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EAEFBEER -  AEHEREERLEEETHERE
( & B & B )

NAT ) AvT (BEFHEBRZ) REAOKEERBEET A FF 1 (R
LB DER R ORBEERMEET A FT 4 2 GE/NRaE, BB,
WHER XU U RE) O—EKIEIZDOWT

BREMBOEE L REDOEKRSTE 2016 (ER 2846 A 2 BHEEHERE) 2B
W EFHEELOERAOREHEELRD L REBVAEREZ L 22
JCEFMERRZECLERBECRET 20 ICREEREES (R
FAVEERTHIEELTWVET, :

S, NaTn ) XwT GREFMRBRL) BH REL 4 M —F KA
E#EE 20mg X OVFE 100mg) [ZD2WT, RE EEBICI L CERTAIEOE
BEELABROLBY BEFEREET A FS AL L TRV EEDELE
DT, FOERICY 0TI, BRHA RFIAL VIOV THEEShD LY, &
ENOEFEERVOERICHT 2EM % BEVLET,

¥, RaT o) XvT EETFHEGRZ) 8K 2 /N R 0SB
GRECH L CERTAEOBEERE IOV, =R~ 7 (GBEFHE
Z) BIFIRORATr Y R BETESR L) BF O REFER#ES A R
5S4y GEINRAREROEMEEEARE) (2o T (B2 €28 14 B
TEAKER 0214 F1EEAYBEEE  ARELRERLEECERE
B EHAR X ) UK L CERT AROEEEEIZ OV T,
[(RAa7o ) X+ (BEFHERZ) BAORBEREEY A RS0 (F
AR TR ) U RIE) OIEREOEREERIEET A N T A v (GE/ANRAaR
. BHEARE) O—BKEICOWT) (FL29F 11 A 30 B RERE
1130 B1BEAYBHEEE - AEHAREEREECHEEREN) 12X

D, FNFNRLTEEZ AT,
VTN

[ 201225 |
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5083 =
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S, XaTnY XvT (BEFHEEZ) HAOER ELOERENUEFTEN
I, MHEEEEIOWT, TRATRIRO LBV KENELE
LT, BENOERBERVCERIHNTIBAMEBRNLET, 28,
K E#ORBFERMEET A FF 4 0%, BIEEZEDO LBV TY,
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1. IZU®I P2
2. AHFIORH, ERBRF P3
3. ERRARAE P4
4., WEEIZHOWNT P7
5. BExXBRLILDHBE P9
6. BREIZBEBLTHEETREEH P10



1. XLz .

B OB - BEMOHBEOTZDITIE, B XESICESWEEARFERNRD
bD, S5, IHFEOREEROEBIT LY FUEERS 7 & OGN HrElre Ak
FEEMPARBENDIP T, ZINOOERMEEICLERBE RIS 5 2 L3RR
REEL 2o TR REMBOEE & BEDOEARL# 2016 LK 28 4 6 A 2 A MEIE)
ZEBWTH, EFNERLEOFERAOREHELZND Z & L ENTWE,

FHEAMTERL L, EEEACLEE T e 7 7 A VBBEEOERS L HLMNICE
RHBZEB®HD, 0D, AIEROCLEMICET ERN-5ERET S L TORM.
LBHEFGMOBELYBIZT DI ENMFINIBHEICH L THERATS L & biC, BlfE
FARRB LB NB it g & D2 & BN FRRA—E OB & 7- 3 [E RS T
TBHZERBEETHD,

LB 2T RAA T4 Tk, FIREBES I E TIB LN T D EFEREN -
BERRMICESE  UTOERMOGERER 2 HET 28 S0 0 NERERE 2
FROEEFEERT,

RE, KHTA RT A 03, MIATBIE AN EIKS ERESRRAHE, AREEEANBAR
BRREEYS . —RAEAEA B ARERARES K O—REEEA B A RRSRES 06
HDb EAERK LTz,

SR ERBERE A h—FEREEE 20mg. ¥4 R —F SEEEE 100mg (—
' s RATR) XvT (EETFHREZ))
HEE RPN © MAACERIER ITHE L ARAYIR TR R I E RO
HELRBAERORE | BE. BAIKIE. RATnY X+ (BEFMAML) L LT, 1
6] 200mg % 3 BRI T 30 50 CEREHET 5,
5% R 78 ¥ #F o MSD Bkt




2. FANORKE. fERBF

F A h— & SR 20 mg ROV 100 mg (—iE% : RAaT7n Y XvT (GERETFHESR
%), BT TA# &u5,.) i2. PD-1 (programmed cell death-1) & ZD VY H> K TH
% PD-L1 R U'PD-L2 & D#EAZEEMET S, MEIgGs £/ 7 u—FAHETH S,

PD-1 #2413 T MRS EE RS s & kL B 72 D203 AUMRRR 3 R A 5 2 A se g il i
A A v F T, PD-1 13, EELREBICBOTEER T MizoMBEREICKEAE L, AR
BRI 2 B AME LB RERISEHET 5, 372bb, PD-1 XY T F&iE
3B LI LY FUESEMERIC LDV ST BERRICHIET 22 AR TH D, PD-LL
DIEFHMREICB T 2HBRIIDLTHTHEIN. ZL OBAMBTIE THROBE ZHIAD
EEBRIZHEI L TWS, BAMIIZIIT S PD-L1 OFEBIRIT, BHIE. BE.
FFARBOEE . DB, FE/NARARGE R & O RBPATTFRABRRTFTH Y . BWAERFE
& ORI IRE STV D,

BN A DOBEHRERT#% & PD-L1 EIHOFEEMAS 5 PD-1 & PD-L1 OREITELR D
GERRIICB W TEERBEZE Y Z L WREBEINTEY  Filz 2B ABEOIFEN L L
THIFEhTWD,

AFNZ. PD-1 & PD-L1 R O'PD-L2 Off Y > ROFKEEBEET I Z L2k Y, EE
e/ N R O REE S R EEN T VU o BRI S8 PUEERE 2 BiEME T
5 THIERD R RET 5,

A OVEFIEFIC 55 GREORERINIC L AEERSR S bbh, BEXIEHTIZ
BB S B, AFOBRERROBERICIT, BEOBEE AT, BENR
H HITBAITIE. B U RIS U= SRR ik b R 4 5O EAT & B L Ol
EIRERBH 21T BE ORERISIC L 2 BWER SR DR 2 B80T, BIBRESL
£ LA OBR EEOEE 2B ET O LER DD,



3. BRERRRAR
DS AALFIRIER IR | - RIBUIBR R RE 2 R IE LR ORI C MM 21T o 72 70
MR OKE TR,

[E %]
ERsE RS MR (KEYNOTE-045 3WR)
75 FF B R ST FEEET 28T 5 BIETH X ILEB I ORE ERERE
542 ] (AAN 52 Blaate) ZxP2ic, #4200 mg 3 BEIRIRER S OHEMER VRS
MEAS, LZHRiE (X7 ) Z% kL, FEZF /AT vinflunine) ? %5t & L THRETE
Ni-, 235, EEETHECEEETRRD b HEI1s, REETERTERRRD b
RVVEQERRIICZE LTV 3 BE T, REIE O BRI CREBETARD bh
FCAKIOB G ARG T 2 2 LT E Shiz, FEMEEBIZSEEYE (0S) &
MEBEATZHR (PFS) & &h., AFIMLFFE B LT, 08 2 AR ICEE LZ
FI1ERUELD ,
¥ IS F B R ST LFEE  (—RIBR) RICEBRTEROLEE, ROT T FH8HEET
(ESEFRIEIC L DR - TR @B LR ER 2 P ALNICER LA EA ARG,
*2 . AR TIE vinflunine ZFRAFETH B0, RV FEAXIZIFEZFELONTRAMEERL
=



%1 KEYNOTE-045 B D H MR
A7) 200 mg H==30 S
Q3w |
(270 #1) (272 151)
os’ RfE [A] 10.3 74
(95%f5 FE X ) (8.0, 11.8) (6.1, 8.3)
AN — FHe 0.73
(95% (5 HE X [H) (0.59, 0.91) —
P f&* 0.002
PESH houfi [A] 2.1 33
' (95%(ZHEX ) (2.0,2.2) (2.3,3.5)
NPF— FH 0.98
(95% 54 X ) (0.81,1.19) —
P fi¢ : 0.416

b TR T — 4 :20164E9 A TH Ay M AT

Y. @RI Cox BB~ — REF AT L B{L3EE & O

RN = =P

I RECIST H A4 K4 > 1.1 PRI EE-S < Sz b e E

Q3w : 3 HEHMRZE 5

B Mg DN

TR

0 2 4 6 & 10 12 14 16 18 20 22 24
Errie (A)

at risk® ,
ZE200mg Q3IW 270 226 194 169 147 131 87 54 27 13 4 0©
&= 3 272232171138109 89 55 27 4 3 0 O

1 OS @ Kaplan-Meier #i# (KEYNOTE-045 8R)



(2]

ERRILRFE RS (KEYNOTE-045 3A5%)

BEERITAKIBE 248266 ] (93.2%) F OMLZEBIERE 250/255 ] (98.0%) 12383 5
. BERIZENE 1 162266 il (60.9%) R UMLZERIERE 230/255 1 (90.2%) 12385
bz, ARAIBETREARN 5% LOBIERIZTRO LB Thot-,

R 2 BBRN 5%LULOBIER (REMMITHISER)

s N ) Bl (%)
B HIX5#8 (SOC: System Organ Class) A
HEARGE (PT: Preferred Term) 26651
(MedDRA. ver.19.0) 4 Grade Grades 304 -
LEER 162 (60.9) 40 (15.0)
N WREE
RS AR IR T E 15 (5.6) 0 (0.0)
BkEE
THI ' 24 9.0) 3 a.n
s 29 (10.9) 1 0.4)
—f% - REEER X ORSEMOWKE
I : 15 (5.6) 1 0.4)
g 37 13.9) 3 a.n
FEHL 17 6.4) 0 (0.0)
Rt L UskRmEE
BARBOE 23 (8.6) 0 (0.0)
B R X OB Tl
% 5 EERE 52 (19.5) 0 0.0
5 22 8.3) 1 0.4)

ek, AKIBET, BIEM & UCRIEMMREIL 106 38%) . K%k - BED TR
X7 61 (2.6%) . FRRREE (FT 2 - SLU—IEHEBEE) 131 6] (04%) . FFHEERsE
X 14 81 (5.3%) . FORIMEAEREE X 23 4] (8.6%) . BIBHSAEREEIT 1 61 (0.4%) .
BHEREE (RAMEHEEEL%) 1316 (04%) KO Infusion reaction 1% 1 ] (0.4%)

CBD BN, o, BEOKEBEE (UEEEIEGEER. 2WAH. BEREETS) |
TRAEEREE, | BERR., BA, B - ENHRAUE, BESENE. OB, MM
R BEESE, & DM, Safeth i MRS MESREER . WA IR ORISR 13

ot



4. ﬁﬁ%kob\’(

AL LTHEANERE (RFHAE) ABRELRTWD Z L b b, YHHELE
Bl %mf%5m B ChAUEND B, FOLT, AFIOBRENEY 2 BE L DN - 55
FL, AFOBEI L EB2ENERZRE LIBITHIST 5 2 L AANE2Tb, LT
PO~BQDFT T EWETHRICBVTHERATIRETH 5.

@ HRIZOWT

D1 FTED 1) ~ 5) ODVWTNPIEUTIMRTHDZ &,

(1) EARBREIEET 52 ADFCESILARRS GBI A B REEILAURR.
HIRAS A R HL SRR . USRS AR &) (ERR 298 4 A 1 BRFA 1434
MEFR)

() HTHRERBE CERR294F 6 A 1 BEFA @ 85 fiigR)

(3) EERFEMERIEET 52 ADEOEMIAN (DA BIOESEIEERbL. 1A DIEY
Wb, S ABFEEHEER R L)

@) SRALFFIEELRE L. ASRICERIEMRE 1 USSR FHRENR 2 Ofia 2 e
IR DR AT o TV AR (PR 2847 H 1 BRER @ 2540 HER)

(5) VIEMIEEANS & EBNE O EEIRDEHET > OO DM (K 28 4 7
A 1 BEFR ;1290 HEE%)

®-2 R%L&ﬁ®k$%&&@@@ﬁ%ﬁﬁ@ﬂﬁ’+“&ﬂ%kﬁﬁ%%o@ﬁ
(FROWTRMTEEYT HERM) 25, Y2 EROARICET DIBROREF L L
TRBShTWEZ &,
x

. E%ﬁﬁ@%ﬁzﬁm@%ﬁ%%%?bt& 5EELL LD B ATBIR O BRRAHE 21T
STWNWBZ &99%\2Euki\#Ai%ﬁ&%ikttﬁ%ﬁ%#@ﬂ%%ﬁ
o TWNWBIZ L,

o ENGHEE% 2EOYBFHE R KT LERIC 4 E ORGSR ZOBKIHE %
FToTEY. 95, 28N LR, REEREONAEWREL ST AMEROEER
FHEZ{T-o-TNAZ &,

@ BEAOERSESHEROAEIZONT

EEGERE R ST 5 GEE SRR S, RGN L OWRED, A - &
ARSI O TR CEMSIC AT 5 FRiRS, FHFRARE LBEORE
B ERFELNIATON D EHINESTNE T &,




@ EBMER~DHBITONT
®-1 fERRAHICEET BB

PEEMREEEOEELRBERSRAE LLEIC, 24 BRZEERO T, YsX
TEERRRR 2T, BB LZEWERIZE U T AR EE O CT £ 0BIVEH D&%
BLRBREOERPY BRICE LN, BB REREHNE-> TV I L,

@2 EREEERIC L 2FAEESHNICET 2 ES

WABREDDIEMNRMB A CEEZ2ET A EREEENBERE=2) 7
ZEDLERDAI V== TRITVWEIRE L B8R 2 A TX 2 F— AERBH 1
SN TWVDZ L, 2B, BHEEFICOVWT, PABRE L FOREICHFSICEMShT
WarZ é&,

®-3 BWER OBIT-CxS Iz L T

BITER (MEMMREICIMA, KBk - EEO TR, FHEEREE, BEEmRE (RN
EREEBRE) . WoWES (TERAEMERE, PRIESERE, BIRRERE) . 1
BBEIRIN. S E MR, Fhk - BBRRMRIE, k., EEOREEE (REHERERE
B ZIMLEE, FERAEES) . Infusion reaction. ANAS - BEREIZS. EREANE . 1R
F(FT - NU—EERS) . DR, SR/ MR EREEE, BhEEm, 57
FERERSE) X LT, MR ULIERE RSB OEMM 2 AT 5 B L EE L @IE
ROBZEROSIGIZBE L THRERUOXBEZ T ONAERMECH S 2 L) | BhHICEE 20
BN TEAEHNESTNBEZ L,



St

BEXNRLLRZBE
[Ze 2tz B4 A F1H]

O TRIEHRYUTHIBHEOVWTRAFIOBRENERL SN TVE I LM b, KEEIT

birnwz &,
o AHIDOFES TR UBBUEDBERED H 5 BE

@ HERTOFTEICE VT FRICEYS T 2 BEFIZOWTT, ARORGIHER I 2

M. HOBEERREA 2 VEAICEY , MECAREHEATLZ L2 EETE 5,

o BHEMEMEBOS i%@@&) LHBE

o MIEGHRE CHEEEZRD 2 BEROTED @®m%ﬁﬂmﬂi§*%ﬁiféﬁﬂﬂ?*
L DM ;*fﬁj"ﬂﬁﬁia@%ﬂ’bé BE

o HOAEERBOSPE. XITBHEALE L IXERED B R REDBERD
HBHEE

o BRBBEE GEhSMRBHEREEZ D) ObEE

e ECOG Performance Status 3-4 ZNDBH

[BE2hitkic B 2 HIE]

O 75 F AR STERER 2 AT 2 RBATETHE IS O R BB OB

FE BV TAR OB N RRFE S 41TV \éo

@ TERICHEYST 2 BEICKT AR ORE R OMEHITEL ZONTIE, AAIOA R

BSLENTBE LT, AROBRERGR L 2DV,

o TIIFTRBEELCFRIEC L DIBREO RV B,
o FiiOmMBMLIRIE.

o fhoGIEAEEA L OGHH,

6D BCOG @ Performance Status (PS)

Score

ot

0

SRR LEBTE 5, BRATLF U HEAESHIRZR TR S,

REEIZ B LEBNIHIBR S 528, BATAIEE T, B> TOERIITI 2L B TE S,
Bl BVWRF, EBER

BITRIRECTHSOEDOE Y O LT X THREESEZIITERY, BFO 50%L EiE~<y FATBIT,

BONEBESOEOEIDOZE ULHTERY, BFO S0%UEEy KT TBIY,

SlwnN

2LENTRV, BHOHFOED DI LITEL TERY, BRERAY FOBTTAIT,




6. BEEL TEETREXEE

O RASTEFIONZ, SUEIRTEEH BRAT 5 BRI B & AR H D RE R ONE T4
HADOTDIHEREREHDICHEBE L THhLERT5 2L,

TBRBHIAICIES D, BE XL ORIBICEDEROERMEZ 43 L, FE 215
TrbikET3ZE,

ERBWERDO~X Y A MZoOWT

@

®

*

WEMMRERH bbb Z & NS DDT, AFOEEIZHT= > TE. FIHIE
WK (B9, RN, WS OMRBEOIE X BREOERS, Ber+
FCATO Z &, ¥, MBS U THE CT, miE~—b—S0kEs EhEd
HT &,

Infusion reaction 23 &% H L5 Z & 233 2, Infusion reaction 328D LB AT
3. EERAEEZITS & & BT, ERAEE TS E THREOWLREY 5B 8
THZL,

RIS ER H bbb Z L83 H 5 DT, AH| OB 5BLERTR U 5111
X EHIRIC BRI RERR S (TSH, 158 T3, 58k T4 SORIE) % EHT 5
Sy '

FEREREE 2 S LN D Z &b D DT, ARFI O 5-BIREH1 K O 5417 X
EHIRNCAITHSAERTE (AST. ALT, y-GTP, Al-P, VU A LV Z0RIE) % £l
THIE, :
SEIRERX MEAKPIIEEREREED) SOBERREERH LIS
ZEBHDHDOT, EHNCROBREOFELHERTZ 2L, £/, IRORERN
BOLNIZHEITIE., BONICEREEL 22T L )BT LT D L,
AFNOEEGIZEY | BEORERICITRRET S &£ 2 SR bEx REBRREE
BHLPONDZENRDHD, BEXRDONLHAITIE, BELEER IS U
BEPRRY 70 5 & BB A FFOEA & B L CETIARENIZE 21TV, SBEORE
FUSIC & B BIHERR DN D BAITIE, AFIOREIh1E, R ORI E R
NEVRIOREEEZEZETDZ L, 0B, BIBKERVELYOREIZLYBIE
ROYEDRRD LIRVIEEITIE, BIBERERNVE VLSO mER oM
bEETHZ L, :

BEKRTH, ZoBM» O8I ARB L CHLEERNRERTAZENHBD,
AFNOBERTRICHBWER OB +DITEET B T L,

L BUBELRA (BIAE 1 BUBEIR R 22 de) A Sbh, BRFMEY M7 F—3 2
WKELZERHDZOT, AE, Bl BHEOEROERBCMEEFHED LRI+
SFEETHZ L, 1 BEERBIEDNIZESIIZHRELTIEL, £ 2 Ll
ROBREEOBYLNBEEZITH Z &,

AHIOEBERRBRICBNT, BEBED 98%., FRUBEITERERENS 1 F/IE
6 MR, BB S 1 LI 12 ARBR TEIMOFME ST CnED &
EBEIL, ARBRSFIXERNICEGRE CHROMRELITHIZ L,

10



BEEERHET A R4 v
RATRY XvT (BEFHERZ)
(BH4 : X4 M —F BEHE 20 mg, ¥4 b—F REFHE 100 mg)
~ 3t/ NI i ~

k2 92 H (FRk2 941 2 AKED)
B4 EE



SR/

S e
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AEI DR, TERERF

B PR AR
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P14



1. XL¥IT.

ER SO - ZRMEOTHEROT DI, I CESICESW OB EREA R RD
BB, BT, SEEORZRMOEAIC LY | FUREZER 2 & OS2 F R
FERLBPARINSPT, IO DERRZEICLERBHICHRMET S 2 L RO
BEE L 2o TR D RFHBOEY L O RASE 2016 (AL 28 456 A 2 A MEEE)
WZEBWTYS, BHMNEERLEOFEAORBEILELZRAZ & L ENTN3,

VR E IR T BEEASREN T e 7 7 A VBB OERS L AL MR
RBZENRDHD, 20D, BHMROLZEMICET BN +SEET 5 TOM,
W EESOBEY BT ERMEENSBECH L THERT S &L BT BIE
NS L BIC LBt g & B 2 L S AR —E OB & i 7T E RS TR A
THZEREETH S,

L7doT, BAA R4 0 Tid, BIRBEERLINE TRELNL TV D EFELY -
B2HRMICESE, UTOEELORERERZHET 2B A0 b UERER, B2
HROEEEELTT,

B, RAA BT A 03, WSATHIEANERGERBSRAHME, AMEFEBEARAR
BRI A, —RAEHIEA B ABRRNBES, HEFEREEIEA AAMEES KT
— Rt A B AR SRS OB OB L EK LT,

B ERBERS : X4 N—F SHEHE20mg, A —F ST 100mg (—
s RA7 ol X</ BFHEZ))

WG ERDMEXIHE © PD-L1 Bt O YIBRAREZ2EST « BR O/

HELRABERORE - BH ., RAZIE, a7 r) X7 (BEF#z) &LT 1
[ 200mg % 3 BRI T 30 2T CAEBEHET 5,

B 7% R 8 ¥ F : MSD &t




2. FRIOKK, 1ERME

FA M—FJHFHFE20mg RN 100 mg (—R4E - 2Aa7n ) X~ GBEFH
Z). BT THR#)] £vvd,) 13, PD-1 (programmed cell death-1) & Z DU Hy KTh
% PD-L1 KU'PD-L2 L DG X EHEMEFET . & MEIgG4 T/ 7 a—F AHETH 5,

PD-1 B I3 T MUAS SR BB > © A 2 72 012 28 A MR AR T 5 5 2 72 6o s
AA v F T, PD-1 13, BERREBICBONTERE T MlaoiaRmic gL, Hok
BRIS Z & AR BEXTBR 2 B S 2 #Id 5, +72b5, PD-1 12V Hy REfE
BT LRI VHRERZARC LD VI M EEEAICHET 225 TH %, PD-LI
DOIEFMHBMIZBIT DHBET DTN TH IR, S OBAMBTIE THROB X 2 M 5
EEBRICER L TWD, BAMBICEITS PD-L1 OEREIL. EMIam. .
FRERERE. SREGE, JE/ I & D2 B A TTFRRBETFTHY . [EVELER
& OHBEAESHE Sh T 5,

BEROB A DRI T & PD-L1 RHEOFERIMEA S PD-1 & PD-L1 ORIKIZIEE D
REEREC W TEEREFZHE D Z LSRR ENTEY  Fi- BN ABEOER L L
TSN T3,

AF|iZ. PD-1 £ PD-L1 RUNPD-L2 Ofj ) H v ROESEHET A L2k . BB
WUNREE T OREG R RAOAIIRGEEMT UV o BRE2TERL S ¥ FUEERE 2 BiEtb+
5L CHIEES R RET B,

AR OVEFRETFICES < BE DRERISIC L 2BIER% R H b bh, BEXIET I
EDWREERD D, AFOBEHRORERIZIE, BEOBEEZ DTV, BENE
B BITBEITIL, R L FRUITIS U7 T2 50 & BB 2 F5 A L il U3
SIREBIBI TV BEORIEFURIC X 5 BIER SN 2 HACIE, BIBRE R
ELRIOBREEOBEYRAB LT O LERH B, -



3. BEEPRAGEE
PD-L1 Bt O BIRARBE 2 AT - FE% 00 F6/ NI B s o0 FRGRIER | 304G 4T - 72 /R BRBR X
BOSBETT,

[Ho]

OEEEFBMARE (KEYNOTE-024 F5) :
(b2 O 72\ EGFR B FZE B, ALK B4 8= TR O PD-L1 B (PD-L1
% 3B U T- B AS 5 A EIS (BAF ITPS) & 5,) =50%) “OBIBRREEREST -
BRI INEIFEBRE (3055, BAA 40 BEET) BRI, AH 200 mg 3 BH
Bl 5 OASER OREER, 7T F A2 & EEs by (LT Isocy &
W9, EXRE LTREENE, 2k, ERFE CRBETIRD bRIHEEIC, K
BT 2R TR AT B R VWVEDERRINCEE LTV 5 BE T, REILAEOEE
AT CHEBREITARD LD E TAROKRE 2T 5 2 L NFWHRELE Shic, ZEHE
TH B AR (LT TPFS) &\ ),), BIKEHEE B X475 (LIT Tos)
Punh,) b E&n. AAEIET S F R RS LR L B LT, PFS, RTFOS (F
BT ZABICER L,

¥ au =AU B LTRSS AR STV S PD-LL IHC 22C3 pharmDx [# =] 2RV TR

BEixni,
#1 AR (KEYNOTE-024 35R)
AH) 200 mg Q3W %t 7‘7:%%? Rl
(154 i) o
(151 1)
HfE [H] - 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ AP — R 0.50
(95%CI) (0.37,0.68) —
_ PfE” <0.001
o (A NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ AP REM 0.60
(95%CI) (0.41, 0.89) —
P fE™ 0.005

Cl: {EMEXME . NE : #EFRH. *1: RECIST A K74 » L1RI

ZES ML RHIE, *2 ¢

BRI Cox WP — REFNZ L B 75 FF R Z S bFBREL OB, *3: @hlu s
S URRE. * PRI OT —4 (2016 S HOB Iy T




100 =
Q0
8.0._
g'?o..
# 60 -
50
i 40 -
g 30
20
10 -

—— W UWOmE QIW
N TIFH B ESTICLRDE

E——

SP——

at risk#x

FF200mg Q3W 154 104 89 44 22

TSFFRREZOIERE 151

3 6 9 12 15 18
TR (B

Lo IR

99 70 18 9 1

IR X B PFSD R MRNTRF O Kaplan-MeierBi#i (PD-L1EBE (250%) DERELEHR)

100
90=
80 |

EZE (%)
BoU oo
©oocoo

-
A o e e e nf

—— F70mg W
~ TSFERESOLPRL

aft risk%y

A#200mg Q3W 154 136 121 82 39 11 2
TSFHEAERGIEEE 151 123 106 64 34 7 1

3 6 9 12 15 18 21
SEFEEIA]

Lo B o

OSO I MRHTR OKaplan-Meieritifit (PD-LIBBE (250%) OBEHH)



@ERIFESE /MRS (KEYNOTE-010 35%)
75 FFRIH ST LFEERE" 253 % PD-L1 Btk (TPS=1%) 7 OUIRARE R EAT -
BROBE/NIRITERE (1,033 6], BAAN flaxdEie) EXRIC. AH 2 mgkeg 3 #
IR RS RO 10 mgkg 3 BREMBES OAMEROZEMS FEesF ﬂet;wk%n%

(LLF TDOCI &Vv5,) 2B E LTHRE &N, 2k, ERFHE TREETIER
SNTEEAI., ERET LR TERNRD bNARVWEDRKIICEE L TWVD %%T
WA AR O E 3T CIRBREIT 23R ) b 5 E TAFI O G2 WRE L ST, z%
STAHIE B 1 OS K UCPFS & &, AFNIDOC &L T, 0S # FEICHER L7z,

*1 : EGFR BETFERBM X ALK BEBETFREOBE TIX, 77 F T A2 S LLFREILL D

1RRIEICNZ . FRFh EGER MEMERXIE ALK HERR 2 & T 5 EEEERIC X DRFE
RAETHBREMEB AN DN,
%2 : PD-L1 THC 22C3 pharmDx [# =1 | O#fEx » b2V TRESh,
*2 ARMEEAE (KEYNOTE-010 #ER)
AF| 2 mg/kg A% 10 mg/kg FE&FE/L
Q3W Q3W
(344 f5i)) (346 $1) (343 i)
0S | il [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
A= R 0.71 0.61
(95%CI) (0.58, 0.88) (0.49,0.75) =
P fE™ <0.001 <0.001
CI: fEMEXM, *1: BRI Cox B NF— FEFNMCED NEFFRN L OB, *2 : B
oS5 IRE
100 fo- SEaR———
a0 - A e 8 7 mpfkg GOIW
80 - e APTOMEkE GOV
70 - — RheEEL
& 60
o 50 1 M,
E 40 - b Ty W
Mgk mwmkt 11
30
20 - WEE
10
0 5 10 15 20 25
at risk ¥ EFRmA]
ZH 2mg/kg Q3W 344 259 115 49 12 0
#F10mg/kg QAW 346 255 124 56 & 0
FEFFEl 343 212 79 33 1 0

0S OBAATHBED Kaplan-Meier Bifi (PD-L1 g (21%) 0BEEH)

6




[Z2it]

OEB=AL IR 5 WAHFBR (KEYNOTE-024 ##)

AEEGIIARFIFE 148/154 B (96.1%) KX SOC # 145/150 Bl (96.7%) 1238 B,
BRI L OREEZERTETERNVEFERIL, ZTh2h 113154 6] (734%). RO
135/150 i (90.0%) D bz, WTIDDORETRRFERN 5%LL LOBHWERIZT TED
EBY ThHoT, 3

£3 VWThAOB CRERER 5% EORIER (REMEBITHSER)

FEBIRZEE (SOC: System B3k (%)
Organ Class) ARFKI#E SOC ##
FEARFE (PT: Preferred Term) 15445 1503
(MedDRA ver.19.0). 4 Grade Grade 35/ £ £ Grade Grade 384
2EIER 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
MEB LY R EE
=Yl 8 (5.2) 3 1.9) 66 (44.0) 29 (19.3)
B I ERBIAE 1 (0.6) 0 8 (.3) 2 1.3)
B ERE 1 (0.6) 0 - 34 22.7) 20 (13.3)
CHUMRBVE 0 0 17 (11.3) 8 (5.3
N WS
R R RIS RE TLEIE 11 .1 0 0 0
RIS REIK T IE 12 (7.8) 0 1 0.7 0
B G E
B 5% 6 3.9 0 17 (11.3) 0
T 22 (14.3) 6 (3.9) 20 (13.3) 2 T 3)
B 15 .7 0 65 43.3) 3 2.0)
BN% 4 2.6) 0 18 (12.0) 2 1.3)
ngEnt 4 (2.6) 1 (0.6) 30 (20.0) 1 0.7)
— %« EEEERL L UREEAORE
ESE 5 (3.2) 1 (0.6) 11 (7.3) 2 1.3)
S 16 (10.4) 2 (1.3) 4 (28.7) 5 (3.3)
B 1 (0.6) 0 9 6.0 0
FEL 16 (10.4) 0 8 (5.3) 0
RARRE ‘
TI=2T 2 hFRA 10 6.5) 0 7 .7 0
7 =5 —P N
TARGEUBT Ik 8 (5.2) 2 1.3) 5 (3.3) 0
5V R7 x5 —FHEMm
Mz V7 F = #hm 3 1.9) 0 15 (10.0) 1 0.7)
4 R ERE R 0 0 20 (13.3) 6 4.0)
fu/NRER D 0 0 18 (12.0) 9 (6.0)
H i Bk 1 (0.6) 0 16 (10.7) 3 2.0)
Rt L UFEEE
RAEE 14 ©.1) 0 39 (26.0) 4 @
&= 7 X v AMAE 1 (0.6) 0 9 6.0) 0
BERREB L UEAERMEE
BAFIR 13 8.4 0 4 2.7 0
MR RIEE
REAER , 1 (0.6) 0 15 (10.0) 0
FRME = 2 — 1 F— 2 1.3) : 0 9 6.0) 1 0.7
FER AR, FOERR L UNtREE
Fififgige 8 (5.2 4 2.6) 1 0.7) 1 0.7)
B XU TagES ‘
eSS 0 0 12 (8.0) 0
RREHR ) 8 (5.2) 0 1 0.7) 0
& 5 12 (7.8) 0 3 (2.0) 0
35 11 (7.1) 1 (0.6) 3 (2.0) 0




¥, AFIBECREEMMESIZ 9 F (5.8%) . KBK - EEO THIL 8 il (52%) .
MIEEE (X7 - N EHEHS) 132460 (1.3%) . FFBREREEIT 2241 (14.3%) |

HOR RS RERE 1T 21 0 (13.6%) . TRAMAEREIX 161 (0.6%) . 1 ZBERIRIT 1 61
(0.6%) . BIRRERE (RAEREMRAS) X146 (0.6%) . BRI 1A (0.6%) .

Fr o - REGUTSREMRAE LT 1 5] (0.6%) KX infusion reaction X 5 6 (3.2%) TE® bilic,

7. BEOKREEE (REHEIREGER, SHaK., BEREES) | BIBHERSE,
EIEMEARE, N - B, &R, LK. SR/ MO RN, FI
P R ORIFERBHIR D b v o7z,

@ EBEIF 4 O /MRS (KEYNOTE-010 &)

AEEEIT 2 mg/kg Q3W B 331/339 1] (97.6%) . 10 mg/kg Q3W F# 330/343 # (96.2%)
R U DOC B 297/309 fil (96.1%) ICBH b, BRE L DRRBEENTE TERVEE
EHIT. FRTh 215339 B (63.4%) . 226/343 Bl (65.9%) KUK 251/309 i (81.2%)
TR BTz, WA ORECRIEDR S%U EORMERIRTROLEBY ThoTz,



R4 WTRIHOHTHRERN 5%ULOBIER (et fam)

#HEMNKSE (SOC: System Fig (%)
Organ Class) 2 mg/kg Q3W & 10 mg/kg Q3W & DOC &
EAFE (PT: Preferred Term) 3394 34317 30941
(MedDRA ver.18.0) 4 Grade Grade3LA b 4 Grade Grade3ll E 42 Grade Grade 3Ll E
£EIfER \ 215 (634) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
MR LY R AEE
21 10 29 3 (09 14 @1) 1 (03) 40 (129 5 (1.6
1 BRI 1 (03) 0 1 (0.3) 0 44 (142) 38 (12.3)
M WRES
AR RE IR T 25 (1.4) 0 23 (6.7) 0 1 (0.3) 0
B IBkEE
T 24 (7.1) 2 (06) 22 (6.4 0 56 (18.1) 7 (2.3)
Bl 37 (109 1 (03) 31 (9.0) 2 (0.6) 45 (146) ‘1 (0.3
AP 13 (3.8) 0 7 (20 1 (03 43 (139 3 (1.0)
NEnt 12 (3.5) 0 13 (38 1 (03) 24 (7.8 2 (0.6)
—i - BREEER X UREEMOIRE
EIE 20 (59 1 (03) 19 (55 2 (0.6) 35 (113) 6 (1.9
b it 46 (136) 4 (1.2) 49 (143) 6 (1.7) 76 (246) 11 (3.6
FAE MR 5 (1.5) 0 4 (12 0 21 (6.8) 0
FEL 19 29 1 (03 14 @1 0 17 (55 1 (0.3)
PRI
TSP EREOR D 0 0 2 (0.6 0 24 (7.8) 19 (6.1)
A 1 Bk Is 0 0 3 (0.9 0 16 (52) 10 (3.2)
R L UREESE
BAER 46 (136) 3 (09 33 (96 1 (03) 49 (159 3 (1.0
R RE L U A RS
RS 13 (3.8 0 19 (55 2 (06 18 (5.8) 0
A 9  (2.7) 0 10 (2.9 0 29 (9.4 0
IR RIEE
REER 4 12 0 7 (2.0 0 16  (5.2) 0

FiEE = 2 —m F— 2 (0.6) 0 3 (09 0 28 (9. 1 (03)

PEREE 3 (0.9 0 3 (0.9 0 17 (5.5 0
B R L O TS

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

= SEE 25 (7.4) 0 32 (9.3) 0 5 (1.6) 1 (03

Ei 29 (86) 1 (03) 44 (12.8) 1  (0.3) 14 (4.5) 0

28, 2 mghkg Q3W B TN 10 mg/kg Q3W BETEN L4, MIEMEMREIX 15 6 (4.4%)
BO 146 (41%) . KGR - EEOTHIIS B (1.5%) RO26 (0.6%) . BEDK
JEREE (REHIRIRIEGERE, 2, EREES) 131460 (0.3%) RO 1 6] (03%) .
PREREE (X T2 « NL—REBERES) 132 61 (0.6%) KO3 F (0.9%) . TS
1 23 51 (6.8%) BTN 22 i) (6.4%) . FRARSRERE R 1T 32 B (9.4%) KT8 35 1 (10.2%) .
TRAKERERE 1L 18] (03%) RO 14 (0.3%) . BIBHMAEREEL 241 (0.6%) KU1
il (0.3%) . 1 BUBERRFIL 161 (0.3%) RUN2 B (0.6%) . BiSReREE RGN
B 12 4] (1.2%) R0l BERiE 161 (0.3%) KO0 Bl 54 - Besesnmie
JEIX 14 (0.3%) R0 B, infusion reaction 1% 2 il (0.6%) KUN6 M (1.7%) T
bivlz, £7o, BREMHENE, MK - SE. SO RE, DR, Rt/ MR
PEERBOIN . VAR & OFRIEEBILERD b o Tz,



4. HERIZHOWT

AILGNE L UTHARENE (RFIHE) PEBEELRTVE D L, MEHE 2 EY
WCERTE AR CTHALEND D, F0O LT, AFIOKRE @ BE%22W - fE
L. AFIOREI LY BERBIERZ R LEBICRET 5 2 L ALERZD, UTO
D~O@DFT_RTEEZTHRICB N THERATIRETH S,

O HRRIZ-OWT

@1 FEo (1) ~ 5) OVWTNMNTHELT IR THD Z &,

(1) EAEBRENEET 21 ADFCEEILARRS ERERFIR A B R EEEBLRIRRE.
Mg A3 A2 OB HE L SRR . HIERAS AR &) (ERK 294 4 A 1 BRRIR 1434
i559)

Q) HEksEeR (ERL 2948 6 A1 B : 85 Hig®)

() EGERFRAESIEET 50 A DROEERIE (3 AR REEEIE b, 2 A DI
BIFEE. BSAREREERER L ©)

(@) SRIALBRIER A RE L. SR SBENE | UMM FBIREINE 2 Ofisk Y
AR BB EIT- TV AR (EAL28 4 7 A 1 BRI : 2540 JEER)

(5) P iﬂ;ﬁ%ﬁmﬁmiﬁm%m@%&“gﬁa:%é)@m%ﬁoTwéﬁ’@%& (ERk 28 4 7
H 1 BEEA 1290 Mk

@-2 O LSERE R OB E AR TR ORI 4 7 ik & BR 2 FEM (TRO
WIS T B ER) A, YURBEB OARAIC Bﬁﬁ“&é‘%@%ﬁ%‘& LTERESN
TWnZ &,

£

o EMAGITRE%2EOVEHEL KT Ltk 5$Ui@ﬁ§ﬁz7ﬁ‘ﬁwﬁﬁ%)ﬂiﬁ{l§%ﬁ
STWAIZ L, 5h, 2FM Lid. DAEYRES T & LEBREEZOWELTT
RoTWNWAZ L&,

o EMGHFREE 2ECTMFHMELKT LERI4EU LOBKREREZALTVDZ
L. 9 b 3ELLRIE. BEOR A EREE L ETRESRFEORKRIHEZ1T > T
WaZé&,

@ BENOEEEBEREEOKMHIZOVT :
EIRRERS BT T AHEENEB IR, MECENLOBRED., A - ©2
MEASERAE MO S R CERMSIC T 2 E IR, AEELNRE LB EOREE
. LEOMIITON A EEISE-TNE L,
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® BHEH~ORISIZONT

@-1 MagkaHiz B 5 Ef

MR R O EEABIER BSR4 L7-BIC, 24 BRSO T, Sk L
HHEMGZRIZBW T, BHRLUEZBERIZS U TABREE RO CT Z0RIEROERNIZ LB
RREORERSY AHIBELR, BEbICHSTEREHAE- VB D L,

Q-2 ERREZFICLIFAFESNSCHET 2B ,

BABERIZEED RN MR E B2 AT 2 BEREEESAERE=4 ) v 7%
BOIEROAY Y —=v T RITVERE L IHFRE EH TE 5 F— & ERER 5
ENTWDZ &, ok, BFEESIZOWT, BABRE EZOFRERICHFIEMIh T
5T &, )

®-3 BHWER oKX IZEE LT

BITER (MEMEMEAICI A, KIBK - EEOTH., FHEES, BHERE (RNg
BIEMERE), WHOWEE (TEEMERE, FRBEERE, BITHKERES), 1/
BERI. 5 & 5 M. Bidk - BRSO RARE . BER . EEOREREE (BBHIEARERRE.
LIALBE. FRMIES) . infusion reaction, 7% - BEfRZC, BHERENE, MREE (¥
T NU—REERES) . DR, REMIMREMEEEER . A, AR
E) TR LT, YrkiEs SULE R E RSB OBt 2 AT 5 EM L L @EROZ
WOk IRIZB L THRER VX EAZ T oA EFICH A Z L) | BHITEYRALEN T
XHEHINESTNEZ L,

11



5. BREXRLRDBE

(%2t BT 5 FH]
O FRICHLT 5 BH IOV THAAOREBERBE SNTND 2 End, BEET
bR &,

o AREIDORSITR LIBBEOBER O H D BE

@ BEFIOFTMMIZB O T TRICES T 2 BHEICONWTUL, AR OREITHRERS L ZW

DB, MOBFEBRIRE B R2VHAEY , BECAREEATLIZEE2EZRETE S,

o MEMREREBOAHIIBIEOH HBE

o JAEEGRE THRIEE 2R 5 B K OVEEME O BUR BRI R RS i 2%
LD RIERE R H LN D BE

s HOAERBOAN. UXBHEAZRE L I3HERED B DRERBOBERED
»5HEE

o EESBAEEE GEMEMIRBEELE D) OhDEE

e  ECOG Performance Status 3-4 “VDHBE#E

(Bl B+ 2 FHIE]
O TROBFIZBWTARROEDESRIES N TV,
o AbEFREE OV, EGFR B TERRME. ALK BeEEGFEER T PD-L1
Bt (TPSZ50%) DOYIRAKEREST - BF DI/ Nl B |
o  FSFIHMEELLHRIEREEL AT S PD-L1 B (TPS=1%) OUIBRAEE:
AT - BR O NRGESRE (28, EGFR B TFARBEXIX ALK @E
BEFEMEOBRE TIX, #NFN EGFR F1 v ¥+ —EHEAIX T ALK F
oy —YREFOEEREFT 8HE)
B, TPSIERATRY X7 (RETEBRZ) O3 =F BBE RE4
PD-L1IHC 22C3 pharmDx &' =] ) ZHAWTAIET S Z &,

@ FRICHYT 5 BEIHT B AROBRERCHAFIEICONTIL, AR OH S
B SN THLT, AROLERNR LBV,
. BB,
. BOREEIEEH & OO,

@D BCOG @ Performance Status (PS)

Score EE

0 | 2<MEREHTE S, BRAILFEUREEESHRRATX S,

REEICEH LWEBNIHIR S h 223, HITRIRET, BIERRE > TORERIIITI 2L TE D,
B BORE, FHIEE

HATEIRECE S OEOE Y O Z L3 T THRELSEZIZTE RV, BHFO 50%L LSy FATRIT,

BON-BESOEOEIY O & LnTERY, BHO 50%U L2~y FIFTB I,

E AR IS

BTV, BOOFOEY DI Lide TERY, BEXy FORFT BRI,

12




@ MBBEN A KT (AAMEERME) 128\ T, ECOG Performance Status 0~1
@D =75 Bl E. X1t ECOG Performance Status 2 0 O BE T, 5 3 #HAYUE
#F (FEF2EL%) OHABRERHEIRINTRY, 77 FFREIOF ARSI
BWeDERESNR2NT—AR S5, WFRIEREET2REERNT 56, 7
T FFEAOTHRER 2 < & B E 3 HRFUEAIHEAI COBRRRB LA T 2 BEICBY
T, AHOBREEEZETE B,

13



6. BEITELTHEETREEHE - |

D WA CES CMZ, SRR ES SREET 2 BRI RS & AF O R R O ERE
RO DI BBRERE DB L THOERT S &,

BREBIIRIC T D BE T Z ORECEIEREREZ +a3A L, AEES
ThbBRETHI L,

EREMWERA D~ A MZDWT

@

®

FIEMIE SRS bbN DI ERdDDT, RFOBREIZS T > TIE, FIHIE
W (BEh, MRS, k) ORERRK& IR X SREO KRS, BlEL+
SIATH 2, 7. MEIDSUTHE CT. ME~—V—F0BREL FET
Ak,

infusion reaction 3% LN 5B = L M dH 5, infusion reaction 23R LB AT
. EERMEEITO & bic, JERAEET 3 E CREOREL oIS
TAHZ &,

ERIRBSREREEN H DN B = &3 h 5D T, AFIOF 5B & O 511
T EEE I BRI e (TSH. 58 T3, %8 T4 H0RIE) 2 FEMT 5
Al

CFFREEERSENR B Db D T & MW B DT, AHI O 5 B hART & OBy 5 1R

EHAWICIFRERERE (AST. ALT. y-GTP, Al-P, BV L EVZ0OHE) % Eh
T3 L, :

B HER MEARIMEEREREZED) SOEBREEESNHODOND
ZENBHLHDOT, EHMCIROREOFELHETHZ &, £, IROERFER
DO OLNTEBEAITIE, ECHICEREELZ 2T L) BELEETLIZ L,
AENOBEIC LY | BEOREFIGCER TS L& X bh bk REBOHE
BHEPNEZENH D, BRENEDLNEBEAITIE. BERLLZFLIE LR
BEPH ) 722 Snak & RER & RO IR T & L CE 2 RIBI 21T B ORE
Ktic X 2BIERNE DN 2 BAITiE. AFIOKRE TP, RUBIERER
NEVHIOBRESE R EETD L, 2B, BIBRERLVE L OREIZLVEIE
A OWENRRD BARNEEITE, BIBRERAE - U OREMHIH OB
bEETDHI L,

BERTH, 0B LI ARBLTHALENERNRET B LA H D10,
FENOBERTRICHEERORBIHSICERT S Z L,

| BUERSR (BIE | BRI 2 5 10) Bdb bbiv, BRFMEY h7 ¥ F—v 2
CELZERBHZOT, 0B, Bl BHESOMERKOFHECMBED LI+
SEETAZ L, | BERESRDN SR EEFIEL, AR R
ROBELDOHYLMBEITI Z L,

AF OEKRBRICEWT, REFRB»L BB, TR, RERRGID 1 4H
X3 EHRERT Z L ICABEOFHEZ1T - T\ Z & 2 BB, AFIREPILEH

B

CEGERE CHEOMREIT = L,

14



BEERHET A RF A v

Rha7u ) <7 (BFHE#Z)
(R7R4 : X4 MU—F SHEHE 20 mg, 4 AV —F EB#E 100 mg)
~ENRAE~

YRk 2 9F2H (ERK2 941 2 A%ET)
JEAEFBE



B&

1. LI P2
2. AF|OHE. 1EREF P3
3. ERERAKAE P4
4. WEIZOWVT P11
5. BExtRLRABRE P13
6.

BEICE L TEER TR EEIE P14



1. IZC®IZ

EIER OB - RRMOFEIRDT DITIE, WA STEE ISV EE 2 # AR KD
BB, SBI. EEORZEIROESIC LY | FUREEKR 7 L O EHH0 7258/ Ik
FEEMPARINLTT, 2RO OERLE Y EICKLERBEICRET S = L ABEED
L 2o TR Y REMBCEE L SO EAFE 2016 CFR 28 4E 6 A 2 0 BHRE)
CENTY, BHNEESNEOBAOEBIHERRS - L L SR TS,

FHERFER T, BRI R AN 70 7 7 A VBNBEOEIER & B 52 B
RBZENRDD, 0D, FMERCLELMICET 2 BERA -SSR T 5 O/,
UHERGHOBELM T 5 2 L AMFShABE A LTHEAT S L L bic, BIfE
FANSEH L BIC MBS ® LB 2 & NTTREAR — & O Bt % i 7= 3 E i Bl o
THZENBEETH S,

L7e3oT, RHA RTA4 Tk, BIREBSINETIIBONTWREFIZ -
REORMICESE | UTOERLORE 2 ERZHET 2850 b NEREN, £
HROEEEEY R,

RE, BHA KT A ik, MSTATEE ARG BRSO ASHFEA AR
FRRIES 22 — M EA B AR EL R OAKAERA B AR ER22 0%
Db EERR LT,

X &I D EIRG ¥ A —F REEHE 20 mg, ¥ N V— 0 RERE 100mg (—
s NaTu ) XvT GRETFEEZ))
HRERBMEINE « ARVEEIRT AR B BEE
HEERBAERVAE B, A, A7 0 X< GRETHEHEZ) L LT, 1
’ [l 2mg/kg (RE) % 3 BRIRIET 30 RS CABHET 3,
& % ¥ F  MSD KX Et




2. AAIOKEK. 1ERBF
F A h— & pEEEE 20 mg RN 100 mg (—ik4 - NaT v ) XvT GEnTHk
Z). LUF TAH e:w5c) IZ. PD-1 (programmed cell death-1) & Z DY H FTH
5HMA&UHH2&@%@%E%@%?6J:Mtwﬂ%/ﬁm—+Wﬁ¢Tﬁéo
PD-1#RH&IE T M S R B AR AHE > & kL 2 72 OIS 3 AR 3R 57 2 72 S e il
AA wFT, PD-1 1%, ERREBIZEOTESE T MltoMRKREICEILL, HER
G % & L ARALE LR R BB SEHIET 5, Tbb, PD-1 3T R ek
E5F5Z LI VHESERIZ LSV S TVEERRICEIET 2% A 4ETH S, PD-L1
DEEBI BT 2RBRITD TN TH BB S ORAMATIE T HROBE 2MA 5
IELBRENCRBLTWS, BAMKIZEIT S PD-L1 OFEBBIL, BMlE, RS,
FFApass . DRELE . JE/ NS O~ RBRATTRARRTTH Y | IRWAEFRLE
OHEBEERRE SN TS
BEONADERENT% & PD-L1 BB OMEIMA S PD-1 & PD-L1 OREEIIFEREO
SERRIC B W CEERBE RS Z LIRRENTEY  Filz BB AREKOEN & L
THRFEhTWD,
KﬁiIDlkHHJ&UHHQ@ﬁ)ﬁ/F@FA%miTé Lk, BB
g N TR D EIE NS RIS ENE T U L S BR 1B ML S ¥ FUEB A S & BEM T
5L THIEEOREHET D,

AN ORI 5 < BEEDSIERIIC & HBIERS 55 & bh, EEXIELIC
BB AR D D, AROREFRUBERICT. BEOBEL TN, BESR
B B NTIBEICIE, BB L FRIS U PR ik & R i ST & e L il
EIRERBE ATV, BEORERINIC L 2BIER N bR S BE10I1L, BIREE L
L FIOR 5 SO OB £1T S BER DB,



3. ERERRRE
RGBT EBE B EOAREICTN 21T o - 2 BERRBRORE L =T,

[Fzhik]
OEM%E I b AR (KEYNOTE-041 #58)
{EFRERBO N NIIAE) h=F GBETHIELZ) T MY AT L))
REERN2 LY AL E TOLBRIERE A ARIG0R TR B BAERE 42 f
(MRS 37 ) 2B, A% 2 mgke 3 BREME (LT TQ3w, & 5,)
REOAHER VR EMDBBE Shic, 2B BB CRABETARD bhBa,
PRIBEIT 2R TER VRS bRV EDOEBERANCRE LT\ 5BE T, IREILEOE
BETE CHRBETRAD BN B L CTRADOEE RikiGT 5 2 L AAEEL Shi, EET
ME H Th B EEHE[RECIST H A KT A 1 1.1 BUc -5 < e s & 554545 (CR)
AT ES (PR)] 1L, 24% (95%EHEX : 12~41) Thotz, KB, FHICHRE
L7=BREI 10%TH - 7=, |

@i TAHRER (KEYNOTE-002 #5R)

AV A TIC L BIBRELE T HIRBR R B B aE RS 258 ic, AH 2
mg/kg Q3W &5 K 1N 10 mgkg Q3W & 5 DOHF MR VL2, bFEE (F A Y
V. FESEI R AANRTITF L AT ) EXEAIIALRTSF o +2 ) #%
T, BT TICC B 20 9,) ZHBE LTREShE, 25, BRI CREERT
BFD LI BAIT RBET 2 R TER SRS bRV EDRRINICEE LTS E
01, WAL O EHEEE CREBEITARD b5 TAKOEREZ kST 5 = &3
WREE Shie, TEFMIEE ZSAGFHM (0S) ROMEREAGHE (PFS) & Sh.
AANALFHE L LB LT, PFS * A EICERE LT,

’ #x1 AzESE (KEYNOTE-002 RAER)

AH] 2 mg/kg A7 10 mg/kg LR
Q3w Q3W
(180 i) (181 f)) (179 1)
oS | F3fE [A] 13.4 14.7 11.0
(95%C1) (11.0, 16.4)- (11.3, 19.5) (8.9, 13.8)
NP — RH? 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P ™ 0.1173 0.0106
PFS" | thoefE [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
NY— RE™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P E™ <0.0001 <0.0001

CL:fZ#EX M, *1: RECIST ZA KT A > 1.1 FRICES S HEHHRBER CIEEEME I & 5 2,
*2 ¢ BRI Cox LB — REF NV L BILEEIE L DB, *3: BRI 75 L/ RE

4




100 <
90
80
70
géo—_
ESO‘_
# 407
30
20
10

0 ' T T
0O 3 &6
at riski

¥ 2mg/kg 3W 180 131

9

AM10mg/kg Q3IW 181 138
{beaos 179 115

12

95
99
80

15 1I8 21 2l4 27 30 33 36

&M (R]
70 61 11 0
79 67 12 0
60 48 9 o

OS ® Kaplan-Meier Hi#i

- L e ——
0 T T T T T —
0 2 4 6 8 i0 12 14
at riskit SNEEFAM (A
Z8 2mg/kg Q3W 180 153 74 53 26 9 4 2
#710mg/kg Q3w 181 158 82 55 39 15 5 1
Lot 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier B



QM EIAHRER (KEYNOTE-006 #5%)

AV AT XDEEBORNIIAEY LT E2EERN 1 LI AL ETOLRF
FIER 2/ T HIRIGUIR TR R B R AR E 250212, A% 10 mgkg Q3W B 5K
10 mg/kg 2 BEMRE (UUTF TQ2wWy &9 ,) BEOH MR REEMN, 1Y A
TaEMREUTRE SN2, 28, BRFTM CREETIRD Sh-BEIC, FERET
ERTERPRD bNBRWVEOBERICEE LT\ 5BE T, REIEO BN C
REETHRD SN B E TAMOBRE kT 2 2 L AL Shi-, TEFEEH 1
AT GCUF T0S) L 5,) ROEHEAGSR (LLF TPFS] L1 5,) L &h,
FEIA Y A= T LB LT, OS KU'PFS 2 A RICIEE L=,

' #2 HHMEE (KEYNOTE-006 35)

A% 10 mg/kg AF) 10 mg/kg LAY b=
Q3w Q2w
(277 i) (279 i) (278 f1)
0S| thif [A] NE NE NE
(95%CID) (NE, NE) (NE, NE) (13, NE)
NP R 0.69 0.63
" (95%CI) (0.52, 0.90) (0.47,0.83) -
pE" 0.00358 0.00052
PFS™ | thdufE [A] 4.1 55 2.8
o (95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
NP — RHT 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) -
P & <0.00001 <0.00001

CI: fEKM. NE: #ERF, *1 : PEMFBHEOT —% 1 2015FE3 3By M A7, #2: B
B Cox BN — REFNIZ L B4 Y AvT L Ol#E, *3: BRIT 252 7 HE. *4: RECIST
A RT A2 11 RRICEDS ML U BEHBE R IEBEMEIC X 53, *5 : SR
F—4 (01449 H3 ALy hA7)



iﬂ-50‘

30 - ——— F10mg/kg QAW
20 10mg/kg QW
10 — sevavr

0 L A Rl A A AN LAl A A SRS A AL

0 2 4 6 8 10
o s cmmmiA)
FF0mg/kg QAW 279 266 248 233 219 212

##10mg/kg Q3W 277 266 251 238 215 202
AEULTTS 278 242 212 188 169 157

OS @ Kaplan-Meier Hi#R

LLE ol NSRS ANd RERASARARE EARELRARAS

12 14 16 18

177 67 19 0O

158 71 18 O

117 51 17 0O

100 -

90 "
80 H‘x
&£ 70 {
B 60 -
ﬁso—
B 40 -
gsn—

20

10

v e e 0 101G FhiE QYA
i AP0 10 QW
— A EULT T

at riskE
F#10mg/kg Q2W 279 231 147 98 49
##10mg/kg 3W 277 235 133 95 53
AEULIT 278 186 88 42 18

PFS @ Kaplan-Meier i

10 12 14

7 2
7 1 1
2 0



[Z4tt]
OEWNE I b B (KEYNOTE-041 A ER)
BEFZIUL. 4142 61 (97.6%) IZ5BD LN, FREL DR BEFEIEETERVWEE
FERIL, 3442 6] (81.0%) ITFBO DT, FEER SR LOBHERIZTROLBY T
HoTr,

®3 RBARY 5% LOBER (RSERITIRER)

BlE (%)

2B RIKRSE (SOC: System Organ Class)

FoAEE (PT: Preferred Term) 2 mglzg f?lﬁ WEE

(MedDRA ver.18.0)

“2Grades Grades 3 LA.E

£RIEA 34 (81.0) 8 (19.0)
PG bR E

ERIRBSREIRTE - 4 9.5) 0 0.0)
BEEE

T 3 7.1) 0 0.0)
—f% - REEER L CREHAOIRE

BRRk 5 (11.9) 0 0.0)
BRIkt E

TANRGREBRT I I RT7 =27 —E8M 3 a1 0 (0.0)

T EEEREOE 3 a.n 0 0.0)
BRRER L OB T iaskiEE

Z DR 6 (14.3) 0 0.0)

R BRI 6 (14.3) 0 0.0)

Exc=by 3 7.1 0 0.0)

feds. MBEHERGE 1 #] (24%) . KBK - EEO TR 26 (4.8%) . fFHREREE 3
B (7.1%) . T ERAHEREREE 2 61 (4.8%) . FIRRESEERE 6 51 (14.3%) | infusion reaction
1#] (2.4%) RS E IR 14 (24%) TRO LA, Tz, MREE (F70 -1
V—ERMSE) | BHEERE (RETHEEERS) | BIBEE, 1 BERK. BEEO
KBRS (REHEIREGR, ST, RS |« A, 5% - BEERIRE.
HIEMBENAE, A - B, ODFR. B/ MRS EREER, TRt & O
FHBIIFED bR oTe,

QWA E N8R (KEYNOTE-002 35)

HEFLIT.2 mgkg Q3W B 172/178 41 (96.6%) | 10 mg/kg Q3W #f 178/179 4511 (99.4%)
KOVICC B 167/171 B (97.7%) IZRBDH S, IR L DR BBV EETERVWEE
FERIX, #hEh 121178 B (68.0%) . 133/179 B (74.3%) R O* 138/171 (80.7%)
WCERH LN, WTFNLOBETREER 5% LOBIERIZFTEO LB Thote,



24 VThHrORTREENR s%IULOBER (ZEWBITHRER)

S2E RIS (SOC: System Organ Class) \ i o)
" HAFE (PT: Preferred Term) 2 mg/kg Q3WE 10 mg/kg Q3WRF ICCEE
(MedDRA ver.18.0) o 1781 17961 17141
e £Grades Grades 324 E £Grades Grades 304 £ “£Grades Grades 304 E
A£RIER 121 (68.0) 20 (11.2) 133 (74.3) 25 (14.0) 138 (80.7) 45 (26.3)
Mk LY v REE :
=Yl 5 (28 1 0.6) 7 (39 0 00 35 (205 9 (5.3)
A i BRSO E 0 00 0 (0.0) 0 00 0 0.0) 14 (82 6 (3.5
R ERBIE 1 06). 0 0.0) 1 06 0 0.0) 14 (@82 6 (3.5
I/ MRS E 2 an o 0.0) 1 (06 1 0.6) 16 (94 4 (2.3)
WD EE
R AR RE IR T RE 9 G 0 00 13 (73 0 0.0) 0 00 0 0.0)
B iREE
L > 5 28). 0 0.0) 9 (5.0 0 0.0) 14 (82 0 0.0)
T 15 @4 0 0.0) 19 (106 2 .1 14 @82 3 1.8)
B 8 (45 o 0.0 16 (B89 1 ©06 56 (327 4 (23)
W 2 a1 06 10 (6 1 06 26 (152) 4. (2.3
—i% - EHEER X OB EHMORE
fyabnd 6 (G4 1 (0.6) 8 @5 1 06 10 (8 1 0.6)
%1 40 (225 2 (1.1) 52 (29.1) 1. (0.6) 62 (363) 8 4.7
FEE 6 (4 0 0.0) 11 1) 0 0.0) 8  @n 1 (0.6)
FRERIRE
i/ AR e 0 (00 o0 0.0) 1 06 0 00 13 (76 5 2.9
REHR L USREE
BERRIE ‘ 8 (45 0 0.0) 17 95 2 an 26 (152 0 0.0
FERRE L U HMES
BAEE 13 (73 1 0.6) 12 67 1 (0.6), 9 (53 1 0.6)
R 9 61 2 (1.1) 7. (39 0 0.0) 10 (5.8 1 (0.6)
TR RIEE
FE = = — 3 F— 2 (11 0 (0.0) 0 ©0 0 0.0) 14 (82 2 1.2)
SEIRTE. 1 ©6 0 0.0) 2 1D 0 0.0) 11 (64 0 0.0)
R LUK THRkES
St 5 (28 0 0.0 1 06 O 0.0 35 (05 1 0.6)
R RE R 9 (51 0 0.0 9 (GO 0 0.0) 2 (12 0 0.0)
% 9 EE 37 (208 0 0.0) 42 (235 0 0.0) 6 35 0 0.0)
®% 21 (118) 0 (0.0) 18 (10.1) 0 0.0 8 @47 o0 0.0
BREZRES 5 (28 1 0.6) 10 G6 1 0.6) 0 (00 0 0.0
SEERN 10 (56) 0 (0.0) 9 (50 0 0.0) 2 (12 -0 0.0)

72335.2 mg/kg Q3W HE K UV 10 mg/kg Q3W BEIZRBW T E L2, B MR B 1 41(0.6%)
B4 (22%) . KB - BEEOTH 16 (0.6%) RO 661 (3.4%) . #hikkaE (%
5 N EGRESE) 2 1 (1.1%) KUY 0 i), AFHSAERESE 13 1 (7.3%) K TN 15 41 (8.4%)
BHSEEREE (RAEEHIEMEALZ) 14 (0.6%) RO1H (0.6%) . TEEEERSE 1
B (0.6%) B3 61 (1.7%) . FIRIEHEAEREE 14 5 (7.9%) KT 15 i (8.4%) . infusion
reaction 2 B (1.1%) KO3l (1.7%) . BEOKEEE (REFEIREMFERERE, LA
BE. FERAES) 161 (0.6%) RO H (0.6%) . BEZ 141 (0.6%) KRTrO M, HEAEM
RS - BEREZ 0 BTN B (0.6%) . NZHEE HIE

ESHE 0 IR 1 B (0.6%)

KOBIRT26] (1.1%) TROLh, Ei, BIBEE, | ERK. HE - BEUH#R
JAE, DrfRAE, SRR MRS MEEEER . YRR W ORIFERENIRRD b/ hr o

#
‘-0



QWA FE MR (KEYNOTE-006 35)
BEESIT. 10 mgkg Q3W A% 264/277 511 (95.3%) . 10 mg/kg Q2W B 275/278 151 (98.9%)
B OV IPT R 239/256 4] (93.4%) ICRBW S, IRRIE L ORRERAEETERVWEES
B, ThEh 202277 61 (72.9%) . 2217278 £l (79.5%) KO 187/256 5] (73.0%) I
RO LN, WTNDOFETREER S%LULOBEWERIZTRDO LBV ThoT,
£5 VIO ORTRERN 5%UEOBIER (REMMITHSEH)

B (%)
FEBINRSE (SOC: System Organ Class) =
S 10 mg/kg Q3WEE 10 mg/kg Q2WEE PR
EAREE (PT: Preferred Term) 2776 27851 2561

(MedDRA ver.18.0)

“£Grades Grades 324 £ “Grades Grades3LA b £ Grades Grades 31 =

2EHER 202 (729) 28 (10.1) 221 (79.5) 37 (133) 187 (73.0) 51  (19.9)
W WHEE
FIR BRI RE TUESE 7 25 0 0.0) 17 61 0 (0.0 6 (23 1 0.4)
RO RE IR T E 21 (76) 0 ©0) 25 (9.0 1 0.4) 2 (08 0 0.0)
B ik E
K 5 a8 o 00 10 @& 0 (0o 15 (59 -0 0.0)
NN 8 29 5 1.8) 4 (14 4 14 19 (T4 16  (63)
TH 40 (144 3 (1.1) 47 (169 7 (25 58 (227 8 (3.1)
O N ) 11 40 0 00 20 (72 0 (0.0) 1 (04 o0 0.0)
B 3 (112) 1 ©04 28 (@0 0 (00 22 @86 1 0.4
mEr 5 18 o 0.0) 10 (36 1 (04 14 (5 0 0.0
—i% - RHEER L CEEHAORE
®IE 31 (112) 0 00 32 A1) 1 (04 16 (63) 2 (0.8)
I 53 (19.1) 1 04 58 (209 0 (00) 39 (152) 3 1.2)
ERER IR AR
TANRGE VT I ) F VAT 25—FHEM 6 22 1 04 14 (G.0) 0 (0.0 6 (23) 2 0.8)
s L UsEEE
AR 18 (65 0 00 17 @G 0 (00) 20 (78 0 0.0)
BRI LU A ERRES
EAER 2 116 1 04 26 (94 0 (00 13 (1) 2 0.8)
AT 6 22 o0 0.0) 19 68 1 0.4) 5 (20 1 0.4)
RS X U TRk
Ka¥:3i 39 (141 0 0.0) 40 (144 0 00 65 (254 1 0.4)
Rz ) 37 (134 0 (00 4 (147) 0  (00) 37 (145 2 (0.8)
FEHEAR 31 112 o ©0) 25 (90) 0 (0.0 4  (16) 0 0.0)

723,10 mg/kg Q3W #¥ & UV 10 mg/kg QW BEIZ BT ZF N, BVE MR 22 4 1] (1.4%)
BB (04%) . KRB - BEEOTH 10 6] (3.6%) KRN 13 6 (4.7%) . fRpEE
(FF v« RU—EREEES) 261 (0.7%) B0 G, AFREREE 14 41 (5.1%) K123
Bl (8.3%) . BHREEE (RAEHMEMBRSE) 260 (0.7%) RO 14 (04%) . T
FHEREREE 1 6] (0.4%) KOV 61 (0.4%) . HURARHAEREE 28 4 (10.1%) B Tr 33
(11.9%) . EIEFEE 141 (04%) K26 (0.7%) . infusion reaction 7 (2.5%) K
U561 (1.8%) . 1 BUBERTE 1 Bl (04%) RU0B], BEEDCHEREE (FERIEIRER
B, ZTHEE, FRAES) 0BT 6 (0.4%) . EXR 146 (0.4%) KO 161 (04%) .
Frae - BERUHRMRIE 1 61 (04%) KRONO0 fil, fMss - BEIESS 0 BIR N1 6 (04%) . I
IZEEIRK 3 B (1.1%) K1 6] (04%) TRHLIIZ, -, BEEGEE.
DR, Sl MR SRBER . ISR R ORI IIRD b o7,

10



4. FEFRIZHOWT

AL L UTHERARERE (RFRE) BSEEoh T\Wa I enb, YERELEY]
WCEMTE AR THALERD D, £0OLT, AFORENEL 2BEEZDW - FE
L. RAIOESIZ LY BERBERAZXER UZBICRHET 5 Z ENLERZD LTO
D~@DFT T EWIT BRIV THEAT 5 E TH D,

@ MERRIZoOWNWT

@1 FTeo 1) ~ B) ONWTINIEETIHRTHD I &,

(1) EABBRENEET 52 ADREEILELS ERER RS A B FREEILURE,

MRS AL AR, RS AR E) (PR 294E4 A 1 BRRE

434 fiax%

2) HEMRERbE (EAR294F 6 A 1 AIRAT : 85 M)

(3) FEMFRMERET T HBNADTEERG (BABREERERET, 25 ADRESE
WA, BSARIREEHER L L)

@) A RALZFERE L RE L, SR RRENE 1 U RLFFREME 2 O sk 2 1E
IR BB EITo TV AR CEAC28 47 B 1 B : 2540 fEsR)

(5) PEMEEAN ST EEMEORmZEREIRIBHEITo TV DR (R 28 & 7
A 1 BERA : 1290 fEFx

02 EMBEEOERER ORIER RO 43 72 5k & B8R % 150 Al
(FEOWTNMACHEST BEM) 25, UEBEBOFFICET 2 RROEEE L LT

REIN TSI L,

ES

o EMGIEAE 2 EOTBTHE 2T LIZ1EIC 5 0L E D0 IR O BRRIHE &
FoTWBIE, b, 2 EU FIZ, PAEYEEL XL LZBREREZOTHE
BITRoTWAI L,

o ERiRHFRSE 2 EOMPMPTHE R KT Lo ®IC 5 FUL LR EBMIREZR O
RBRBRERL TSI &,

@ BENOERRIFREROEHIZOVT

B SRS ST A EENRE Sh, SUEAENLOBHRED., AP - £42
s EOE S OB B R DRSO 5 MR, B EERRRA LHAOREE
%, SEREOMT DL EEIESTVWEZ L,

11




@ BHEH~OMRRIZOVT

®-1 BHERARBREOHSHEIZ B4 2 Bk

MESEMEEEOERREERNSRAE LZEIC, 24 BRIZEREHO T, Yt X E
EHEEREFRIZ BT, B L ZBIERICS U T ABREE RO CT £ 0ORIWER OERIz 5
RBEEOCHKRENPYBRIZELN, EHICHISTRERKHNE - TN T L,

@2 ERFEEEIC L2 FEESMSICET 5Bl

BABRCEL 2 EMN 2B R OEREE T ERREELPRERE=42Y v /%
BOIERDAY Y —= 0 TRATOERE LR EEH TE 2 F— AEFRE S B
ENTVDZ L, o, BHEBHIZOWT, BABE L FOFRICTIHICAMESh T
LT L,

@-3 BHERORZErCHRIZBEI LT

RIVEF (REMMRBICI A, KB - BEO TR, FFEERS. BRiEEE Ry
MEMERE) | NOWEE (FTERAKERE, FRBHEERS. BIBMEERES) | 1
BUBEIRIG, S & WA, Wik - BERCTRMIIE, BEk, BEFOREIEE (B8 RSIEHRE (5
B, SIEALEE, HRMIAES) | infusion reaction. AXZS - BENESS. EEMFENE. MK
E(XFT v NU—JEHERS) | DR, Gt R SRR . IR, AR
RS IR LT, SRR UDERE R O B 2 A S R & L (BIfE
AOZHRRICE L THEER OB 22T A &I H D 2 L) | BEbICEemn
BRCXBEEAESTNBI L,

928,



S

BEXNRLERDBE
[Z2ticBd 2 FH]

) T@1&%?5$%uowfiﬁﬁ®ﬁﬁﬁfmbéhTW5 Enb . BEE2T

r oY Ad AN
C ARBIO R VBBIE OB RO H B BE

@ WBEAIOFHIZRB VT TRRRICES T 5 BE IOV T, AFR OB EIFHRE S L2

A3, fLOBIRINE AR VBAICIRY | EEICAKZERT 5L 2ERTE D,

o MEMMREROSHUIBEDH 5 BHE

o FIEEERE CHEY 2R 5 BE K OTEBIME O B RIS O R i

LD REEE B2 LD BE

o HORERBOEH, TEHRRELL iﬁ%@@ B R RO ERED
boRE

o IRSEBAEIE GEM S MIBHEREE ST 0HDEBE

e ECOG Performance Status 3-4 ®V OB

[Hzhikic B9 2 FH]

) ﬂ:%ﬁ{k‘ﬁ@fm‘*%&U\ﬂ:%ﬁ{f}ﬁ@&)é BEIZBWTAROFMER RS

T35,
ﬁk\MMFEE?%ﬁ%ﬁTéﬁﬁﬁﬁwfu\MMFm%ﬂKiéﬁﬁ%%E
THZE,

® T& **é#éﬁﬁ@&ﬁ&@ﬁﬁﬁ&;owfi:Kﬁ@ﬁ%iwﬁiéﬂfk

BF. AFDEEHR LR B2,
© HRMBMEERIE.
o fhoHUEMERA & OO,

@D BCOG @ Performance Status (PS)

Score

EE

S HERLEHTE 5, BAATLFE L RFAEBEIHRZ ATA 5,

B LVEBNIHIIR S a8, #TATRE T, BIEESE- TOERIIT O 2L TE 5,
Bl BOFE, EBEX

BITAE TR DOEOEY O L 3T CTHEEZBEEIXTE 2, BHO 50% Eid~<y Fit
T,

RoENT-ES \@%@lﬁl WOZELMTERY, BRO 0% EEy FORFTERIT,

BTV, BOOEOER D O LIZEL TERY, BRIy FOBFTHRIT,

. 13



6. RECBLTEBETNEHE

O WRACEFIONZ, SUERGEEE PREET 2 EBHE 2 35 & AH 0 B F DNl IE 4
AODIZ LB ERE DI L ThHERTHZ L,

@ TRFEBIARIZEN D, BEXIIZ OFIRICEDER VEREEL+OHB L, RAE 5
ThbET5Z L,

@ EREWEHDO<ERY A MZONWT

MEEMRERDLDLND Z ENHEZDT, AFOBREIZHT= > Tk, YIHGE
W (B0, FPREEE, ZWE) OMREROINE X SeE o RS, Bler+
SICATH Z L, e, RESUTHE CT, MF~— b —%S0BREL T
BT &,

infusion reaction 23% LN 5 Z & 3% B, infusion reaction 233D LN T-IB AT
X, BEARRBETO &L b, ERAEET S CREORER B
THZ L, -

FRBBREEE R S bbb Z L3 H 50T, AR OHR GG R O 581/
L ERIRIC RS AERR A (TSH. 078t T3, W58 T4 SORE) 2 £ 5
Z &,

JFHEBEREE N B Do B 2 & b 5 DT, AH 0 5 BERT R O 518 X
EHIH)ZAFHERERRE (AST, ALT, y-GTP, Al-P, BV L E % DAIE) % £
T5ZL, :

S E IR WERRVICEEREREEST) SOEERBEERL LIS
TERHEZDT, EHHICIROBEORBEEMRT DL, £z, BORER
WO LN HEIIE, EOHICEREEY 2 TA L) BELEETAZ L,
AFNOHTEIZLY | BEORERISITERT 5 & &2 bh A1k IR EORE
BHLONDZENRHD, REABDOLNEZHAICIT., BRLEELRIIS U
BB A 5058 & R A FFOEAD & EE U COEDARERNZEEITV., BEORE
FOSIZ X 2 BHER A SRDN D HE T, RAOKRIE I PIE, R OB RE &
NEVRIORESEEETE L, BB, BIBRERVELOBREIC LY EBIE
MOBEBFED DNBRWEGEIZI, BIBEE RNE LSO EMFEIE O8N
LERTDHZ L,

BEKRTHR, B0AMO OB ARB L THLEERANEET A Rh 5720,
BRENOBERTHRICHLBERAORBI+DICERTE 2 L,

1 BUBEIRAS (BUE 1 BUEERB 22 T) 2h bbb, BRFEME, h 7Y =%
WCEDLHZLEDBHDHDOT, A¥E, BL, EHEOERORBHELLMEEFED Fio+
SEETHZ L, 1 BERFRELNZHEICIRELPIEL, A2 8
BoOBEEOBEE RNMBEZITH 2 &,

@ AHNOBEERBRIZBNT, BHEREND 3 » AN, FRLIE, B5EEND 1
FERIZ 6 AM T L ICADHDFEMAEIT > TV & 25E (2 AFIBRETIZTESW
IR OMEREITH Z &,

14



REEREETA K71~
Ra7n ) X</ (BIEFHEEEZ)
(K74 : ¥4 MVv—F RRHE 20 mg, ¥4 M—F REHIE 100 mg)
~EHREHETOF LY v~

R 2 941 1A (BRR2 941 2 AKET)
BEAGBE



=R/

O O N

XU HIT

AR OR . (ERBF

B PR BAR

FEERIZDUWT

BEXNR LR HBE
REIZBELTEETNEFIHE

P2
P3
P4
P6
P8
P9



1. IXT®»IC

E RS DB - ZRMEOTR O DI01E, HASTES I E SV EE2#ERARRD
BRD, &5IT. ITEORREMOEANC L 0 | PURER LA ¥ ORE 725 5 Ve
FEEMPARBEND T, 2D OEERLZEICHERBH ICRECT 5 Z L BIREO
HEEL 2o TH Y REMECER L YO EARFE 2016 CEAE 28 45 6 H 2 A BERE)
TRV ThH, EHNERLSOMHOREHELRS Z L Lan T2,

FHRVE M ER R IR E A T 0 7 7 A A RBEDEES LA LR
RBZENRDD, 20D, AR EEMIC BT 2 @A FERT 5 T,
WA OBEEEZIT S L NS N BEICH UTHEAT S &L bz, BlfE
FNRE L-BIC LB RS & 5 2 L SR —E DO EM & 7= T EEEE TE R
TRZENEETHS,

LR oT, AHA RT4 T, BRBERSINE TRELN TV A ESEEN -
BEp RMICESE | UTOBERRORKEREREZHEET 2BEAN O BEREMN, £X
FROEEEEELRT,

Reds. ARAA R A L, MSATERIE A E KA ERBESROHE, ASHMEARA
BHRIEESS, — AR B ABRNBES R O—REFEA B A LEZES 0% 0
HEERR LTz,

X& LR BER A MV—F SHEE 20mg, ¥4 bL—F AEEHE 100 mg (—
s : Raval X~vT (BEETHEEZ))

RBERBMEINE - BRXIIEEEO WA X ) N

HRLRDAERVAR : BH ., AL, RaT7 e X<7 (BaFlkz) &LT 1
[6] 200 mg % 3 FEREIREIFE T 30 2R CTEMEEET 5,

B & ik & ¥ #F : MSD k&4t




2. FHORE. 1ERAKFE

FA PN—FEEHE20mg RO 100mg (k% : a7 v ) X<v7 (GEEFEHR

Z). BT T&#] &v5,) 1%, PD-1 (programmed cell death-1) & ZDY Hr KTh
% PD-L1 RU'PD-L2 & O BEHEAET S & MEIgG4 £/ 7 u—F LHfETH S,

PD-1 RRFEIE T MASR AT B AR 7> & ki 5 72 D12 23 AL MR AR FE 4 % = A S 40
AA »F T, PD-1 13, REELREBIZBOTENE T MilaoMiEERICREL, HE%®
B RS & & L A BB R 2 S E RS 2 RIS 5. 7205, PD-1 1ZY v FE&fE
BTDZECLVHEZERCL B I e AT 2 S/ K TH S, PD-LI
DEFEHEBIBT2HEITLTNTH IR, L OBAHIATIE THIEOB X 2M2 5
EEBRNZHEE L TWD, BAMBIZEITS PD-L1 OE3EHIL. B, B,
FFHIIORE, SRR, FH/IMIRIARE A & OBk« 2B A CTRRRET TH Y EVAERFE
L OMBEMESRE STV 3,

BEDH A DRI T1% & PD-L1 HEOFMEEMED S PD-1 & PD-L1 OREIIEED
SEEREC B W TEELRKREZH Y Z LN TRENTEY  FI-R BN AREOEN L L
THFFE RT3,

AH)IZ, PD-1 £ PD-L1 RU'PD-L2 OE Y v ROFEEEEET S LITkY ., [EE
WU NBRES T OB BORIIE SN T U o SBRE ML S8 FUEE o5 % miEhd
5 & THIBE R RET 5,

KRB DVERBEFFIZE S BEDRERINIC L 2BERSER S b bh, BEEIIFTIZ
ELH RN DB, AAOBEGHROBEZITL, BEOBEL 51TV, BEIR
W BT AT, BEE LI FRIOE UMM L R A B oA & LT
LR ERIBZE 21TV WEDRBERINIC X 2BIEA R RDN 256101, BIBRE RV
EAIOREHEOBEY 2AE ZAT 5 BER D D,



3. BERRRuE
IR EEA T D AR % v Y L O RS B 2 T o 72 AR BRER AR O
o AT

[FuhE]

EIRsSE % TS (KEYNOTE-087 )

FRUIBHA O H IR DX o U Lo EBRE (210 1. AAN 10 flEET) DU
TD320a%— FERGIC, KA 200 mg 3 BRIFRE 5 OHHIER UL SUABE
Sz,

- B EEMSRBERETRIC, Ty YRy T RFFUICLBREERZITE

# (ak—h1)

C BREOBHRBEEES THY . HhoT LU YR NRFUICEBBREE

B (28— h2)

- BREMSERBEEITHRIC, T YXo~T RFFUCLDIRER (—RER

MBI FBREO—R L LTOT LY XyvT XRF UL DRTREITE £

V) BZITTWRWERE (ar— k3)

729, BEEEN CRABETATD b BAI, REET 2R TERSRD bhzn
LEDEEFRIZEZE LTV 5 BE T, REILIEOE BTG CREETIRDONLET
KRN OB E S REET 52 L RN TR L S, TEIMEE ThHEDHR (WET WG
criteria (2007) WE-S< PRBIFEIC L BEEES (CR) XdEHEL (PR) OFIE)
EE1OLBY Thotr, BB, BAMCRESNZHMERDHRIL, WThoak—hb
20%TH o7,

#£1 HHEFE (KEYNOTE-087 RER)

afR— k1 aR— 2 R— b3
(69%51) (8145)) - (60f1)
=2E% (CR) 15 (21.7) 18 (22.2) 13 (21.7)
| #ES (PR) 35 (50.7) 35 (43.2) .27 (45.0)
Bil%k gy

o ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

PR A RE: 3 (4.3) 2 (2.5) 0

%% (CR+PR) (%) 72.5 65.4 66.7
(95%(E X M) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Z 2]
ElBRLA S OB (KEYNOTE-087 #ER)
HEFERITHBREME T 202/210 1 (96.2%) 1258 S i1, BIVERIX 144/210 4 (68.6%)
WZERD b7z, FEEN S EORWERIZIR 2080 Thol-,

82 BEEN %I EOBER (REMEITRER)

FREBIKRIEE (SOC: System Organ Class) @f;%(@/gs
. FEAFE (PT: Preferred Term) n_2 L0ff]
U RS Ely 2 Grade Grades 3.1
2EIEA 144 (68.6) 23 (11.0)
MR VY v REE ) ;
- P BRI E 11 (5.2) 5 (24)
P S

R IR R IR TE 26 (12.4) 1 (0.5)
BBkEE

TH 15 7.0 2 1.0)

EAN 12 .7 0 (0.0)
—fk - EHEERL L CREIMAORE

s 19 9.0 1 (0.5)

FEER 22 (10.5) 1 (0.5)
i T

T 13 6.2) L0 (0.0)
FERER. MELE X UNERIES

R " 12 ;5.7 1 (0.5)
BER X OE THRgES

2 16 (7.6) 0 (0.0)

7. FVEMMERIL 6 B (2.9%). KIBK - EEOTHIL 3 6 (1.4%), HiRpEE

(FF7 o« NU—JEFERE) 121 61 (0.5%). FFREREEI: 8 B (3.8%). HIRIHEAE
R 1 29 Bl (13.8%) | Fh 4% « BEKC AR RLARAE 12 2 1] (1.0%) | Infusion reaction I 17 4 (8.1%) .
FEOEERIE 2B (1.0%) BROWGRIE 16 (0.5%) TRDLNE, $7-, BEOK
[EEE (REMIEIREGER ., SBAH, EREES) ., TERMRERE. BISgEREE,
1RGSR, BHEREREE (RMEMEMB RS, Kk, BEMENE, M - Bk,
SRRV ML/ RIS AESRBER . IR I & OFRFERIB IR D b e h o T,



4. FERRIZHOWT

AREME LCEARERET (2FFE) PHEohTWaAZ Endh, YEKHELE
I ERTX AMBTHALENRD S, FO LT, AFOFRENEY 2 BE L 20 - 55
FL. AROBEIZ L) BEELRBERAZRBE LRI T 5 2 EBRERTED, LT
PO~BDFT R TERBETHR BV THEHATIRETH D,

@O HWRiz-HoWT

@1 FTio 1) ~ B) OVWTNNIEYT IR THDHZ &,

() EEFBRENEET 5 ADREEL SRS BRI EEILRRIE.
HUIE A8 A BSOS L SRR, MRS AR &) CERC 294 4 A 1 BN - 434

) ’

(2) ReEREERbe (ERL294F 6 A 1 AR @ 85 sk

(3) FERFRMESIEET DB ABFEERE (BARFREEREER, 25 A2RERE
BHRbE, 2 ARREEHEERR R L)

(4) SRALFFEEERE L, SR FHRENE 1 USRI FEFIEMNI 2 Ok 21
BB EITo TV AR CERL 28487 A 1 AR @ 2540 Fiak)

(5) MEMEERALG EENEOHREEIRIBHET o TV DR (FL 28 4 7
A1 BEEA 1290 fiEgk) ‘

@2 HMEH X Y RO EERE K ORIE R R QX 53 72 Ak &
BREHOEM (FROWVTRMICHYT EM) 2, YEZREHOARFIIET 5160
BEELLTHRESA TS Z L,

3

o EMGIFEREE 2ECHFHE AT LRI 5 EL LD ATRROBRIHE %17
STWAZE, 9b, 2 EIZ. BARYRELY & LZBRIBESFOWEZT
RoTWSHZ &,

o  [EMfIFRES 2ECTMTHER KT LBIC4ED FOBFERREAELTNEZ
L9, 3ELEN., EIMSREMREE O M A KWL &8 TR iR OHHE &
ToTWVWAI L,

©® BNOEESEHREROGHICONT

B WA T A BAESEE S, BEAEN O OERRD, B - &
SWEIOLHERO T L CEMSIC T 2 E MR, AEFRBRE LBAORE
SR ERNELATON B RN S TN B, '




® BHERA~DOHIRIZONT

@-1 M thmlicBe T 2=
MEMEMERBREOEELBEANRAE LB, 24 BFFRIZEREEH O T, Yk X

TEEMRR IV T, B U ZBIERICE U TABREEE O CT S 0RIER DRI %

ERREORKRP Y HFIZE L, B HICIS AR ERHAE > TWE 2 &,

@-2 ERREFHIC I AEESNSCET 3 EH

AR D D ERM R MR O AT 2 ERNEE SRIERE=4 ) v
EEDEEROAZ ) —= v ZRITVEIRE LR 2 4 T% 27— AEREH 3%
EENTNBZ L, 28, BHEEEIZOWT, BABELZOFRICHICBMENT
WAz &,

®@-3 BIfER ORI ORIZE L T »

BIER (RMIEMERZEEIZIMEZ, KIBK - EEOTH, ITHERE, BHERE (R
EREEBERS) . NowkEE (TRAMERSE, FRIBHEERES, BIBRERSE). 1
RIPERIA. 5 & I MER. ik - BBUFRIARAE, e, BEEOREEE (FREHBEIRE R
. ZIHBE, FRIEESS) . infusion reaction. AMAS - BAREA . EEAEE, MR
E (X2 NUERERS) | DR, Rt MRB A REER, R, 7R
FERBEE) 1T LT, Y USRI 0 EPME 2 A S A & EE L (RE
FAOBHORIR I L CHE R UXBEE 2T BRI H 5 2 L) | BbIEE M0
BN TELEHPE>TWEZ L,



S

BRERNBPLRDBE
[Z2Eic BT 3 FH]

O TFTRIEZYTIEFICOVTHAFORENERE SNTNHZ &b, BKEET

blnwz b,
o ABIOESCR VIBEUE OBHERO H 5 BE

@ BERIOFHEICB VT TRICE S T 2 BF OV R AR OREITHER S L 20

B, ALOIBESBIRE RS R VBAIZIRY . BEICAKZEATIZ L 2EZETE 3,

. WE§WE$®AﬁXi%E®%5$%

e BWEEBRRKRE CRIEY LR 5 BE R ONEEIME O HUR B IHIR IS SO R A
%@%K%Eﬁ%kﬁ&%hé%ﬁ

o HORERBOAH. XUTBMERE U < IXEREO B DREEBOBEERED
boHEE , ' ;

o BEBEE ENSRERBREELZSL) OHoBE

e ECOG Performance Status 3-4 @V DHRE

[HAEICEE 2 3 H]

O BFELHMIRBMEEIME I RTHA OF R ITEAEOH /AR U FY »

NREBFHIZBWTAFOEIMEINRENTWS,

@ TRICEUT 2BEINT 2AFOHRE R ERFIHECOVTIL, RAOFZMED

BIENTELT, RAOREFRL 2LV,
o ALFEFRERGROBE,
o fOHBMERELA & OO,

@D BCOG o Performance Status (PS)

Score EZE

0

2 EBEREBTE D, BRATLE L AFAESHIRZATX S,

RENZHM LWEBNIRIBR S 583, ST T, BAERERE > TOERIITH 2 &3 TE 5,
Bl BWRE, BHEE

BATRIRETH D H ORIV O Z 3T X CARESMEEZ I TE 2V, BHO S0% L~y FATHEIT,

BONEESOHFOEYDZ L LNTERY, BRO SO%UELEEZy KRBT TRIT,

BN

LT RV, BESDHOEY O Lide TERY, BEXy FPFTFTRIT.




6. RETBRLTHEIR&EE

0

)

®

B CEF TN 2 BERTEEE DR 2 ERHE 1T B & ARH O % O I
RAOIZDIZERFERE 7 IR T BERT 52 &,
%%ﬁ%m%ﬁ%;%%Xﬁ%@%ﬁﬁﬁ%ﬁ&@ﬁ@%%+ﬁﬁ%b\ﬁ%%ﬁ
ThoETHZ L,

FREWERO=RX YA MzonT

o EEMREESDODND ZLRHZDT, AFOEREIZHT - T, DHE
WK (B, MPREEE, ) OMRE O X B0 ERES, BEr+
FATO Z &, Ee, RBEIZS U THE CT, E~—b—%0RE % Efid
Bk,

* infusion reaction 3% H 1B Z L 23 B, infusion reaction 352D H LB AT
i3, WEIRMEEITS & &b, ERBEET A F TREOWREY IS
+T5Z &,

o FURIRBREREE 2 5 6 b D 2 & 8 25 DT, AHI OB 5B R O 51
IS EEIR I FR R RERR AT (TSH, B T3, W58k T4 SORE) 2 EHT 3
2 2wy

o JFHREEERDHLLND Z LB DT, AR O 5T R O 5 1R &
EHIRIZTHERERR S (AST. ALT. y-GTP, Al-P, £ UL E U EDBEIE) % FEh
T5HI &,

s SEIREK WERRWMIEEFEEXZED) SOEERREERH DS
ZEBBHHOT, EHNCIROREOFELHRT 5L, £, ROREHR
WO LNIFEITIT, BONCERBEZ2ZRTHL ) BELEETS - L,

o FHOKREIZLY | BEOCREINIEET D LEZ LN L REBROE
BhHobhdZERbs, BRSRDDNEEEICE, BRLEFRIIELE
B R 720 S5 & KRR A B O BERD &S L CE YRR R T RE D
BRI & 2 BUER 238N 3 BAC 1L, AFIOREULPIE . RUBIBRE K
NECRIOBREEREBRTDHZ L, B, BIBRERVE L OBREIZLYEIE
HOBERRD LARWVBAIZIL, BIBRERLE S LI OGEMEIF OB
LERETHZ L, .

o BEKTH, ZEM» OB ABR L THALEERBSERTE L B8H B0,
AR OBERTHRIZORERORBR I SicEET 22 L,

o IR (BIE | BUERBEZET) Bb bbb, BRERES P TV R—2 %
WKEDZERHZOT, A, Bl EHEOEROREHLDIEED LFiz+
HEBTHZ &, 1 BERRAEDN BB ELPIEL, R 8
ROB 5 SO RABEITH Z &,

AR ORERBEERIZE N T, BEREHS 12 82 ICEHMEOFM 21T T2 o

L EBEIL, AREESPIIEHNICEGRE CHROMREITI - L,






