T4 REELE
FE) OVERR OB T A R T4~ GEINHIRaME, EiRAE, &
HHR X ) YE) O—ERRIEIZ DWW T

RRE M BOEE & WEDOEAR T #2016 CER 284 6 A 2 B EERE) [T\ T,
HEHMEERLOERAORBEIHELZXD Z ENEVIAENZZ 2% T, #
FERMLZBEICVNERBEICRET 27 DICKEERAREET A R T A4 & 1E
KB EELTWVET,

SR, BEFRUITOWT, BIRE Lo LBV #EMER, REFTRE TR ORHIX
OEEFEE (F) B CGAFLELEZDOT, #THWEEL e bz, &S
SE~OEMEF LA LI BREWVWLET,
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CERAEIKER 12255 9 %
YRk 29 4F 12 A 25 B

| REFTRET |HEEER (B) & B
B8 K

A S K - T R R AR
(& B & m)

RAT Y X7 BEFHREZ) REOREEREETA F7 10 (RE
R OVERR R OBEE FRHEE T A R T A GRSz Bt R AR,
AR XY ONE) O—EBRIEICDWT

BREMBGER LA TS 2016 (ERK 2846 A 2 BESHEIE) T8
WC EFMEERROFERORBEELZRNL Z LBV AENTZI L 2R
bfniﬁmﬁﬁﬁ%ﬁmﬁgﬁéﬁﬂﬁﬁﬁétbm%ﬁﬁ%ﬁﬁﬁ%F
SAVEERTDIIEELTWVWET,

Afg. R_RATrY X< (BiETFHEBRZ) B8H (KR4S ¥4 PA—F 8
FEE 20mg B OUA 100mg) WoWT, RELEBICH L CERT BOH
BEEEPNROLBYEBEFERMET A NTA L LTRYVEEDELL
DT, FOFRIZY =TI, AHA FIFIA VIOV THEESND LY, &
BENOEREBEEROCERICHGTHEAMEBBENLET,

Fio, a7 Y X7 (BEFREZ) BEEIEN IR R EER
BIEICH L THERTABROBEREEIZO WL, =R~ 7 (BT
z) BMAIRORAT 0 Y Xv 7 (BiaFlkz) MEAOREFBREET A K
S A (eI R OEME B aE) oW T (ERL29 £ 2 A 14 BAY
TEAEEEI 0214 B 1 BEAFBHEEE - AEHAEARERLEEETHRER
A EHA R Uk ) REIK L THER T A BROBEEEIC OV T,
(RAa7nYX~v7 (BETHkz) BAORBEREET A P10 (F
MR DR U VR E) OYERRE OECEERMEET A N7 A 0 GE/ I
. EMRERE) O—KEIC oW T CERE 29 4 11 A 30 B fHiF3AFKE
1130 H 1 SEEFBEEE - AFHERERLEETHEBRRBAN) I2X
D, FRhENLRLTEREZATY,




S, RaT e ) XvT (BETHRRZ) BEOER EOEENKITEh
T EIHEY, SERBEBEHRIZIOVWT, TN ENIEDO LB Y HEWVWELE
L7enT, BEERNOEREEROCERICHTBAMEBBENLET, 28,
WIERDOBBEERMET A FT 4 0%, BESEOLBY TY,
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1. ZC¥iC :
ESSOF N - BEMEOFEIED - DITIE., T XEZICESW B IERER I RS
bILD, &bz, IEEOREEMOESIC LY . FUREERRZ L OEFHRHBIERE
FEELBEARINLTT, Zh b OERRZEICUERBEICRET S 2 & RRED
AL 2o TR Y REMBOEE & SEDORATTE 2016 (FRK 28 6 A 2 HEZEIRE)
EWThH, EFMNERREOFEHORE{LEELZRDZ L LEhTWVWD,

- FTRERFEREMIT, EEEARREN T 0T 7 A VBPBEFOERS LD A uﬁ
BB ENDB, ZOkD. FHER ORI ET A ERATAERT 5 TOM,
WMYEEROBEELZHZT 5L M I BEII L THERTS L & b 8IfE
ANRE LB NERS SR & D2 LR —EOES 2 T EREHE CEA

THZLREETHD, . ‘ '
Lo T, BHA RFA 2 T, BRBHELINE TRALL TV SERIEEH -
BEHRHMICESX | UTOERLOBRELEREZHET 2BANDLERENF, BX
FROEEFEETRT,
BRI, KITA FTA 0%, MSATEIEAERGEFRESHAEHEE. AREFAEARE
BRIEE TS, —RAFEA B ABERNHES R O—REFEAN B ABRBHFEEOW
S10b EERE LT, ,

WL R BHERR A bA—F SEHE 20mg, ¥4 bL—F RHFHE 100 mg (—
. B4 RaTvu ) AvT (EiETHERZ)) ’
SR RBPRHDE - BAACERRIER ICHIE L - RIGYIRTEE 72 IR I8 RO
WL RAMERVEE  @E. BAKIE, A7 e X7 (EiaFEEEZ) LT 1
[8] 200mg % 3 FEEHFR T30 5 F’aﬁrbm‘f Em*%frm
B w5 R E ¥ & MSD &t




2. FH O, 1ERBA

FA M= JRFE 20 mg RUN100 mg (—#4 : XAaT7n ) Xv7 (B{EFHE
Z)e AT IARAF) £vv9,) 1. PD-1 (programmed cell death-1) & ZD Y H > FTH
2 PD-L1 RU'PD-L2 & DGR EHEMET S . & MuigGsE /) 7 u—FAHlETH 5,

PD-1 B3 T MRS S S BE AR > D3k 5 7o DI B3 AHBRAASFI R % /2 S5 48
AA v F T, PD-1 1%, BERREBIZBOCESES T ROMEKREICEE L, A%
BRIGE BT A BEXITBRI RGNS 2 HET 5, T72bb, PD-1 2 Hv Ref
BT B LRV TRERARIC L 5V 7T MEERAICKHIET 5558 CH 5, PD-LI
DEFRBIZBIT 2HBUILT N THIN. ZLOPAMB TR THRROBX 2#x2 5

EEBREICRIL T0D, PAMIIZIIT S PD-LT OFmRBEIT, BHIME. FiRE,
FFHBARE. SRELEE. FE/ IR 2 & Dk t,cm/vfﬁ%’ﬁT BRFTHY ., BEWAEER
L OFBEEEREE I LT3,

BE OB ADEERMT% & PD-LI ;éﬁmﬁssrém PD-1 & PD-L1 DR KIIIEED
S BB CRBWTEEREEZES = <‘: BRBINTEY ., BB AREROERNE L
THIREShTwb

AFi%, PD-1 }: PD-L1 /S'w\ PD-L2 O Y v b@FA%Bﬁ—*—*rZa Lick v, JEE
W/ NBEE T DO IEB RIS EN T U o SERETEM(L S FUBE R 2 BT
B ETHIEED R RET S,

AR OVERBFFIZ S < BEDORERIC L BRWERLERH &b, BEXIIFETIC
EHERERN H D, AHOBRE RO ERICIT, BEOBEEH2CTV. RENR
B HNIBAITHE, T L FRICS U BFI02 55 & 5 % 5O R & Hi L O
Bl ERIBER1TV. BEDRBERISIC X 5 BWERBSEDL 2 HEIIE. BIRRESRIL
RO ELEDOEE 2 NERIT O LER D B,



3. ERERRRE .
RAALFRIER ITHEE U RIS IR R RE AR R IE LR ORGRRRICRIE 2 1T o 12 E R
BERRBROEE T, :

[FH%hit]
EpRSE H%mwﬁ%(MWNMEmw%ﬁ)
77%fiﬁ%ahm%ﬁﬁﬁ“%ﬁ?éﬁﬁ@ﬁﬁxm&%ﬁwﬁﬁh&ﬁ$%
5025 (BANS2B2ET) 2RI, A 200 mg 3 BAHMRBREOEMERUORE
MR, ALBEE (X7 ) FX B, FEZFEAT vinflunine) ? 23R E L THRES
i, 723, EREHCREETIRD DR HAIC, REETETTERARD O
RWEDBERMICEE LTV 5 BE Tk, REILE O BEEFHE TREETHIED LD
FCAKOBRE 2T A Z LAREL Shi, TEMEEB IXEAFHM (0S) &
C CMERSEEAIEHIR (PFS) & &h, Xﬁi&%ﬁ&&wﬁbf os%ﬁ IR LT
(F1EUHEI .
*] 77%%@%%&@&%5&( KIGH) HRIORBETERDBE, ROT T FTRHEET
(LRI X D HTRT - AT RBMEEIRIEE 12 0 A DINICER L AE BB AN b,
*) + AT vinflunine [IRKBTHBH, N7V FXF AL FES ﬂ?t}lzd)lz\fﬂ’w)%‘:i%ﬁ’b
7o




# 1 KEYNOTE-045 3Rk DA i pliiE
A% 200 mg A==t 375
Q3W
(270 #1) (272 #1)
os' PofE [A] 10.3 74
(95%1E HH X ) (8.0,11.8) (6.1, 8.3)
NP — R 0.73
(95% R X ) (0.59,0.91) =
P {E* ~0.002
PFS'l FgfE [A] 2.1 33
(95%{E#E X ) (2.0,2.2) (2.3,3.5)
Y= 0.98 :
(95%fEHHIX ) (0.81,1.19) —
P {@?* 0.416

V. BRSSO T — & : 2016 4E 9 A 7 Bhy bd7

1

S BRIn ST o

i

Q3w : 3 AR S

at riski

Z#M200mg Q3W

e P

: J&% Cox EBWJ/\‘VS*‘ RET M X B0FRE L DR

: RECIST HA FT A4 > 1.1 fRICE-S < phsrrh g2

270 226 194 169 147 131 87 54 27 13 4
272232171 138109 89 55 27 14 3

6 8 10 12 14 16 18 20 22 24
SR (A)

o 0
0 0 O

1 OS ® Kaplan-Meier #i#f (KEYNOTE-045 3X5%)




[Z24E]
ER4LF S MR (KEYNOTE-045 3UR)
BHERRIIAFIFE 248/266 5] (93.2%) K OMLFFRIERE 2507255 6 (98.0%) 7O L
. BIHEFILERZH 162/266 61 (60.9%) T UMEZERIERE 230/255 B (90.2%) 1CFRY
bilm, AFIBETHBEEN SBULOBIERIITRO LY Tholo,

%2 BEENS%ULOBIER (RaaidfsaE)

2B RIK4HE (SOC: System Organ Class) — @Jﬁﬁ;{:
HAFE (PT; Preferred Term) | ' ‘ 26641
(MedDRA ver.19.0) % Grade Grades 384 &

ZHEIEM ' 162

7RI, AFBET, BHERA S L CHIEMEMERIZ 10 6] 3.8%) . KX - EEOTH
7B (2.6%) . FERBEE (T2 - NSU—ERREE) 13161 (04%) | FRSREEE
12 14 Bl (5.3%) . BURISHEEREEIL 23 4] (8.6%) . EIEHEREREEIL 1 41 (0.4%) .|
RhEREE (REEEMEBRE) 12141 (0.4%) U Infusion reaction X 1 51 (0.4%)
RS b, £, BEEOREES (REHERER. SHAR. \EXREES) |
TEAEEREE, | BERE. KA. R - ERGRAE. EEMFENE. LHR, MK

9 - BB X2 E 9 A, SaiE i/ NRIBAOHESRBER . TRIAER LKk OFRIFERE 13FR
bipinoTe,




4, m&uowr
BEM L LTERARERE (20E) PBELNTWEZ enb, Y%HAEE2E
il %ﬁﬁf%ém XTHOLENRD D, TOLT, FFOKREDBEYREBE 2L -
E L, AROEEIC L W BEERBIER 2R LZBICHIST 52 Maz%f;t&) Lﬂf
DO~QDF T &M= TR :Fob\‘fﬁﬁﬁﬂ”éf\é’f%é

@ HRIZHOWT ‘ '
@-1 Tﬁa@ (1) ~ (5) DTN EYT IR THD L,
(1) BABBRKENEET 208 ALFEENURRS (B8RS A S IEEIL SRR,

.ﬂﬁmhﬁﬁ@%%ﬁf&:ﬂ@#bﬁ%ﬁh&k)ﬂ%&%¢4ﬁlﬁﬁﬁ4%
M%)

(2) FrEHSRE ﬁh($mw&mﬁlaﬁﬁ 85 HEa%)

(3) FEMEMENIEET 20 ADFEERE (BALREEREERR. A DI
WAIREBE, A B RCEEHEE R &)

(4) SARACFRIEREZRE L, A SRCBRME 1 USRI BRI 2 OfEiR Y
RSB Z1T> TV S Esk (CFRR 2847 A 1 BERER 2540 M%)

(5) PUBMEREBAILS EHEMAORRELE R D BIEETT o QOB HER (AR 28 4R 7
A 1 BEEAL : 1290 HiAR)

-2 ﬁE%J:&J.%03%#%%&ﬁ§'”’?)ﬂ§§ﬁﬁ®ﬁﬁ& WGy 7R & R R O ERD
(TROWTNNITEZE T DER) 23, Mu/%ﬂ@ii%ﬂkﬁ@fé?’*fﬁﬂ)ﬁ’&%k L

TEREIhTWSZ &,

i :

o [EHRGFFEG ?’é 2 E@*)JEWHI*%I‘{%T L7 81 SELL LD B ATRROBEEE 21T
S2TWHZ L, I b, 2$LJJ::I BAEYBREE X & U BRIEEEORHE 21T
RoTWBHIE,

o BRI 2 EOTBIFHE R KT LI %IC 4 4R OWRSERE OBEERTHE %
ToTEY, 56, 2FLLEET, RE ERBORAEDIIEL SN ATBROEK
WEET-oTWB L

@ BRHNOERGKBHREHEDER)IZOVT

ERMFRERICEET O EEEPRESN, BECENLOFBRED, Aotk - &
EMEEFNFEROGTHER VEMF I 2 ERRMN FEFENRE L2HEORE
L. ERFELNIITONOEHBE S TNDZ L,




@ BMER~DORRBIZOVT

®-1 mEREHEICET 2B ‘ ‘
RIEMRBEDEERBERASRA LIBRIC, 24 BREIZEEHOT, YUk
ITEEMERIC BT, BERLUZEWERICE U TABREEE O CT £0BIHER BRI
ERREOERPYBPILELN, EHICKHISFIREREFINE - TWD T L,

Q-2 ERAEEFICLIFEERHISICETIENE

. BABRICEDL 2EMN MR E UKL AT 2BEEFENEERE=2 Y7
REDEEROAI ) —= v T ETVEIRE L ERELA TE 25— AEREHISE
HIhTWAZ L, 2B, BHERICOWVWT, PABRE LXZOFECHDICEMEINT
WaHZ &, :

@-3 BIfER O ICB LT

BIVER (REHEMRBICMZ, KBk - BEOTH. SRS, BgERE (R
EREMERE) . NAOWEE (FTRAKERE, PREERE, BIBgERS) . 1
RIBEFRIG. 50 0Bk, g - SAUBRIRIE, sk, BEOREIEE (BRI G
B, SIWHHE, $EFVEH%). Infusion reaction, MYZt « MRS, BAEMFEEAIE. HhEHE
B (RTV - NUERES) | Ok, SRR EEEDE, WAL, R
SRR 1 LT, SR MERMSE O ML H 3 5 EA & g L (@E
FOZHCRSICHE L CHEERUEEEZT DB RECH B 2 L) | BHISHETRL
BENRTEAEHNE-STNE T L, : ' '




5. xR LB RE

[ &4t B 2 $7E)

O Tieiciz é¢5$%;owTM$m®&5mTMkénfwé Enb BREETT
biznwz b,
. xﬂwmﬁmﬁuﬁﬁﬁ@%ﬁﬁwaéﬁﬁ

@ TRERIOFHIICIB W T FRICEEY T2 BHIC >V TIL, AF 0BG FHR S LW

B, OB VG EICRY . HEICAAZHERTIZ L 2EBETE D,

o HHEMEMEBOSHIIBEFEOH HHBE

o M GRE CHIEEERYD 5 BE R UVED io)ﬁfl%iﬁ%ﬂﬁ%@ﬁg’é PER 2%
LD RIEMERHOND BE

o HERERAOAE. ULEBMENARE L IZERMEO E CRkBoREERED
bBEE |

ceo JBEEBERE (BLsMRBHEELYE) OHDBE
»  ECOG Performance Status 3-4 EV o #BE

[%‘xﬁﬁkﬁéﬁ‘éiﬁl :
O 77Fr8HMEE U!B%ﬁ%&ﬁ%ﬁ?‘éﬁ)’f@ﬁ%ﬂ@iﬁ@ PED PR ¥ L B D
BBV TARIOAEDESRIES LTV D,

@ TRIZRYT D BHF KT 2RE 0K G KR OEAFIEIZOW T, AFIOFZHHEH
ML SNTEOT ., KFOREXZRE LRV,
o TIF AR ELLERIEIC L DIRERORVEE,
s FRORBIMELFIRIE,
s OTEMEEER & O,

axh ECOG @ Performance Status (PS)

Score EE

0 | £<{HBEREHTED, RMATLALAFEEIHIRZ TR D,

PARIICE LWEBNIHIIR SN 528, BITAREC. BEERE - TOREIITHIZ LR TE S,
Bl BVWERE, FHIEE '

BITARECEROHFOE Y O L I3 TN TABEESEZIZTERY, BHD S0%U LI~y FATBTT,

BRONEEHDOFOEIYOZ L LHTERY, BHO S0%ELEEZ Ny FABFTRTT,

SN

2LENTRY, BROOFOEID DI XL TERY, BRIy FABFTRTT,




6. |MEIBRLTHETR&EHER

O AT TEZ ML, BEREER PRS2 @RS IC D & RF ORI OB EME
O DI LB ERE FOICEEL TrLERTLIZ L,

TRRBAAIZ SN D, %%Xﬂ%@%ﬁuﬁﬁﬁﬁofﬁﬁé+“m%L AEEE
TorbEkET2Z L,

ERBEHER OR3P A MZoWT

)

®

MEMMEERH HbDPNE Z ERHDHDT, AROBREIH > TIX, FIHE
W (BElh, MEREEE, REE) ORMRE UM X BRECEME, SlEe+
ST L, o, MBS U THEE CT, i~ — I —80KREL EHT
Tk,
Infusion reaction 233> BB Z & M 5, Infusion reaction MFR ¥ HNTZHEIT
. SEERMERIT D & & biT, SERMSEIET S E TREDOREL HHICBE
THZ &, :
FURISREREER S Db b Z LM d 5 O T, AAI O 5BHLARTR O 5 5
HILERIEIC R BREEERR A (TSH, b2 T3, W58t T4 FORE) 2 FEHT 5
&,
FFHSREREEN S b D Z L b 5 DT, AHI OB 5 BIART R U 541X
EHIET H%?ﬁE(MH_MIyGH>Aw EUNECEORIE) &
THI &, '
baaﬁﬁ(ﬂ 9% B OMLF %%@%%a@)%@ﬁ%ﬁﬁ%iﬂ%gbné
:&ﬁ%é@f EHHCIROREOFELHERTH L, £, BOREN
D LNTBEAITIT., FHONCERBEE2Z2 T >BELRETLHZ L,
xﬂwﬁﬁkiv BEDOHRERISICERT 5 EE 2 b i~ R REBORE
BHOELNDZENRHD, REDPED ONIHEITIE. %ﬁbf:$%&:ﬁ§li7’:
BRI R & R O RN & U GEYRENRZET 1TV, BE DR
ISz L ABWER BN EDI DB AT, AFOKREXIF I, RUBIBRES
NEVHIOBREEREBTH L, 2B, BIREEFRNVEOBREIZXKYEHE
FAOHENED LNRWEAICIE, BIRRERVE LSO %EMHIFR OB
HbERTHZ &, .
BEXTH, BER»OEIARBL T LEERAPRERTLIZ L HDH2D
ARNOBERTHRICHLEHEAORBRICHSICERT DT &,
1 BUESRIR (BUE 1 BUBEIRR A &) bbb, HRFEES I 7 v F—2 2
WEAHZENHHDT, OE, B, BHEZEOERORBHRLMEEHED LRI+
NEETDHZ L, | BERFEIEDN AR ELPEL, AR ) U8
O 5%OBWERNBEEZITI Z L,

I DRI 51T S BAD b 0 . TR SR 1 R
6 SRR, 8 5.BAA A & 1 EDIEIE 12 BRI CA M DIEE & 1T > TV e o &
LB AU E R E I R TR ORRET S = L,

10




BmfE T A R
RATn Y Xv7 (BRIEFHEBEZ)
GRTEA : %4 My—F KPHE 20 mg, %A b—5 REBIE 100 mg)
- IR~

 OERR294E2H (ERR2 941 2 AkET)
JEA B BE
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1. LY

EELOFNE - BEMOFERDOT-DIZIE, B XESICESW B IERFERIRD
bhd, SO, IHEORZFEMOESHICI Y | FURERR 2 & OS2 FHIERE
FERLPARSNDF T, ThoDEERLEZRICHERBEICRMET 52 L SRR O
RB L 72>TRY REFMBOEE & WHEDEA #2016 (ERR 28 426 A 2 H MIERE)
RWTH, EFMNERREOFERORBEIEELZRSZ L LS TW3,
FRERBFERMNT, BEEARSZEM T 0 7 7 A VP BEFOEREMR E AL NICR
RHBZEBHD, 20D, AIMEROR2EICET AERB+HERT 5 E TOM.
HRERROBE LM RITH LAY ShDBHEICH L THERT 5L L bic, BltE
RABRFERLIBRCHBERIIGE L D2 ENARR—EOEH LM TEREE CER
THZENEETH D, ' ,

Lo T, ATA FTA4 TR, BREERLINE TRELNTWIEFZEFRY -
BEHRHICESE UTOERRORERFERAZ2HET BN DSNELRELE, B2
FROEEEEETRT,

2B, AAA BT A i, MIATBIEANERMERBSROBIE, ABMHEHEBEABRE
BRER YR, —EEEAN B RERANRIES. BEFEFIEEEA BABEFSE O
—ARAEFEA BAFREBRZSOW Db L 1ER Lz,

SR ERDEER XA M —F SHEE 20mg, ¥4 b—F HEEE 100mg (—
Bk RaTn ) XvT7 (BETFHEEEZ))

HRERDIPEIPE : PD-L1 BEED IR ARRELR T - R OIE/ NS

HABEBHIRMERCRE : BF. RAKE, 270l X~v7 (BaTH#HH’Z) &LT 1
[7].200mg % 3 HEEIF T 30 T CEFEFHFET 5,

15 B 5E ¥ & . MSD HXE&H




2. RAOKE., FRBF
FA M —F EAREHE 20 mg L1000 mg (—fE4 - _Aa7 ) X~v7 (GRETHER
Z). AT (&AL 2v9H,) ix. PD-1 (programmed cell death-1) & %DV 2 FTHh
% PD-L1 RU'PD-L2 & DA EHEMET A . & MEIgG4 €/ 7 ua—FHiETH D,
PD-1 R 813 T MRS 8BRS 2> B kN 5 T2 DI B AHIBR S FIF 9 2 258 Hilf
AA v F T, PD-1 1%, BEREICEOTHEER THROMEREICRER L, Bofk
BRI S TFUHEXILAR A AERISEE#ET5, T2bb, PD-1 XY Vv FEfE
AT B2 LI IV HRSREIC X5V I ER RCHIET 2% AR TH S, PD-LI
DEEMBICBT 2RETDTHTH B0, 2 OBAMBTIE THEOBE M2 5
IECBRICRBE L TWS, BAAMBICEIT S PD-L1 OBFERIT, BHKE. RS,
AR, BRELHE. #m%@%r&awﬁﬁ&ﬁbﬁ?ﬁxam%ﬁbD‘ﬁwéﬁ%
& OMBEERHE I TWD,
@ﬁ@#h®%%%?%kﬂnJ%ﬁ®ﬁ%ﬁ#EPDl&HMJ@&%i@%@
GERRHC W TEERREZHE O Z EWRBREINTE Y Filt B AIRROER L L
THRFINL TN,
ﬁﬁi1@1&mnj&@mnﬂ@ﬁ)ﬁ/hwéA%m$#é Ltk BB
HUNBRED OEESRARIAEEME T U VS BREEEL S8, UEERE 2 BEEL T
5 & CHEENREEREET D,

AHNOERABFICE S BEORERIGIC L 2BERER S bbh, BEESUIETIC
iéﬁ%ﬁﬁ%é KA ORGP R OBRERIIL, BEOBELTHITITV. BRENFE
» b HEIIE, B U ERIE U E MR 5058 & BB 2 FoEA & L Gl
MR g2 %%ﬁ“ WEOREFUGIC K 2RHERSRDON DB EITIL, BB HS
ELURIOREEOHE LB ETTHLERH D,




3. BRERAUE
PD-L1 54 D YIBRAREE A2 HETT « BRI/ N RIS O A FRRF I 51 2 1T - 7= =R BERR R
BOSEETRT,

[Aahi%]
OEFRIEF F MR (KEYNOTE 024 RER)
(LSRR D 72\  EGFR B FERBEME, ALK ﬁﬂAﬁﬁ%@ﬁ&tﬁ PD-L1 Bt (PD-L1
R BB L EERSEDSES (BT [TPS] 2119.) 250%) " OEIRREER ST -
BROF/NMNIRMESRE G05F. AN GlEET) ZRIT. &K 200 mg 3 HEH
MRESEOEIMER RSN, 77 FFlE %2 & B egE CUT fSOCJ L
W, ZXRELTHRE SN, 2B, BRI CRBETHIRD bhiBaic, &
BEATERTERIED bR ARVEDRKIICZE LTV 5 BE T, /ﬁzlﬁlu%@ %
Il CREET RO ON D E THAROERE 2T 5 Z LA FREE Sz, ZEFE
TH B IR EATEHM (LA TPFS) LW 9,) . BIREHEE R 324771 (BATF los)
EWVD,) EEN, FAIXT S F MRS LERE L B L C, PFS. RUIOS (1
ffEdT) 2 BEICER L,

Yo A=A U BEEKE U TRERFRAE STV S PD-L1 IHC 22C3 pharmDx [ # o) & VTR

Eahni,
#z 1 ADERE (KEYNOTE-024 AER)
AF 200 mg Q3W 77T TRARED
(154 451) i
(151 #1)
hodfiE (A 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ MNP — RH? 0.50
: (95%CI) (0.37,0.68) —
P <0.001
hE [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ NF— FEM 0.60
(95%CI) (0.41, 0.89) —
P " 0.005

Cl: {EHXE]. NE: #ERT], *1 : RECIST HA RS54 > 1.1 RRIZES s E ., *
JERI Cox WY — RET ML D7 7 FFlHI ST FRE L OB, *3: EBRa 2

T IRRIE.

*4 o PRERTER O — 4 (2016 4ES A 9By b AT




— R 200mE Q3W
e 755 AR SO

o

0 3 6 9 12 15 18
t riska AR

#R200mg Q3W 154 104 89 a4 22
TSFFURERLILEEE 151 99 70 18 9 1

FRHEIC X 5 PFSOBMARST R OKaplan-Meier iR (PD-LIEBHE: (250%) DBERHE)

O =

100 7
907 ™
80 | T
70 7] e,
K 607 Mg,
N’ 50 1 K-"‘“‘H-t—ﬂ-f-——n--q
ﬁ 40
30 |
20 ] —— Fmmomg 3w

10 ] e rsrrmmesviems

0 : - ' » , -
0 .3 6 9 12 15 18 21

at risk#% &FmA]

AE200mg Q3W 154 136 121 82 39 1 2
TSFFHERESOILEEE 151 123 106 64 34 7 1 0
OSD BT O Kaplan-Meierii#i (PD-L1BHE (250%) ORBERE)

o




QEERLRE I /MR (KEYNOTE-010 F5R)
7T F BB e &L FRIERE %48 % PD-L1 BB (TPS21%) ? DUIR A2 1T -
BREOH/MRESEE (1,033 6], BAAN BIEET) 2XRIC, &Kl 2 mgkg 3
IR G RO 10 mgkg 3 BEMBRES O MER LSRN, R & 3wkl
(BAT TDOC) EV19,) XL LTRMENIE, %236, WRFHE CHRIBET 1Y
BIVEHEI, KT &R TIRRATRD B 1R BRI R E LTV 5 B T,
WK EI LA O EHEEEAT CHRBEITHARD b5 £ TARORGMEL TTREL Shi, FE
FE B X OS R U'PFS & &, AFXDOC & kLT, 0S 2 FEICKER LT,

*1: EGFR BInF ARG ALK & BEFHRIEOBRE T, 77 F T BRI 2 ST REIc L b
BEREICI A, FTHE EGFR FREER UL ALK JHEER 28 T 2 FUEMIEERIC L 5 1A%
EHTBBESELANLRLE, ’ ’ .

*2 : PD-L1 IHC 22C3 pharmDx [#'2) O{EF v P2 AWV TRES W,

#£2 HMERE (KEYNOTE-010 3AER)

Z#il 2 mg/kg A%l 10 mg/kg K& xEN
Q3W Q3W
(344 {51) (346 f31]) (343 f51)
oS | hfE [A] 10.4 12.7 8.5
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)
NP — FHT 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
p{E" <0.001 <0.001 ‘
CI: fEXM. *1: BRI Cox tBINYF— FETF ML D FEZ XA L DIk, *2: B
0sS U IRE
100
90 - ——— MW 2mg/kg QIW
80 m e P4 10mg/kg QIW
70 - - RegFtl
£ 601
50 M"ﬂﬁm
E 40 - Nmu%mm‘nal TR
1 Il umnE
30
20 1 LR
10 1
, 0 5 10 15 20
at riskiy EFHM(A] |
A8 2mg/kg Q3W 344 259 115 49 12
FH10mg/kg Q3W 346 255 124 56 6
REeEIFtIL 343 212 79 33 1

0S OFMAFATRED Kaplan-Meier Hh#R (PD-Ll B (21%) oBE4ER)

6




[Z4t]

OE B4R E MR (KEYNOTE-024 35)

HEEHIIAAEE 148/154 Bl (96.1%) KTk SOC B 145/150 i (96.7%) 2783 B,
BRI L ORBEBEERTE TERVAEEERIT. Theh 113/154 f (73.4%) BV
Dbz, WO THREEN 5% LORHWERIZTRD

135/150 51 (90.0%) 1258

EBY Tholz,
: #3 WThNOHECREAEEN S%IULOBIER (2T ER)
ZFEBIRSHE (SOC: System B (%)
Organ Class) FHIBE SOC B
FAEE (PT: Preferred Term) 154451 15041
(MedDRA ver.19.0) 4 Grade “Grade 324 L 4 Grade Grade 3Lk
2EHER 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
Mk LY VA AREE - : : o
il ‘ 8 (5.2) 3 1.9) 66 (44.0) 29 7 (19.3)
- AmEREAD A 1 0.6) - 0 8 +(5.3) 2 (1.3)
FRERIDE 1 0.6) 0 -.34 (227 20 (13.3)
R SE 0. 17 (11.3) 8 (53)
NWEE
" R IR RE TUEESE 11 a.n 0 0
HOR R REIE TE 12 (7.8) 0 1 0 0
BBREE
R 6 (3.9) 0 17 (11.3) 0
TH 22 14.3) 6 (3.9) 20 (13.3) 2 1.3)
B 15 ©.7) 0 65 (43.3) 3 (2.0)
TR 4 (2.6) 0 18 (12.0) 2 1.3)
Bt 4 (2.6) 1 (0.6) 30 (20.0) 1 0.7
—f% - EHEER LCREILOKE _
EFIHE 5 3.2 1 (0.6) 11 (1.3) 2 (1.3)
#5 16 10.4) 2 a3 - 43 (28.7) 5 (3.3)
B 1 (0.6) 0 9 (6.0) 0
FEEL 16 (10.4) 0 8 (5.3) 0
FRERMRE -
T T7I=rTI)RTURA 10 (6.5) 0 7 .7 0
7 = T —EHEm
TANGEVEET I b 8 (5.2) 2 1.3) 5 (3.3) 0
TR T =T
Mz V7 F= 8 3 1.9) 0 15 (10.0) 1 0.7)
FFREREGR D 0 20 (13.3) 6 (4.0)
M REES 0 18 (12.0) 9 (6.0)
AR 1 (0.6) 0 16 (10.7) 3 2.0)
R#tB I URRES
BERHGE 14 ©.1) 0 39 (26.0) 4 eX))
B~ 7 R v AMSE 1 (0.6) 0 9 (6.0) 0
BHERRR LA HREE
=R 13 (8.4) 0 4 Q.7 0
HRREE
BRERE 1 (0.6) 0 15 (10.0) 0
FfE = o —a o — 2 (1.3) 0 9 (6.0) 1 0.7)
MEIRES. BIERIS X URERRREE
=203 : 8 (5.2) 4 (2.6) 1 0.7 1 0.7)
BER XU THEESE
BiEAE 0 12 (8.0) 0
IR 8 (5.2) 0 1 0.7) 0
9 FEE 12 (7.8) 0 3 (2.0) 0
®i5 11 (7.1 1 (0.6) 3 (2.0) 0




7RI, AFIEECRIEMEMERIZ 9 6 (5.8%) . KBS - EEOTHIL 8 ] (52%) .
HEEE (F7 2 - AU EEHE) X246 (1.3%) . FFEREREIX 22 f (14.3%) .
FARIREERERE ST 21 B (13.6%) . TERAHEREEIX 16 (0.6%) . 1 BUFERBX 1 F
0.6%) . BHREEE (RMEMEEBRSE) 13160 (0.6%) . BERIT 16 (0.6%) .
R - BRRUHEMEIE Y 1 B (0.6%) KU infusion reaction 1% 5 £l (3.2%) T@E» bivi-,
e, BEEOKREEE (REHEREFER. SHAK. HREES) | BIBHREEE,
HIEMEAIE. R - BEER. 5 &R, LRFR. REMEI/ MO HRER, Wi
HE MR ORERBFIIRD Shiedolz,

QEBRLFEZE I/MHERE (KEYNOTE-010 A5R) ;
BEELIT 2 mgkg Q3W & 331/339 f1l (97.6%) . 10 mg/kg Q3W Ef 330/343 4] (96.2%)
K O'DOC # 297/309 Bl (96.1%) 3B S, IRBRE L ODREBENEETERVWEE
BRIT., TNTh 215339 B (63.4%) . 226/343 Bl (65.9%) K TX 251/309 1 (81.2%)
R ONE, DTNAOBETREER s%LU EOBHERRRTEDO L BY ThoT,



%4 VTHLOBTRERN 5%UEOBMER (Z&MATTREAR)

BERIKSHE (SOC: System Bigx (%)
Organ Class) 2 mg/kg Q3W B 10 mg/kg QAW B -~ - DOC #

%55 (PT: Preferred Term) 3394 34343 30941
“(MedDRA ver.18.0) 4 Grade Grade3LLE 2 Grade . Grade 3L L E 4 Grade Grade 324 L
2EHER 215 (63.4) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
MikB LY REE ‘ o

=i} » 100 290 3 (09 14 @1 1 (03) 40 (129 -5 (1.6

P ERBAE 1. (0.3) 0 1 (03 . 0 44 (142) 38 (12.3)
WO WHEE ; ,

FURBRSRRIR TR 25. (1.4) 0 23 (67 0 1.(03) 0
BIEEE ,

TH 24 (7.) 2 (06) 22 (64 -0 56 (18.1) 7 - .(23)

i 37 (109) 1 (03) 31 (9.0) 2 .06 45 (146) 1..:(03)

ARk 13 (3.8) 0 7 @0 1 (03 43 (139 3 (1.0

gt 12 (3.5) 0 13 °(3.8) 1 (03) 24 (78) " 2 (0.6
—f% » 2HEER LOREEMLORE ' ‘

ipatn 20 (5.9) 1 (03) 19 (55 2. (0.6 35 (11.3) 6 (1.9

EF 46 (13.6) 4 -(1.2) 49 (143) 6 (L7 76 (246) 11 (3.6

RIEMETRIE 5. (LS) 0 4 (12) 0 21 - (6.8) 0 ‘

FEE 10 (29 1 (03 14 4D 0 17 (5 1 (03)
FRERRE :

P ERkEaE : 0 0 2 .(06) 0 24 .- (7.8) 19 (6.1

B i BR B0 0 "0 309 0 16 (52) 10 (32
RIS L UNRERE ;

RER 46 (13.6) 3 (0.9 33 (9.6) 1 (03 49 (159 3 (1.0
BERRBIUHAHBEE . ' ,

RIENTE 137 (3.8) 0 19 “(55) "2 (0.6 18 (5.8) . 0

£H P 9 @27 0 10 (2.9 0 29 (9.4 0
R REE .

HRERE 4 (1.2) 0 7 (2.0) 0 16 (5.2) 0

K=z —m NF— 2 (0.6) 0 3 (0.9) 0 280 (9.) 1 (0.3)
SERRE 3 (0.9 0 3 (0.9 0 17~ (5.5) 0
&R IO THREES ,

BiEAE 3 (0.9 0 2 (0.6 0 101 (32.7) 2 (0.6)

D FEIE 25 (7.4) 0 32 (83) 0 5 (16 1 (03

RZ ‘ 29 (86) 1 (03) 44 (128 1 (03) 14 (4.5 0

2%, 2 mgkg Q3W BER Y 10 mg/kg Q3W F T2, MEMAREIT 15 61 (4.4%)
BROV14 6] (4.1%) . KiB%k - EEOTHILS B (1.5%) KO26] (0.6%) . EEDRK
JEREE (B EREIRAERRE. SABE, FEREES) 131 61 (03%) KU1 41 (03%) .
RIEE (X T NSUERES) 132 61 (0.6%) KO3 ] (09%) . ATEEREREE
23 1] (6.8%) U822 Bl (6.4%) . FURIRIEREREE i3 32 61 (9.4%) KT 35 4] (10.2%) .
TRAKAEREEIT 1 6] (03%) RO (03%) . BIBHSEEREEIZ 2 61 (0.6%) RO
i (03%) . 1 FUBERRFRIZ 141 (0.3%) KO 26 (0.6%) . BiseEE (RMEMEME
RS 13481 (12%) KO0 B, BERIE 1 B (0.3%) RUVO0 B, Ak - BRRUAAE
FEVX 18 (0.3%) KR, infusion reaction ik 2 5 (0.6%) KUO6fl (1.7%) TR

bz, F7o. BEEMFESIE, K - BEER, S & SER. DR, SEE/MRD
PEERTERR ., IRMMER M & ORIFERE IR D b o Tz,




4. mﬁkob\f
RBEME LTERARERE (207 SBEOR TV I LD, YAE L2 EY
%mrgam RCHILENR DD, €O LT, AROBRENE 12 BE % BW - FE
L\$ﬁ®&5kiOiﬁﬁﬁﬁﬁé%ﬁbtﬁﬁﬂmfél&ﬁ%%&tb\uTw
O~@DT R CEMIETHRICBWTHEATEIRETH S,

6)) ma‘u")b‘f »

@®-1 T@@(UA~6)®wfnm_Mé¢5m RTHBHI L,

(1) BAEBBRENEET 28 ARFEEIL RS BB IR S AR EIL R,

' mﬁﬁhﬁﬁ@%Mﬁﬁ%\ﬂﬁﬁA@%%%&E)ﬂ%mm$4ﬁlaﬁﬁ;m4
HaE%)

@)%E%%ﬁh($&%ﬁ%ﬁlﬁﬁﬁ 85 Maa%)

(3) TENRMFNLIEET IR ALREERRE (BARREEETERR. SADREE
WHIRBE. DA RIEEREERRR L L)

4) SRR ZRE L, S RCEREME 1 USSR CEFRENE 2 Ok
:%5Fm%ﬁofwémﬁ($ﬁ2ﬂ¥fﬁlaﬁ5 2540 Hiz%)

(5) PUBMEIEREANL S ERMBEORREME LI BHEIT> QS HEsR CERR 28 4 7
A1 B 1290 k)

®-2 Hﬁiﬁ@{t‘%ﬁlflﬂﬁg'wﬁﬁﬁ%ﬁﬂ#@ﬁm Foy e L BB A2 R OEM (TRD
WP YE T DER) 25, Mwﬁﬂwiﬁk%TéﬁﬁwﬁﬁﬁkLTM%éh
TWnzZ e,
= :

o [EEIGRIFIUSE 2 FEOTHMPHEL KT LI BIC S EU EOBATRROBERIHE 217
2TWHI L, 2D, 2L, BARYRIEE E L LI BRERFOTHE 21T
RoTWAI L,

o  [EEREHFREBE 2EOPMIHEL KT LI-1%I1 4$ui®%%ﬁ%%ﬁbrwé_
Lo b 3ELL I, MEODNARYMEEL S R ISRFOBRIMEEZ1T> T
WahzZk, ~

@ BENOEXZBFHEHROEKHIZOVT
EEGERERICEETIREEPEB S, HEMCENS OFRED, Ho - 22
HEEZHFROEER CEMEICKT T2 HHRIZMH. FEERBRE L -HAOBEE
B, ERECHIITObRAEEINRE--TNE I L,
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@ BUER~ORITOVT

®@-1 REBAHNICEE 2 B

MR BRSO EERBERPRA LIS, 24 BHEZEREH O T, MUk X
BERRICBOW T, BHRLUZBERISE U CABREEL O CT Z0RWER OERNNHE
RBREOHERENPY BFIZELN, BEHICSHSARERERNE-TnD T L,

@-2 BRUHBEECL2FFERYGICHTIES, :

BDABRICED D EFN R B R O AT OEREEENRIERT =2 ) 7 %

EORERDAY ) == T ETVERE LIERE A TE D F — LEREH DB

CEINTWBZ L, BB, BHEERICOWT, BABRE L TOFRFFICBms Ty
HT &, =

@-3 BHER OBEICGICBI LT

BIVER (RMEMEMRBRIIMLZ., KIBK - BEEOTH., FEREES. BEREE (RAT
FIEMERE) . NOWHEE (TREEHRERE. FRSERE. BISgEES) . 1 &
BERIR. 5 & 5 Bk, Mk - HBUHRRIARE, R, EEORKEEE (BUBHIEIRIERRE.
LRALEE, FREIES) | infusion reaction, M - BEIRAK, EIEMESE, MEERESE (¥
T v NU—SEREHE) . DR, SEEL/MRBAEERSER. WD, SRR
%) Wx LT, YRERSULEBERBEORMEEE T oEMEESE L BIEROZ
BRI L CHRERUXBEZZIT ONAIRMHICH D 2 L) ( ELICEYRLERT
X DUHIPESTNDHI L,

11




5. B-EMRL2HBE

(22T 53H]

O TRIEZBTIBFIZ OV TUIAFDBRENERL INTND T Lhb, &ﬁ%ﬁ
birnz b,
o ARIDRSITR LIRBUEDOBEERO H 5 BE

@ %ﬁm@#ﬁk wTT?_Méﬁéﬁﬁkowrm:$ﬁ®&5m%ﬁén&w
B, MOTRFERREES RVIGEICRY . HEICAREZERTIZE2ERBTE D,
o MEMMEBOSHXIEFOH S HBE
o MEEGRE CHER R R D BE R OTEEME O B BRI 2 R et i %
| BOMICHIEREIA R bR B |
s HORERBOAGE. TBHALE L IIERED B CRERBOBEERED

HomE

o B GEMBMRBREELE L) Obo B
'+ ECOG Performance Status 3-4 VD fB#E

(F%hikic B 5 EE]
O TROBEZBOWTAFIOEMENRIES LTV S,
o ALFRERE DRV, EGFR B FERRM. ALK A BEFRER O PD-LI
Bt (TPS=50%) OYIBRARREZRLETT - B3R OIE/ MBI BE
o TII5FTHRHALEZUALERIERELHF T 5 PD-L1 Btk (TPS=1%) OYIBRTEER
AT - BR O/ DRAERE (28, EGFR Bz TERBHE I ALK #td
BT OBRE T, T FH EGFR F o o0 % —PHEHR T ALK F
o —HREAOREELET HBRE)
B, TPSIIRAT7u ) Xvw7 (BiaTH#Ez) Oar =4 2HE (k4
PD-L1IHC 22C3 pharmDx [# =] ) #FAWTHET D Z &,

@ TRIZEEST 2BE T 5F5FORE R OMERFIEICOWTIE, RFIOFZMES
ML SN TRELT, AFRORERR LRGN,
o HIRRBMEERIE.
o fhOTUEEELRA & OHFH,

D ECOG 0 Performance Status (PS)

Score ‘ EE

0 | 2<MER{EHTED, BFA1LFLBEEERBIRLE T2,

PHERNZI LVIEBNIHIRR S 548, HITATREC. BEEE - COEEIITH Z L B Tx 5,
ol - EVFE, EBIEE

2 BITHRE TR DHEDEID DI L BT X CHEELSMERIITE 2V, AR D 50%LL Eid~y FACiBTT,

BONEESZOHEOEY O L LM TERY, ARD 50%U EE2~y KB+ TIBTT,

w

4 2BV, BDOHDEY DI L3 TERY, BRI~y FABFORITY.

12




® MBEZEIA KT 4 v (BERBFEEMm B8 T, ECOG Performance Status 0~1

@1 w75 %P . X}t ECOG Performance Status 2 &V OBE T, & 3 R EE

¥ (FEZFENLE) OEFIRENERINTRY ., 77 FFRHAOERREEEL

Bzl ShenwWr—2013b 5, (WERIEELETLBEMERTEE. 7

5 FFHIB ORIEEN 2 < & b5 3 HRPEBHIBEA COBRRELE T HBEFICBW
T, AHO‘REEEBETE S, s '

13




6. BETBRLUTHET &R

@

@

®

AT SCEEIT X, iﬁﬁm%ﬁ#m&fééﬂ#k%0%$ﬂ®ﬁﬁ&UﬁEﬁ

MDD LBERERE+DICBELChLERTS - &,

TBRBLAIC L b, *%Xi%wiﬁuﬁﬁﬁﬁwﬁﬁﬁ%+ﬁmﬁb REZ&

TorbiE+5Z L,

FREWER DO~V AL Mo T

o FEHMEREBRHODLNEZERBHEDT, FFHOWEIZHTZ> Tl HIHE
R (B8, PR EEE, B%) OfERE UMM X SREOERS, Blar+
ﬁﬂﬁﬁlkoit\M%Kﬁﬁf%%(ﬂ\m%v—ﬂW%mﬁE%%MT
5T ¢,

* infusion reaction 23% H L5 Z L Hd B, infusion reaction 2352 L1z
i, EEYIRMBEITO EEBIC Fhﬂ@@?éif%ﬁ@%ﬁ%+ L@g
THIEL,

o HRBHEEEERDH CDOhD Z LB8H 50T, AF OB ERENTR OS5
PILEHIRIC FRIREAERR . (TSH. 78l T3, Rk T4 Z0RIE) 2=l 5
&,

o JTREEREENRHLDLNDZ EMRH DD T, A ORE LT R O S HR P
EHICFTHEEEREE (AST. ALT. y-GTP. AP, B YAV EDRE) % EM
THZE,

s SEIBER WMEARVIIEEREALEED) SOEBERBEEEND DNLD
ZERHLDOT, FHWICIRORFEOREAHERTH 2L, £, BOREN
RO ONTHEEITIE, FHM E%%%%XW?6ID$%%%§¢5 E.

o FHAOREICLY | BEORERIGICEET D & E X b B REBROFE
BoHobNDZEeRHD, BEDPBRDLNIEAITIT. BRLEFRIZG UK
HAR 22 5058 L ARBR 2 O R AT & B L CEYARERZ K 21TV, BE04E
FISIZ L5 BIER MBSO 2 GEICIE, AFIOERE TPk, ROBIBRE R
NEVRIOBREELZRT DL, B, BIBRRESRVELOREIZLVEIE .
ROYENRBD bNRWEEITI, BIGRE RNVTE 2 LSO S5 oin
bERTDH L,

s BREXKTH. BCARDOLEIARBL THrSEWERNRRT A2 R85 5725
AR OBERTRICHBERORBRICHSICEET S 2 &,

o 1 EUERIE (BUE 1 BUERFE ST) Bb bbb, BERFEMS F TV F—v
WEDZLERHZHDOT, 0E,. B, BHZEOEROBRLMEEHEO LRIC+
PEETHZ L. 1 BIFERFENPEDNEEAICIIBREL R L, /R Y 8
FlOBEEOBEYRMBEITH Z L,

$ﬂ®%ﬁﬁ%tﬁwff&5%%#69ﬁﬁ‘%hu%ﬂ\ﬁﬁﬁ%ﬁ61$@

X3 EHRER T ZLICHEDMEOFMEZIT o T2 L 2B E D, AEIBEDIIER

- MICEBRRE THROMBEITO Z L,
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Bl REE T A KT A
Ra7Tnl) <7 (GRIGFHEEEZ)
(RFE4 : %A Pl— & SE#E 20 mg. ¥4 M — &SRB 100 mg)
~EHRAE~

TRk2 9428 (Epk2 941 2 AED)
A EE




B &

S

IXU®IZ

AFIOR, TERBAE

R PR BAR

HERIZ OV T

BEXB L DRBE
BECREL TEETXHE

P2
P3
P4

Pl

P13
P14



1. LI

EI R OE N - HRIEOTEIRD 72 DI, T UBEICESWISEERBEAMNRD
BB, &b, TEORREMOEAIC LD | PikEEL A ¥ OB ERIERE
FEESIERSNDEHC, S bOBEER L EICLERBHICRMIT S 2 L AR
AL 2o TRY RFMBOEY & WEORAFE 2016 CEAL 28 426 A 2 HEEBIE)
IRV Th, EFNEELEOFERORBLHERZRS Z & LEh T,

HAE R E IR, EE R RS T u 7 7 A VDO EES & B 52N R
RAZENRBHD, 0D, AR UREMEICET AFERI+SERT 5 % TOR.
WHESES OBERIR BT 52 LM SN BEICH LTERT S & L b, BIUE
FRSEH LI HER ISR & 52 L Nl —E OB & B oA
THZEDNEETHD, T

LiedioTo AHA FIA 2 Th, BBBRERINE CILBLR TV B EZIRFH -
RS0 RHNC S X | DT OERR OB H % HET 2880 b NERTEM, X
FROEEEEY T, : |

BB BHA FTA ik, BfTEEAEL L ERRR AT, ABEREARAR
BRI — A EEA B AR NEES R OAHMEA AR ERFEOHS
Db EVER LTz, '

HBRE 78 BN : %A N5 SRHHE 20 mg. XA FA— & RIRHHE 100 mg (—
Bk AT B Y KT RETHRZ))

oL RDPERIPE  ARIGEIRTRE R TN B NE |

HELRBBERVORE  BH. AL, XaTn ) X7 (BEFElz) LLT 1
[l 2mgrkg (BKTE) % 3 MRIRINETC 30 SR CAURBHET 5.

B %5 R 7 % % : MSD BRRAH




2. FH O, wmwﬁ

XA b—F ESHEERE 20 mg K100 mg (— &%‘«A7HJXV7(ﬁh%m@
Z). LAF TAHF) £vvd,) it PD-1 (programmed cell death-1) & ZD IV H> FTHh
5 PD-L1 RU'PD-L2 & DA ZEHEAET 5. MEIgG4 €/ 7 n—F A HHETH 5,

PD-1 #3813 T A SR B AR > DR B 7o DIZ AR ASFI I 2 £ 72 Sa e il
A4 wFC, PD-1 I, REEDRIBICEV TN T MROMIEREICRE L, BEM
BERUGE SO AUEX BRI 2R ER G 2 T 5, $72bb, PD-1 i3 ) Vv RER
BT LICEVHRZERICL DV 7PV aERAICHIET 2% /4 ThHhbH, PD-LI
DIEFEMBIZHBIT HRBEITDOT L TH L. %< @b%_n%ﬂiﬁ@'ﬂi THIlROB X 2z 5
FEMENCEBEL TV D, BAMIIZEIT S PD-L1 OERBIL, BHKE, FiSEE.
FFHRAQIE, SRESHE. FE/MRITES O L R BA TTRAREAFTH Y BV AEHFRE
OFEBEENREShTVS,

@ﬁ@#h@%%%?&kﬂnJ%ﬁ@ﬁ@ﬁ#%PDltHHJ@ﬁ%iﬁ%@
HEERICBWCEHERREIZH ) Z LORBRINTEY, Bl BARROEN L L
THFESh T3, ;

AAlX. PD-1 & PD-L1 ROPD-L2 O ) TV ROBKEEZHETIZ gk v, IEE
BUNREE T OREE R RAOMBMEEE T U o/ SERETE L S HUBERE 2 BIEtE LT
52 & THRIEBSHRE RET D,

AFN DOYEFIFF I 55 < SBEQGERIGIC X 2BWEA% RS bbh, EEXIIRETI
EBHEMNH S, AAOREFROBERITIL, BEOBEE YT, RENR
H BEHAICIE, BE L E8CE UMM M & R % O & EHE L Ol
GIRERB I ATV, BEORBEFISIC L AEEANEDN ABEICIT. BIBREHV
ELHIDB 5 EOEN LB EIT O LERD B,



3. BREEERK

RIS R e B B N O A TR I ST 21T o T2 /2 R RBR D B 7R 5
[&%hiE]

OENE 1b B (KEYNOTE-041 #ER) ,
{EFRERORNIIA LY A=wT (@EaFHE) AT A8V A<T7] E0),)
REERV2 LUALE CONEIIERY AT 5RO RE R BB AEERE 42 4
(AT 37 B) ZxI8Ic, &K 2 mgkg 3 BEREFE (AT Q3w &n5.)
BEOEPMERORLMNSRE Sz, 2B, EETHE CRBETRRD bRz Haic.
T BGEST 2 R T EEIRAER® & M2V EOBERINICZE L T\ 3 BE Tl KEILEOE
BRI TR BT AR b B E TARIOR 52T 5 2 LN Shiz, EET
HEE Tdh HEPHRIRECIST HA KT A LIUCES < PRHEIC X 582255 (CR)
TUTEHZE (PR)] 1. 24% (OSWIEHKE : 12~41) Thol, k. FANCRE
L7-BEIX 10%TH o7z, '

@ugsh 5 N8k (KEYNOTE-002 #5%)
AV L= AL BIRER AT HRIBHBRTELESERAHMBE L RIC. £H 2
mg/kg Q3W 5K TR 10 mg/kg Q3W B 5 DA IMER G2, (LFREIE (X ANRY
. TEVUIR, ANVRTTF NI &ﬂﬁz/vwijf//vn“i‘jﬁﬁﬁyww V&Xx
B, BF NICC #1 2V D,) BRRE L CTRET SN, s, BERFE CRABEST
NED LNTBEEIT KRBT 2T TERIRD b ARWEDBEERMICEE L TWAH A
i RELS OB G CREETARD b s £ TREORE ZHET 5 2 &5
e ahi, EEFHMEEBIIEEFHMR (08) RUEEEEAGTSF (PFS) & Sh,
AANI B B L C, PFSZ2HRICER L, :

#1 EHYPMEFRE KEYNOTE-002 3ER)

ZA#l 2 mg/kg <% 10 mg/kg {bFHRIE
Q3W O Q3W
(180 1) (181 1) (179 51)
oS | s [H) 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 " 0.1173 0.0106
PFS” | dhdefE [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
NH— R 0.57 0.50
(95%CI) (0.45, 0.73) (0.39, 0.64) —
p{E" <0.0001 <0.0001

ClAEHEXE. *1: RECIST HA K54 > 1.1 ICE S MEHFIERCEEBEMEIC L 5 5HE,
*2 . BRI Cox Heffi Y — FETF NI L BILFEIE L OB, *3: BRI S5V BIE

4




100
90 ] —— %&#M 2mg/kg QAW
80 ] —— FM10mg/kg QIW
70 i e (VPR
& 60 -
g 50 ]
# 40
30
20 L
10
0 T ———— . ———,
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk#% Er R R |
% 2mg/kg Q3W 180 131 95 70 61 11 0
F#M10mg/kg Q3W 181 138 99 79 67 12 ]
= 7 179 115 80 60 48 9 0
‘ OS D Kaplan-Meier Bi#R 4
at risk3% : AN (]
A 2mg/kg Q3W 180 153 74 53 26 9 4 2
FR10mg/kg Q3W 181 158 82 55 39 15 5 1
{LZNO% 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier gh#3



@uFshEMAERER (KEYNOTE-006 #RE&)
AV A2 TILBHREBEOLRNIFIAEY AT EZEERN 1 LI AETOHRE
BIERE R AT HRIBURAE R EE B AERE 2RI, A 10 mgkg QW HER O
10 mg/kg 2 BRIME (LLF Q2w & 95,) BEOEMMERUEEMEN, A Y b~
TERSBE LR SN, 2B, BRI CREETHIRD b GaIc, REET
ERTEERBRD bRV EOBKREICEE LT\ BE Tk, RE LA OB & EHf ©
RBETHEDOND ETARAORE /T 22 LSFRE L S, FEFHMEERB X
AR CLT oSy &WvwW)H,) ROEEBALGFHM (BUF IPFS) &W5,) & &h,
FHFNEA ©Y AT L HEL T, 0S RIONPFS 2 A BIER Lz,

#2 AR (KEYNOTE-006 3R5%)

AFAl 10 mg/kg AFl 10 mg/kg AY h=wT
Q3W Q2w
(277 $1) (279 #1)) (278 #1)
oS™ | ki [A) NE NE NE
(95%CI) (NE, NE) (NE,NE) (13, NE)
NP — FH™? 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
pE" 0.00358 0.00052
PFS™ | thdefl [A] 4.1 5.5 2.8
2 (95%CI) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
NP — R 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
p " <0.00001 <0.00001

CI: EHEXM. NE : #EARA, *1: PREMHRKOT—4% 1 2015F3 A3 By b7, *2: 8
B Cox LBINY — REFNMZ L DA B Y A= T L O, *3: BRu 7 F 7 BIE. *4: RECIST
TARTA 2 L RIZES MY LA BAERBEROIEEFEMEIC X 55, *5 : PR O
T—% (Q4F9IA3IAIY FFT)




100 £

at riski% Srmm Al

ZR10mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
ZM10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
{EPULYT 278 242 212 188 169 157 117 51 17 0O

0OS @ Kaplan-Meier gh##

at risk# Rt LA

AM10mg/kg Q2W 279 231 147 98 49 7 2 0
#M10mg/kg Q3W 277 235 133 95 53 7 1 1
ABULTT 278 186 88 42 18 2 0

PFS @ Kaplan-Meier Bi#R



[Z2tE] ;
OEME 1b /838 (KEYNOTE-041 35R)
HEFLIT. 4142 6 (97.6%) ICRD BN, BBRE L OREBENEECERVEE
EAIL, 34/42 B (81.0%) kw&b bivic, FEEEN 5%LL EORWER! iT%’{OD EBHT
Hoit,

3 FEBRERS%UEOBER (REMEATHRER)

BEBIASLHE (SOC: Syst Organ Cl ) bk ()
: System Organ Class -
H A5 (PT: Preferred Term) ; : Zmyl;%&%BWﬁ
(MedDRA ver.18.0)
: “2Grades “Grades 3 LAk
2RIER 34 (81.0) 8 19.0)

FRIMERETE

w

TFTARTXVEET I ) DT UAT =T —EH#m (1.1 0 0.0)

S BEER B 3 (1.1 0 00)
% D FEIE 6 (14.3) 0 ©00)
R EBIRES 6 (14.3) 0 (0.0)
FEEAK 3 7.1) 0 (0.0)

¥, BEMRNRER 1] 24%) . KL - BEEOTH 26 (4.8%) . fFpEREREE 3

B (7.1%) | FERAHIEESE 2 F (4.8%) . FIRBRMEREREE 6 61 (14.3%) . infusion reaction

16 (24%) ROSE 911%&1{5’1 (2.4%) TEDHLIT, if_\ HREEE (F7 -

LB | BEEEE (RETHEERRS) | BIBES. lﬁ!ﬁ?%ﬁ EBEO

RIEEE (&E*&Hﬁﬂﬁﬁ{%ﬁ\ ZHEE, HREEE) | Hi%\ & - R RAARIE .

~ EEMESE, K - BEESE. DR. SaEtEi/MRIBAPERRBER, EImMEE I & U5
FEREIIRD N0 T,

@S5 T HERABR (KEYNOTE-002 3%)

HEFERIT. 2 mgkg Q3W BE 172/178 #1(96.6%) . 10 mg/kg Q3W #f 178/179 11 (99.4%)
FOVICC B 167171 ] (97.7%) IZBH b, TRRE L ORRBREPIGETERVWESE
BHEIL, FNER 121178 i (68.0%) . 133/179 B (74.3%) KT 138/171 5l (80.7%)

NEAY)) f‘onto WFNNOFE TRERN 5%ULOBHERIZITERED ERBY ThHo Tz,




R4 VTRLORTREARYE S%IUEOBER (LRt REH)

2B 3IR45% (SOC: System Organ Class) S as W = %gi/i ((‘;‘;)Wﬁ T
7 (PT: , m mg/kg
HAFE (PT: Preferred Term) 4 758 i ) P

(MedDRA ver.18.0) . 2 Grades Grades 344 E 2 Grades Grades 3Lk “2Grades - Grades 324 E
2RIEH 121 (68.0) 133

e
A M Bk E
SEREREARE

®FE , 6 34 1 (0.6) 8 @5y 1 (0.6) 10 (5.8 .1 0.6)
ﬁ;; 407 (225) 2 (L1052 0 9.0). 1 (06) . 627 (363) 8 4.7
FRE . 0 .

(0.0) (0.6)

(2.8) .0 0 0.0y 35 (20.5) - -1 (0.6)
a7 9 (D0 (0.0) 9  (50) o0 (0.0) 2 (12) 0. (00
EOERE 37  (208) -0 ©00) - 42 -(235) 0 (0.0) 6 35 0 0.0)
323 21 (118 0 0oy 18 (101) o0 0.0 8§ @7n o (0.0)
R EBRES . 5 28) 1 (0.6) 10 (5.6) 1 0.6) 0 ©0) -0 (0.0)
FEMEANE ‘ 10 (56) 0 0.0) 9 (500 0 0.0) 2 (12 .0 (0.0)

723.2 mg/kg Q3W BEK TR 10 mg/kg Q3W BEIZ 38U\ CE I, RV MR 2 1 451 (0.6%)
BO48) (22%) . K%k - EEOTH 16 (0.6%) RO6 6 (3.4%) . #REEE (X
T Ve N ERREE) 2 51 (1.1%) KO0 0 1), AFHSREREE 13 451 (7.3%) R T8 15 4] (8.4%) .
FHREEE (RMEREMERERZE) 16 (0.6%) RO 6 (0.6%) . FTREKEREE
B (0.6%) KO3 6 (1.7%) . FIRIRHEREREE 14 B (7.9%) K& U 15 i (8.4%) . infusion
reaction 2 B (1.1%) RU3 41 (1.7%) . BEEORERE (BEHEIREERRE, SHA
BE, BHREIES) 16 (0.6%) B 1H (0.6%) . L 16 (0.6%) B0 HI, ERER
A 0 BIRON 1 B (0.6%) . FMZ - BEREZE 0 BIR TN 1 61 (0.6%) . WUTH L 5
ROBIKD 26 (1.1%) TROLNE, Fiz, BIBEE, | BIERKE. Hx - B
FRAE., DB, SeEMEf/ MRIBDMESREER ., A MR M & DR FERBE IR S iho
7



@/ FEMERBR (KEYNOTE-006 #5k)

HEFERIL. 10 mgkg Q3W F 264/277 1 (95.3%) . 10 mg/kg Q2W #¥ 275/278 il (98.9%)
ROV IPI B 239/256 Bl (93.4%) IR LI, RBREL ODREBRBEETCERVWEESF
&3, FNFN 202277 B (72.9%) . 2217278 B (79.5%) K 187/256 il (73.0%) 1<
B/ NIz, WERLORETREEN S% EOBWERIZTTROLEY ThoT,

£5 WThPOBRTREER 5%».!:@5‘1??!% (R2MATRRE)

B (%)

BEASH (SOC: System Organ Class) -

= 10 IW. 10m 2W; , IPIEE

243 (PT: Preferred Term) . -Admghke O B e ki 25641
(MedDRA ver.18.0) : “Grades Grades 324 F 2 Grades Grades3EA E “Grades Grades 3L _E
2BER 202 (729) 28 (10.1) 221 (795) 37 (13.3) 1187 (73.0) 51 (19.9)
RIS AR T RE 7 25 0 00 17 (61 0 ! 623 1 0.4)
RIS RE (K T 21 (76) 0 - (00) 25 (90) 1 - ( 208 0 (00

=]
—
o
=]
=

00 10 (3.6 00) 15 (5.9)

(14) 19 (74)

= R =SV .
—
=N
~

ladla
A
=

58 (209) 0 (0.0) 39 as2 3 (12)

B
&
W
W
—_
[
o
ot
S~
—
—_
=)
-
~—

R 6 (22) o ’(”0:0,)‘_ 19 ’(6:8) 1 V(_oi 5

39 (141) 0  (0.0) 40 (144 0  (0.0) 65 (254) 1 ]
37 (134) 0. (00) 41 (147 0 (00) 37 (145} 2  (0.8)
31 (112) 0 (00 25 (90 0 (00) 4  (16)

7235, 10 mg/kg Q3W B (10 mg/kg Q2W BHIZ W TEALE AL, I E M B 4 41 (1.4%)
B (0.4%) . KRE% - EEOTH 10 il 3.6%) KR 13 1 (4.7%) . #HEREE
(T - NU—EEREE) 241 (0.7%) KO0 H], FFEEREE 14 6] (5.1%) R0 23
B (8.3%) . BHEREREE (RMEMEMEERSE) 26 (07%) KU1 6 (04%) . T
(RHSREREE 1 5] (0.4%) RO 161 (0.4%) . FRIRHEREREE 28 4] (10.1%) K U*33 4
(11.9%) . BIBHEE 14 (0.4%) KU24] (0.7%) . infusion reaction 7 ffil (2.5%) K&
U561 (1.8%) . 1 BUBERE 1 61 (0.4%) RO0H, EEOKRBEE (BEHRIRE R
Bt ZTABE, EREIES) 0 IR O 1 61 (0.4%) . R 161 (0.4%) ROV fi (0.4%) |

Frde - MR RARAE 1 1] (0.4%) RO 0 I, BMZE - BEIEZ 0 BT 1 fi (0. 4%) . iﬁ

TICSEIER 3 6 (1.1%) KO 1 #) (04%) TR LI, Fo. EEMGE
D%, Sas b /MR YESREER . TAMAMEE & ORIFEREF TR D 6nf£75=of:o

o
—
bt
=]
=

10




4, ﬁﬁﬁl:ob\f

B E UTHEARERE (£FFE) BT T0naZ &b, YUk ﬁé%ﬁm
uimf%ém RCHDOMENRDD, £D LT, KAORENFE2BE L 2ZW - FE
L. AF OB EIC L BEERBWER 2 RBA L ZBICHIE T2 Z EBRERED, LLTFD
O~@DTATEWBETHRICBWTHERATIRETH D,

@ HERIcoOW\T «

D1 TED (1) ~ (5) OWVTHMIEYTIMmHRTHDZ L, ,

(1) BAEFBRENEET 28ADFEEI RS (EREFRS A D REEIL SR,
Hidgk A3 A2 FRIEHE L BRI %ﬁmm%ﬁrhﬁ&)(ﬁmmwﬁmﬂlﬁ%ﬁ:
434 Hiz%)

(2) FrEEERPE CERR294E 6 A 1 HEF/ : 85 Migk)

() EERFRMFEREET 20 ADFOEEF (B ADIEREIRERR. A DR
BB, BABFEERERER )

(4) SRIEFRIEEZRE L, SR CERIEME 1 I/ - b SRENE 2 Ol U
AR BB R T TV AR (B 2847 A 1 BBEA : 2540 HEdR)

(5) PUEMEREAING EEMEORREREIR L RBHEIT> TV AR (Ek 28 4 7
A 1 HERE ;1290 HEzR - ’

O2 BB OISR R ORI REEE O XI5 1M & B8R & B
- (FROVTIPEYTHER) 85, YHBHRORANET DIMOBLHE & LT
EEIhT\EZ L, :

%

o [ERIGRIFFE %2¢®M@H¢Q%Tbt” SEL EOBABROBEERE L
FoTWBZ L, 9b, 2 UL, RARMEEY & LEBEKES2OBHE
IT-oT05T ¢,

o [EERGRIFEL %2&@%%%&%%TLK” 5$uhmﬁﬁﬁﬁﬁﬁ SEROEE
RIEBRAFELTWAZ L,

@ BRACERMEREROEKMHIZONT
EELFEREFRICNEFT 2HEENRE Sh, RERENLOFHRED., A0k - £2
WERFNFEROETHER CEMFICST D HHRM, AEFRIRE LB EOREHE
B, BEREPLLITONLBHINE->TND T &,

11



® BUER~DORIBIZOWNT

@-1 BIERSER OIS AEIC B 5 Bk

R MR B O EE BRI SR LB, 24 BRI O T, MR it
R T, FE L BRI U C ARSI R O CT Z0RIVER OERIIC%E
RREORKENAY BB LN, BB TREARHIESTWE L,

@2 ERUEEHFCLIABRESMSICETEE

NBABRICEDL S EMM R MR E R 2 A TIERRBEVEHERE=FY 7%
EOEERDAY J—=v T EITVWERE & FH &2 A TE 55— L EREHI B EHE
éhfpé:ko&ﬁ\%ﬁwﬂmomf\ﬁhﬁﬁk%@%ﬁm+ﬁmﬁﬂén1w
T,

@-3 BIER OBHTCRINICBI LT | |
BIVER (RVEMERRREICIZ . K% - BEOTH. IFHEEE, BigeRE (RAY
REMBALE) | NOWEE (TRARERE, RRBEEES. BIBRERS) | 1
USRI, & DI, M4 - SREDRARE, A, EEOREEE (FEHBEIRE G
B SIHBE. JERBEIEL) | infusion reaction. M4 - BlfEdc. BEIEMEESIE, MRE
E(XT L NEREE) | DK, et/ MRS, LR m, R
FEERBE) (ot LT, SR ULEBEFRSE oSN ET S EM L S L @IE
FAOBECRRICE U CEROXEE2 ST b e R tIch B L) | EbicEiizg
BN TEIHREINES>TNDZ L, ’

12




5.

BEXNBRLRDBE

[Z2tizfd 5 FEE] :
O TREENTIAFII OV TRHAFORENZEZD L SN TWBEZ s, HE521T

@ WBREATOFEICI VT TRICEKY T2 BEFIZ OV T ARIOB G IHR SR

blpur b
o FADRKGIZ LBBUEOBEFEREDOH 5 BE

M. M OTEFERIRAE SR VBAICIRY . BMECAREEAT 2 & 2 ZETE B,
o BEMMEROSHREEDD S BE ' »

o AREGHRE CHER 2R 5 BE R OTEEIMME O KO BRI R0 RR Je i %

FEOMIZRIERTLB A DN D BE

o HEREEBROAR. SUTBMME L < RO B D B o B

HHBE.
o [BBBHE (EnSMEBHEELS D) DbLRE
»  ECOG Performance Status 3-4 & ppfE

[H5hitiz B84 5 1]
O (LRRERORVBER CLERIEREO 5 5 BEIZB W TAROFMERR SN

TS,

2B, BRAF B FERZETAHABREITBVTIE., BRAFHZEARIC LABELEE

TBHI L,

@ TRIZEYUT IEXAOEE R OERFIEICOWTIE, AR OEENHEL SN TR

LT, FHROEERBR LR DR,
o IR,
o fhioHEMEEER & OHFA,

@D ECOG O Performance Status (PS)

Score

B

2 MBERFHTE D, AL ELBEEBENHRRIITXLD,

REERICE LWEBIIHIR SN D28, HITARET, BIEERE > TOEEITH Z LT 5,
il - BVRE FHIEX

BRI R CANOHORE D D= & 33 ~CAREMMEZIT T2V, BHF D 50%E X< FA
BT,

BONEBADHOEY D L LA CEARV, AHO 50%UEE~y FOF BT,

LBV, BAOHORID DI LIZEL TERY, TRy KB FTRTT.

13




6. EIZEL THETREHEH
@ FASTEEZ ML, BHEREEE BNIREET 2 BRSICE S E AR O R OEERS
RO DI LB ERETSCEBEL ChOERTHZ &, '
BRBIAIC L, BEXIXTOFEICEDIEROERELZ+SFA L. AELF
ThbRETEZE, ‘
FREHWERDO~X T AL MZDWNT

)

)

MEMWHEEND LD Z L BH D DT, KRDKEIZHT-> Tk, FIHE
W (B, MR R, S OfRE O X #RREOEESE., BlEe+
SITATH 2 &, Fio, SEISUTHE CT, MiE~v——%0RExEET
rré. | - |
infusion reaction 233 545 Z & 238 %, infusion reaction 2338 LI IZHAIC
WL G RLEETT & b IS ERBEET B £ TREORER ICEE
FH k. o
FRIBEEREER D Db D Z B H B0 T, A O 5HERTR U5 HH
PILERIMIC FOR IR RERR A (TSH. W#RfE T3, Ul T4 TORE) 2 FEMT D
&,

FSREREER D S b D Z LR H 50 T, ARIOFR 5Bt R OH 58 i
ERIRICHFHEEERRE (AST. ALT, y-GTP, Al-P, YU AU E0RIE) % EH
FBHT L, |

BYY R ICEARVIEESEALED) SOEERIREEND LIS
TERHBHDT, E%%&:BEDﬁﬁwﬁﬁiﬁ%ﬁﬁ%ﬂ‘é k., £, BROREN
RO LNIHETIE, BN ERBELZZ IR BERHEE T L,
AHIDOWEIZ LY BEOHRERIGITERT 5 &5 2 bhdEx REBORE

 BBLDND T EBbD, BRESEDDNIHEITE, RRLCERE

B 55 & BB A OE & EEE L GEUARERNZI 21TV, BEORE
B X5 EEAR SN BAICIE, ABROREIH L, RUBIBKRES
NELVHOBRESERZETE 2L, B, BIBEESNVEY OREIZXVEIE
RAOWENRD LR OBAITIE. BIBRE RNV DS O GEmER OBM
bERTHZ &, .

BERTH., BoAM»OE D ARB L TOrLRHERANBBRTHIZ X H B0,
AR OB ERTHRICHBWERAORBRIZ+DICEETHZ L,

| BUBERIR (BE 1 RERIF 2 E5) bbb, ¥RBEES b T R—Y A
WEBZENHHDOT, BB, B, IBHZOEROFEBESCIMEED LI+
SEETHZ L, | BERFSEDNZHEIIREELPIEL, A RY VB
o ELZOBEE)RMEEZITHIZ &, '

A OBEKRABRIZB VT, BERHEND 3 » ALUR. ThUEIL, RERHB5 1
FERT 6 M Z L ICEEDOTEZIT - TWe Z & 2B BT, AFR G FILERRY
[CRROMERRZIT D T Lo
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BB RRET A RTA
| Ra7nlY) X+v7 (BicFHE#Z)
(BRFE4 : ¥4 M —F REHE 20mg, ¥4 M—# SHE#E 100 mg)
~EHEROX Y B~

FAR2 91 1A (T2 941 2 AKAD)
LETL



Bk

N E W

HUHIZ :
AHN O, TEREAF

B PR BUAR

Wik iz oW T
BExSRL b BE
BEEL TEEINEFH

P2
P3
P4
P6
P8




1. IXL®iC

EIEMOFHE - BREMOFERDIZHITIT, %Hii%kgowtﬁmﬁﬁﬁm*b
b, &b, IMFEORZEEROERIZ LY, FUKERER R & OB R ERE
FEELMERIND DT, 2hbDEERLEICKLERBEICRELT 5 2 & HSRED
%%k&otkbﬁﬁ%&ﬁa&&&@%ﬁﬁﬁmm%ﬁ&mﬁﬁﬂ25%%&&)

KRWTH, EHMERREOEBORBIHEESRD 2L L STV,

FHRERABFERDIT, BRERASEEM I u 77 A AVBBEEOEER LH L MR
BRAZZEBRDD, 0D, HPERCREMICHET 2 ERB+0ERET 5 TOR.
UREEHOBELZRIZT D EPHFINIBHEICH L CHERTS L L b, BIE
ABREB LB LERS R E & D2 E N ARER—EOES 2= EREEcEA
THZENEETHD,

Lo T, AHTA FT7A Tk, ABBEBESSINETCRRELN TV IESREKZER -
B RIS X uTDE%m@%ﬁ&ﬁm%ﬁ@#éﬁ&#&b%&gﬁ #Ex
HFROEBESEEERT,

BB, RHA BT A U1, MBI A EESERASIA AR, AR B A
RRER Y S, —RAEFEAN BARBRARES R O—BEMEA B A LiEES oo
b EERL LT, '

KR LR DERES XA M — X RIEFE 20mg, ¥4 bV—F SEEE 100 mg (—
s a7 u) XvT (BIGFHEEEZ))
HELROPEXIPE « BREXITEREO R AKX ) VN E
ABERDBERCHE  BH. RAKIE, 270 ) A~7 (EicFHE#z) LT, 1
' [6] 200 mg % 3 FREIEIG T 30 BN CABSET 5,
& R ¥ E . MSD &R




2. AHOKEK. 1ERBF
¥A M —F EFEE20mg R 100 mg (—fif4% : a7 nl) Xv7 Bz
Z). BLT TAHA £v9.) i3, PD-1 (programmed ¢ell death-1) & ZD Y H FCh
% PD-L1 RUPD-L2 & OB ZEHMET 5. b MLIgG4 ) 7 u—F Ak ThH B,
PD-1 BRI T I GEEEREED &k D T2 DTS A FI A 3 5 T Hili
AA v F T, PD-113, REEZRRBIZRW TIEER T MlaOfifaRm! IRE L. Bo®
BRSSO R UE X LBR R B RIS 2 HE 5, 37bb, PD-1 XY Hr FER
BTBZ LIV HEEREC LAY ST RERAICHET 5% A5 TH D, PD-LI
EFEHBICBITARBRTLTHTHLIN L OPAMBTIITHROBE 2L D
ECBRNICEBE L TWD, BAKICEIT S PD-L1 OBREIX, BHME. BISE.
Frimfass. BRELE., JE/ R & @%fz fmﬁbf“%"’ﬁéxﬁlﬁ%’é&) D, ARWAERFE
E OMEBEMRHRE SN TWS
@ﬁ@hh@%%%%&&ﬂﬂA%ﬁ@ﬁ%&#%PD]&HHJ@WVM@%@
S BEIEET b\’CE%iﬁ ”@‘Jé"#ﬂ e 7b=/Tﬂ"°é7J’LTio D BT B ARRROFER & L
THREIRLTWA, '
' Kﬂm}mlanA&UHnawﬁ)ﬁ/h@FA%ma?é itk v, fEmE
MUNBESTOEESRVBBREEMET V Bk E ML &8, FUEERE 2 BiEE LT
B I CHRIBBHRE RS 5,

- AFOERBFICESGBEORERIGIC L 2BHERSEN S bbh, BEEXIIETIC
§Z>_T‘E‘ET$7)§3%>Z> AR OFE P ROBERICIT, BEOBEE+HITITV. BRENFR
D BN/ AT, BB L FERIG UM 5k & BB 2 FOEM & ddE LGl
@Jﬁﬁ/ﬂﬂa’)l&ﬁ%ﬁb\ BEDHRERIGIC L SRIERAEDN 2581213, BIBRES
EVAIDOREEDBEIRLEZAT I LERD D,




vs.&ﬁﬁﬁ
BRUIHAEOH MR VX ) o B OEBEZ MM % 1T - 7= EREERRBR O
A% R T, '

[H5hiE]
EPRIL R TR (KEYNOTE-087 RRER)
B UIEEEOTHIGR UX ) LoSEBE (210 #l. BAA 10 fizEl) DL
TO3 2D ak— b EHRIC, &K 200 mg 3 BRIBRRE OAER RSB
ank, | ,
- BEERBMRBEETRIC. 7V YXi<T XRFUCL2BFEZTA
# (ad—h1) |
- BRELBMIABHEIEBEE THY, »OoT LU YFivT RRFUICLBIERE
R cBE (ad—b2) '
- BRELBMRBEETRIC. TV YR~ RFFUICL DR (—KIBRE
NFBBFREO—RLELTOT VLY X UvT RFF UL DHITERITE
BN EFZFTORVESE (3k— 13) »

28, BGFHE CRBETHRD DILEEAIC, REBETEZRTERSBD b2y
ZOBRKRIICEZE LTV 5 RE Tt REILBOEG M CREBETHEDONDET
AEN OB EZMHET D2 L PFREE Sz, TEFEEE THHEHR (WET IWG
criteria (2007) 1ZHES < PHYZBIZ X 2582FES (CR) I HER (PR) OFIE)
ER1DLEBY Thole, B, FRICREINZEMBEEDRITI. WThoaks—hd
20% T o7,

#£1 AR (KEYNOTE-087 H#)

ak— k1 ak—b2 | @F—b3

, (69%1) (814) (60451)
5E42%8%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)

o %% (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

. RN © 3 (43) 2 (2.5) 0

#Fih®= (CR+PR) (%) 72.5 65.4 66.7

(95%{E X i) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z2]
ERR It FES TAARER (KEYNOTE-087 #5R)
FEEZIRBEHRT 202/210 fil (96.2%) (23R S, BIVERIE 144/210 1 (68. 6%)

2RO bR, SR 5% EORIWERIZE 2D & :io DTHot,
#2 HBBRNS%IUEORHER (R2tEirtR4EH)

BEHKSE (SOC: System Organ Class) g%@g/z:
HAZE (PT: Preferred Term) - 21061
(MedDRA/J ver.19.0) f : % Grade Grades 351 F
144 (686 23 (110

B pERBUDIE

feds, FVEMERRBIL 6 B (29%). KK - EEOTHNL 3 Fl (1.4%). HhiklEE

(¥« NU—ERRES) 12161 (05%) . FFEREREEIL 8 I (3.8%). FUIRHRHERE
BEEE 1L 29 1 (13.8%) | i 2% - BEUAARARAE 1 2 41 (1.0%) . Infusion reaction 13 17 51 (8.1%) |
SEIEERIT 2 6 (1.0%) ROLEHEIX 1 61 (0.5%) TR 5%710 Fle, BEEOK
JEREE (BEHEIRERE. S, EXEIES) . TERREREE. BIBRREESE.
1 BUBEIRIR, BRI E (RS HEMR %) . A, Eﬁ‘éﬁ%%ﬁf“ . IR - BEREZR
et/ MRBAMEEBER. ARSIk ORIFEREITRD Do 7,




4. HERIZOWT
AR L UERBERE (208 BBebhTnaZ b, Y%HAEL2HE
MICEBTCE MR THILENR DD, TDO LT, FROBEPEG 2 BE 220 - 1
E L. AAlOEEIC X DE%&&! TERZFEB LIRSS T 5 2 ERBBRIZD, BT
®~®®a‘/\r%ﬁﬁtﬂfﬁ wfﬁﬂﬁé«\%f&é

@ mRRITONT

®-1 me(nA«G)@w?n#Lméﬁém RThHDHI L,

(1) EEFBMREIEET 205 ABFEEI RIS EREATIR ABRGEEEILR AR,
Hidse 23 AR R HE B Ul . S A2 ﬁﬁﬁ&&)ﬁ%ﬂw¢4ﬂla%ﬁ.M4
JiF39) :

(2) ¥rEHSRE Fh($mw&mﬂlaﬁ5 %m%)

(B) FHERRMEDPRET 20 ADREERIE (BARREEIE TR, NADRE
WRbE. DA SRR )

(4) SRAEFRIEEARE L, S RCHRIEME 1 ISR RIEME 2 Ofiax H 1

IR DEHEITo OV AR (CERR28 4 7 A 1 HEEAL © 2540 Hi3%)

(5)> PUBEBEEAIN G EBMA O EEICR A EHEITo TSR (ERK 28 4 7
A 1 BEER : 1290 g%

®O-2 HHOFTF ) EOCFRER OBIERRBEE ORI 4 72 5k b %
BREFOEM (TROWTIOLIZEYE T HERM) 2, YR OKRFICET L EED
BEELLTEBEBESRLTWAEZ L, ‘

#

«  [ERRSRFFRIGHR 2 'EF—@?)JE?EHIX%WT L7 IC S L EDD AIBRDBERIHE 21T
2TWAZE, 5b, 2&EL LT, BARYRELT  LZBREBSOPHERIT
RoTWAT L, \

. ERGITFRS% 2EOMMFHE R K T L BIC4ELL LOBRBRREZFE L TVWAS D
Lo b, 3ELLEIT, EMEREMEE N AR e BRIk OTHE %
fToTWBIZ &,

@ BENOERMFHREHROEKHIZOWVWT

EEMERERINFTTIELENEBES N, HECENLOFERED, AN - &
EMEIFNFROETER CEMEICNT A ERIZM. AEELMBRE LEEAOHRE
EH. EREPLIITON D EHBE->TWB T L,




® BHER~ORIRIZOWT
@-1 Mg 5 E G

RMEMEBREOEERBERANRA LIRS, 24 BEZERER O T, Mz X
IEEERRICB VT, BELUEZAWERIIE L TARBEEE D CT £0RHER OERNIZ &
ELREOKRENAY BPICE LN, BEHICHEARRERIE-TWH I &,

@2 ERUEEZIC L 5 BFERIGICHT 2B

L OBABRICED ZEMNRMERE O E T A BREEENEERE=2 Y S
REDEERDOAL Y —=V P RITOERE LIERZ A TEX 55— AERBHINE
WENTVDZ L, 7k, BlEHHICOVT, BABE L ZOFEEIC ST
WwWahZ &,

@-3 BIfEAOBEORSICE LT

BIER (RIEMMEBICIZ ., K%K - BEO TR, IHLMEEE, BRERE (RE
CRIEIEBRE) . NAOWEE (TRAEERE, FRBSERE. BIBRERS) . 1
BRI, S & Ok, M - BSOS, ML, BEEORIEIEE (RErRILER
B, ZIPABE. FRJERESE) . infusion reaction, FM#% - BEMEA ., BHAEFGEEME, gk
B (FTY - NUEREE) . DR, REREI/IMRBS EERR, WAL, R
IR ok LC, MHMR UL BERSEOEMM L AT 5 EM L EE L @I
FROZWeR I L TSR UHBE2ZIT b RICH D 2 &) | EbICETRL
BRATX HEERESTNE T L, .




5. WEXNGBLRBEE

[ZZetEic B4 5 %IE]) ~
O TRICEHUTIBEIZOWVWTUIARRORENEBE L SN TWAZ b, REETT
B oY ANED o8 '

. KFIORBSICH LBBEORERED H 5 BE

© WEEIOFHEIZB O TTRICEA T 2BEIC OV TR, AF OB EFHR S L2V
B, MOIBFRREB RWEEICRY . HEICAFEFEAT L E2EZETED,
o HEMEMZEROEH TSRO 5 8E
s EHEGRE CHER 2RO 5 BE R OTEENME O BN SRR 0 R gt fiti ¢
- BEOMICRIEEE R A ONDBE
«  HELEKEBOAH XITBMNARE L IXERED H S RERBOEEED

bhoBE |

o [EBBHEE (ELSMaBEREEZEST) ObHEBE
»  ECOG Performance Status 3-4 EY DB

S B EE)
O BFEmMBMRESHEICETE X IIAHAEOBERE X IIEEEO R R X ) v
C SERFICROCARIDEIMRREN TS,

@ TRICEHETLBE AT 2AHORE R ERLEIC O T, AFIOFZMEH
ML SN TRL Y, FHOHRERE LR,
¢ ALFRERIGROBE,
o fLOTEMEREREH & OHFA,

@D ECOG ? Performance Status (PS)

Score EH

0 | 2=<{MEREHTED, HAAL AL BFEEIHRLATLD,

PIRENTE L OIEBNIHIBR S D28, HMTAIRET, BIEERE - COERIITI LN TED,
il - BVWRE, FHEE

HITETCEROFOED OZ LT T CHELSSEERCERV, BPO S0%LL EiZ~<y FATRIT,

BoNERAGOFOEIDOZ L UL TERY, HPFODO 0% LEE Xy FORF BRI T,

lw N

ELETRV, BHOHFDOEDIDZ LFLETERY, BFRRy FOFTBRIT,




6. METELTHEETREHEIEF

O WA STESICNZ ., BEIREEE PR EET 5 G 35 X ARHI 0 St R OSEIE f
ROk di HERERE B L ThBEATHZ L, |
IBIRBAAIC G D . B LT ORIRICH SR EREE A58 L, RELS
THbBRETHZ L,

FERBWERD<Z AL MTHONWT

&)

®

MEMMEER D bbhd 2 2 B3H 50T, ARIOREITH > Tik, FIHIE
W (B0, FRRREE, %) OmMBER UK X SREOEmE, Bt +
DATHZ &, T, BLEIIEUTHE CT, MiF~— 1 —50kE L EHT
52k, , .

infusion reaction 23 H 5 Z L 23H B, infusion reaction R LI LA
3. BEYIRLBEITO & &b, EERVEET S E TREORESZ +OICBIZ
TBHZE,

FORIBESREREE R H DD Z L MR h D DT, AFIOF5EIERT R GRS
I ERIRIC FOR R REIR A (TSH. W78 T3, W8t T4 HORE) 2 FEMT D
ek,

FFSREEER S b bIL D Z L B3 H DO T, AR OB 5BART R O 5 H X
EHICIFHAEIRZE (AST, ALT, y-GTP, Al-P, B YNV EBRORE) & Eh
FBC &, ‘

SEOER MERARMLEERELAEZEL) SOEBRIREELHLDRD
TERDHDHOT, FHHCIROBREOFEREMRT DI L, £z, ROEEN

BOLNEHEITIE, EOPICERBBEEXZTOLIBFELEETLI L,

AFIOBEIZL Y | BEOCREFISICRET 2 &£ 2 b o4 RIKBORE
BHHbhEZERb5, RERRDLNHAIIL. BRLEERIS LR
BPERG 72 050 & RER 2 RO AT & EHE L Ol eI 2RI ATV BEEDRIE
BRI & A EWER BN BB AICH, AR ORE T PIE, RORIBRE
NEVRIDBRESEREETHI L, BB, BIBKERLEL OFEIC LD EIHE
BOYERRD HIRVEAI I, BIBEERNE v S Db 0B m
LEBETHZ &, _

BEHE TS, BOER LHI ARE LT LEERRRET S Z L 8b B0,
AFIOBERTHICGEHERORBBRICHSICEET S 2 &,

| BUEEERS (BIE 1 B IRIR 28 Te) 2Sh b, SERFES R TV R—v
m%b:&ﬁ&éwf\D%\%Q\@&%@ﬁﬁw%ﬁ$m%ﬁ®iﬁm+
HEBTH L. | BERBEREDN SRS ETIEL, AR
H OB 5E OB RABEITO 2 &,

AFIOEERABRIZBW T, BEHELD 12 B L ICESMOFMEZ T TW=Z
EEBEIC, AFEESPITESNICEERE CHREOEREITOIZ L,









