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JRH 24T > TV B ek

BT, 23 AR IEEHEHERE R PE 72 &)

(4) A RALFEIEE 2R E L, ARILEREINE
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BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 J R 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ FICHLER BT IR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 (CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOMHRAORE(LHEZXS Z L L ShTnd,

BOFVE RS E SR ST, SRS 2 T 1 7 7 A ADRBEE D ES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT I LTERT S & &bz, mIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 B0 b B e ik B 2
F RO EFREE T,

I, RHA BT A 3 MAZATBAE NEI L EREIS O, /IS EEEARAER
BRI IR s . —MAERTE N B ARERIR NRHE 2 e OVt E N B ARl O 1 ) o
b EER LT,

KGR DHERN T N 7 EREE 1200mg (—#4 0 7TV Av T (B
FHEHL R )

KA ERDMEIAE  CIBRARE 72 MR

WEERDMEROHE : "NV X<7 (Ba7HEIRZ) EOFRICRENT, WBHE., AL
377V ) XA~7 (Eiaf#Hz) & LT1[E 1200 mg & 60 43
2 T 3 MR CREFET 2, 23, YIRS ORAEMEN R
I ChIUL, 2 BIH LD G R 30 /0 £ THMiTE 5,

B 0E ik 8 F - PO

(&%)

NNV AT (BT Z) OZREUIZIR, BiELOHE

BNRESUTANR « YIBRASRE 7 AT e

MIEROHE : 77 Y ) A7 (BlaF#az) ORI T, @H. BRAICEN
N A=7 (Binff#z) & LTI1E15mgke (IKHE) Z s E RN
W2, &KEMRT3HEFEU EET 5,



2. AHRN DR, 1EREF
TR b T EHEEE 1200 mg (—#%4% : TT YY) A~T GER R Z) . LR,
[AF ) &9 ) 1E KE D Genentech, Inc.iZ & Y AI# S 4172 programmed cell death ligand
1 (BAF, TPD-L1) & 9,) IZxtd 2% v Gl (IgGl) 727 72Dk M
E)7u—FAHUETH D,

CD274 (PD-L1) &, EENIZEW THUFIR RIS IZEI L TRV | & ELY
VRER (T MR, BMIfR L N F = T % 7 —T fifn) 2B+ 5 CD279 (LLF, [PD-
1] &»5,) RUCD80 (B7-1) &G L, EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EREIZ B L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #iA XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1%, MRS HURRFELAY 72 T AR © OB R
RS AFDO—D2 L LTEZLNL TN,

AFNX, PD-L1 OAAASMEIRICHES L. PD-L1 & PD-1 L OfEAZIALET 5 Z L5
0 DATURFEERRZ: T Mifa oM EFTEME 2 TR U, 5 OHEM A+ 2 &3 %
LTV D,

ZIDDHIEN G | AANTHENERES T 28 7 R IniEKIC 2 0155 6 O L WIRF S,
A B 2 5 & U7 R IRARBR 2 320 L . A 20, 2t R OB M R S 7z,

ARFNDVERREFF LD B DRERIRIC L D RIEREDRN & bbi, BHEXIIET
(CEDAREMD B D, AFIDOBEG-h R ORERIZIT, BEFOBRE 72T BENR
P BT AT, FEBL L2 FRITIE U 7S MR 22 Nk & B8R 2 R RN &g L T
WY BERRE W 2 ATV B OSRE RIS X D RIER 25D 2 5 a 1213, B RE AR
IV CHIDBGE O RLEZAT O BB D D,



3. BRPRARE
YIBRANBE 72 BT MR D A GRIRFIZ A &2 1T - 72 F 72 B R 5Bk O il &2 7~ 37,

[ 2]
[ BRI R 275 11 AREER (IMbravel50 #5R)

EEALFHIERED 72\ Child-Pugh 7758 A OYIBRARE 7 AFMIf s 1501 1 (A AN
61 il & &te) ZxtBRIT, AFIRONRAL X7 (B z) CLTF, R X< 7
EVD,) OFFRES (RAIGEHEE, 336 ) OBENERNLEMEE Y T 7 =T F L
Rl (LLF, (Vo7 7x2=7) Lwo,) (YT 7==TRE 165%]) &9 25 I
ARER A T2 L7272,

FERHEHEE O—2>Th 5 24EEHE (LUT, T0S] &v9,) OFRIfEIT O E, ITT
ERNZEBNT, RAIGFHBETY 77 2 =T EEL I L CHERIEEDNRD HiL (HNF—
R [95%5#EX ] : 0.58 [0.42,0.79]. P=0.0006 [J&5H!] log-rank # &1, MHIA E K UE
0.0033) . HAE [95%ERIXH] IIAAIDFHEE ChdiERE (HEERE], VI 7=
TRET 132 [104, #EEAREE] WA THH-7= 2019F8 A29 BT —X b v hA 7,
D, b9 — >0 LAl H CT&H 25 RECIST ver.1.1 (2553 < ST AR H] & 12 L 2
e A LEHARE (LR, TPFS) &\ 9,) 1IToWTh, FMIFOFEE. ITT £z
ARPFRABETY 77 = =T L IR L THERIERARD b (N — R [95%5#
X :0.59 [0.47, 0.76], P<0.0001 [J&% log-rank FE ], MHIAEAKAE 0.002), Hik
B [95%EHE XM ] 13AFIGFHARET 6.8 [5.7,83] WH., VT 7 =2=THET43 [4.0,5.6]
HHATH-T= Q0I9FESH29 HTF—Xhy vA47, X2),

*1 RIRE GREEI™ & ) — VEEAFRE, T U4 BRI, ~ A 7 vl E ek, FFaiRIEH i
W AP AR, BT S) OEIG & 72 5 B XA S,

*2 o ARFIGFHEETIZAA 1,200 mg K AT <7 15 mglkg & 3 B Z LIRS, Y57
=TIV T 72=27400mg & 1 H 2B OFEE LT,

1.0 “‘“—&._\\\_\L‘
i ARE G
0.8 TN T
HH“—‘\—v——‘_. N o : ) it TR -

4—13 0.6 / b -
iﬂtn VS5T7z=7#
e 0.4

0.2

0

EEA3TGT»o0HE (A)
Atisk% 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17

REIFIAEEE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
VI7xZDR 165 157 143 132 127 118 105 94 8 60 45 33 24 16 7 3 1

X1 OS ® Kaplan-Meier BifR (IMbravel50 3AB) (ITT £H)
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HARNBEEMICKIT S 0S Ol [95%(5 #8 X [ ] 13XAKOF I REC oS fioRszE [
EARGE], VYT 72 =T7HET 149 HEEARE] WA NP — R [95%E/XMH] : 1.71
[0.50,5.84] Th o7z (K3), £7=. BARNBEZEMIZIIT S PFS O Rl [95%EHH
X EAAIGHARE T iRz (6.4, HERBEIVH .Y 77 = =TT 7.74.2,12.7]
A =R [95%EFE XM ] : 0.85 [0.39,1.86] Tho7z (K4),
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[E B[R SR IAERSR  (IMbrave 1 507805%)

B EFGITAAIO IR 323/329 5] (98.2%) . ¥ 7 7 = =7 Jf 154/156 {5 (98.7%) IZ
R B, BB (AAIGFARE CIIAR TSNV X~T | VT T2 =THETIEY 77
==7) & ORRFEBPEETE RWAFRERIIAFIONEE 276/329 1] (83.9%), ¥ 7
7 = =7 147/156 5l (94.2%) (ZRRD HAVTo, FEBLHED 5%LL EDOARA] & ORFEIRN
BETERVHEEHRZIIR1DOLEBY Th-o T,

#£1 EHABYRS%ULOEFIE ORBEBER/EGETERVAEEES
(IMbravel50 3RER) (REVEMRNT I RER)

IRERIRSYEE (SOC: System Organ Class) AAIGFHEE (329 1)
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) B (%) B (%) B% (%)
AH E OREBFENGE TERNWEHERR 252 (76.6) 90 (27.4) 4(1.2)
FR AR A 107 (32.5) 41 (12.5) 0
AST #0 45 (13.7) 14 (4.3) 0
ALT $0 34 (10.3) 7(2.1) 0
fm ey L e 8 27(8.2) 2(0.6) 0
/R 23 (7.0) 7(2.1) 0
—i% - RHEER L OB SEALOREE 91 (27.7) 6 (1.8) 0
I 57 49 (14.9) 5(1.5) 0
FEEN 27(8.2) 1(0.3) 0
HlEE 83 (25.2) 12 (3.6) 1(0.3)
T 34 (10.3) 1(0.3) 0
LD 19 (5.8) 0 0
BTGB KOV TR RRbE & 82 (24.9) 2 (0.6) 0
% 9 FENE 43 (13.1) 0 0
W5 29 (8.8) 0 0
Rtk KOs E 58 (17.6) 6(1.8) 0
BARIBOE 29 (8.8) 1(0.3) 0
o ibE 35 (10.6) 1(0.3) 0
FERIREERE AR TE 25(7.6) 0 0
55, R L OWEADHE 33 (10.0) 7(2.1) 0
HEAIZLE S RS 32(9.7) 6(1.8) 0
B LR RS 33 (10.0) 6(1.8) 0
Gl 27(8.2) 4(1.2) 0
i 21 (6.4) 8 (2.4) 0
& I 17(5.2) 7(2.1) 0

B AAIDFABRC I W CRBEMEMIZ SR 3 61 (0.9%) . FFHERERETE 87 # (26.4%) . K%
K HEOTH S H (1.5%) . R TH] (2.1%) . HARIREERERE 39 61 (11.9%) . FIEHRE
FEE 1B (0.3%) ., THEEABRERE 1 6] (0.3%), #fEE (¥F7 2 - NL—EERSEE S
7e) 1 % (0.3%). infusion reaction 32 %] (9.7%). BHHERERESE (JRAAEHVEMERRKE) 2 H#i
(0.6%) . BEEORERES 2 #] (0.6%). HEiEEm 14 (0.3%), 4FFERED - FEE:AT
FRERIBAME 21 61 (6.4%) K OVEYIE 20 B (6.1%) A8 Haviz, £z, 1 BUFERM, &=
FERRIERE, 2% - BRI . Ahoe - AREUTIRMRIE ., (O R, MERE RAEMGERE, oM MK
B PEEREER 338 B L o 1o, AR EFRIEBURDUIBIEFESR (RRREMERE 2 5T)



TR R A R T,

AARNBEEMZIB T 26 FFRIIAFOHRED 35/35 il (100%) . xtHEFED 23/23
Bl (100%) (2788 B, 1HEHE & ORREARNGE TE WA FEFEZIIAAIGHIHED
31/35 51 (88.6%) . xtREED 22/23 B (95.7%) \Z#BH Lz, AFIPFHBHCRB VT, ¥
BUEMN 5%LL EOARK & ORREGENREETERWEFRFGUILR 2D LB Thoiz,

#2 AARABEEFICBWTREARN S%LULEOFRF L ORREBHRIEETERVWEEES
(IMbravel50 338%) (ZEVEMEITXIREM)

IRERIRSYEE (SOC: System Organ Class) AFIOEFHEE (35 1)

HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) % (%) sk (%) % (%)
AH & OREBENTE TEX WS HEFERR 28 (80.0) 8 (22.9) 1(2.9)
— % - EFEER X O G OREE 10 (28.6) 1(2.9) 0
[T 5(14.3) 0 0
FEEL 5(14.3) 0 0
W7 2(5.7) 1(2.9) 0
MEIRES. MISRE & VHtRES 8(22.2) 0 0
FHEfEE 6 (17.1) 0 0
AR AR A 6 (17.1) 3(8.6) 0
AST #41 2(5.7) 2(5.7) 0
KR ¥ KOV TRk RS 6 (17.1) 0 0
O FEIE 3(8.6) 0 0
R INIRZ SN 3(8.6) 0 0
R K ORERE 6 (17.1) 2(5.7) 0
&7 V7 2 o fE 3(8.6) 0 0
AAEOR 2(5.7) 0 0
B IBEE 5(14.3) 2(5.7) 0
T 2(5.7) 0 0
Por W 5 3(8.6) 0 0
FOR IR RE AR T E 3(8.6) 0 0
BE, R L OYLE A GHE 3(8.6) 0 0
ENITHE D RS 3(8.6) 0 0
M pEE 2(5.7) 2(5.7) 0
& I 2(5.7) 2(5.7) 0




4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEZREWERZR%ELLT-
BRIZKIGT D Z B2 LLFOO~Q@D T X C &7 hsk iz W THEHAT S
RETH 5,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTNNLICHEY T HMX THH &,

(1) EAFHEREDFEE T 205 ViR PE S G BT RS A 2R EEHL R L
HIIEAS A RS BRI . Mtk )s A 2Rl 72 &)

(2) FEEHERERDE

(3) HBENFIRAFNFEE T 208 AP (D AR RESEE E P, 25 AR
W wEbE. S AR R &)

(4) I RALFEIEE A FRE U, ARSI 1 U SRAL RN 2 O fii gk FL e
AR D R 21T > TV D Jifik

(5) BrEMEREEEAILL T & BN O i % FHE AR D R & AT > T B ek

-2 HFA DAL R ORIE I ORI 4y 7 kil & W68 % Fe S TERT (T
ROVTICEH T HERN) 45, SHBHBHOAAC T 2 IROBEH & L CRE
SRTVBHT .

#

AN ETEUS% 2 FFOWIANHE 2T L7121 5 FELLEO B AIBRE DS RIHE %
{ToTWAHZ &, 96, 2L EIT, BAEYEEZ L LIEBRRIESGEONHE %
ITHoTWVWBHZ &,

ERTRFFEUS% 2 FFOPIIHEZIE T L7212 4 UL EORKRRBRAZ A/ LT\ 5D
k. 96, 3L RIE, A O D A SR L & e R S O BRIRIHE 21T
STWbHZ L,

© BENOERREREHOEHIZONT

G HE BUCIE R 2 BMEE S ALE S, BRSO OB D, A2k - &2
IR OB B ONERSE IR D I et AFFRNELE LG EOWmE
. FRESNITAT DN DIEHINE > TN D Z &,




® BUWER~DOXERIZDONT
@-1 HagkkmICEE§ 2 B

VLRt H S 0> BB 20 BIE I A3 3626 L 7= 81, 24 BRI IR o0 T Y% Ui
EHEREFRIZ BT, FBL L -REIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORER Y AL, EHHITRISATRRZRAH S > T Z &,

@-2 ERMAIEC L DHEERARICET 5 EH

M AR HE D 2 B 2 Sl fe O RE & AT 2 IR RE R H RIER B =4 U
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
BENTVDZ L, 2B, EHEERICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, RFHEREREE . KIZ - HEO TR BER. 1 AR F
WibEE (FURIRPERERE S . RIEHRRERE . T RAHWERE) . mRkES (7
—IEGERE 2 ) . BAERGHE ) IE, MK - BEMRZE | infusion reaction, 2% « AHAL T MlARIE |
EHREREE (RAME BB RE), BEEOREESE, LHE, MERBRIEGEE, i
PRI, SR M MRIBA PSR EER . (L FIRIEDFR RO ik m e ek FEEWE
AFHERIEVDE) . AEFERIEDE R O BYWESF) 1Tk LT, M i%htiax X Tir B ERER O
M2 AT D ER & U (BHEHOZK-oXSICE L THERER OS2 Z T 6 b
FHEZHDZ L), EHITHEUIRLENTE DIERHNESTNDZ &,

b
L

\Pﬁ\
NEEIVA



5. xR L BE

(G 2P B3 % 95rH]

O EHLFHEIERED 220 Child-Pugh 7358 A OUIFRARE 72 I BE 123V TARA
BN X7 L OB G OEMER RSN TN D,

@  FREIZEEY T 5 BTk 2 ARB| OG- K O FH 51OV Tk, ARANOF 0
ESL SN TE LT, AAIOBRGRF L7520,

O TAF DA ZPENTR S I TR OFUEMEREGAI & O fF 5
JRIPTEIE (R & ) = VIEAIRIE, 7 VARBERIE, ~A 7 0 BEEE R
1. ITEMIREERIRTE/ ITEIAR L 2 AR A . BRI IESE) OIS & 72 2 il
RRE

[ZZ iz B4 5 F1E]
O FRICEHYTL2EFICOWVTIEIAROREN LD INLTWEZ Enn, BEE1T
bz &,

AFN DRI AT LIsBOE O BEEIE D & 5 3

@ WRATOFHHIZI W TTFRRIZIE S T 2 BE IOV T, AAlOHRGIFTHEE S0

Z)§\

L OVEPRPULL S 72N A TR | EEICARZENT 52 L2 EBRETE 5,
FVE MR B D& 0F T Z DBIED & 2 B

Jo 0 1 A A C RV R A R D 2 FRAE S ONE B 0D O A i 2 <0 Sk Y it ¢ 45
DI RIEPEZAL D - L D B

H AR RO & 5 B AR L < IXFFMEDO B g R B OB D
o DB

ECOG Performance Status 3-4 =V o 4

(ED ECOG ¢ Performance Status (PS)

Score
0 < MR IEBTE D, Bl E R U HFAEEDEIRZR <ITZ 5,
1 PWHRRZI LS ENTHIBR S5 23, SSATAMEETC, BAEESME > TOEEIFTHI 2N TE D,
Bl BOWEE, FHIEE
2 BATHBETH S OFDEIY O Z LI T X THREEPEEIZTE 220, HHO 50%LL EiZ~y RAATl 7,
3 RONTZHDOHDEIY O L LTERY, HHO 50%LL EE2~Xy R TimZ 7,
4 2<L@Fv, BOOHEORIY O Lixed TERV, BRIy RO+ TiId,

10




6. HEICERL THETNEFH

O WMISCEFEITZ ., SERTEEE DRI 5 EBHFITEED & ARH DRk K OV
MAOTDIZ LB EWME B L TS5 Z &,

@ RERLRIZEN D, BE X XZ OFIRICH IR a2+ o0 L, REE25
ThbokbETHZ L,

@ ERFWEHDO~HXT AL MZOWNT

WEMEEER S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, nmk, FEENVEE) ORER K O X Mird O F i, Biggx 1+
4TS 2k, Fio, BEIRUTHES CT, MiF~— —%Dita £ 2
ek,

AFN O 5L EE O infusion reaction (2 2 CEEAMFIZ 72D TE 5 Y
i %47 > 7c TR L. AFIE G- R OKRFIF GHE T HIT A 2o 28
ET 5%, BEOREEZ /DI85 52 &, 70F5. infusionreaction % F8EL L
AT, R TOBIER OERNZRICEIET S TREZ BTS2
E

FFEEREREE N B B b Z L3 D DT, AFI O HBIRART R O 51 W 11X
EHARICITRERER A (AST. ALT. y-GTP. Al-P, B U L E U ZDHIE) % FHi
THI L, B, UIBRAREZR IR OBA . FFEERE SR B L 72 B O ARHA
DRI « IR A I OFEIE & I TRHNCERE LT\ D (R SIESR),
FORIRFERERE | RIRHSRERE E R OV F IR EEREN H Db D Z e HH D
T, ARANOFG-BRAART K OB G-I I E IS N IS RERR A (TSH., A
T3, M T4, ACTH, M =29 — VR OflE) 2 3EEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b kA B
NHLDLNDZENDHD, BENRBDLNTHAITIE, B LZFRIIE U
BLFR 72 05k & 1R 5R & RO R Rl & 8 U C bl 22 BRI W 2 1 TV IR o ik
BOGIZ £ 2 BEWER DB 258121, AFIOWRIETH 1L, R OEIE RE R
NEHOBRGEEZBET D2 L, 2B, BIFERERVEOREICTLYEIFE
MOUEDTRD HIRNGE T, B BB RV - LSO S i o8
HLEET D,

B A& T, BOEM 5D ARGE L COLRIERANRET D 2R H720,
AR OG- THIZHRWEM ORI 2ITEET D,

1 BUBEPRIG S & o, BERFES 7V R—V RZELZENRHDHDOT, O
8. Bl MRS OFER ORBLLMAEED LIS HoEET 5 2 &, 1 BHER
WO HEICT G EZ I L, A >R Y RFIO B2 oY) 72 L %
152 &,

11



@ IMbravel50 RERIZ#G-BI4A0 5 54 1 £ CTiE 6 WG, ZH LT 9 W EFE T
HRIMEDOFHMZIT > T\ Z & 22 F1C, AAERGHIXEMICEERAE TR D
ERZ1TH 2 &)

12



EFERHEETA N7
TTFY Y RA<T (BinTH#X)
(BR7E4 - 72> b Y 7 BT 1200 mg)
~ FE /N B it R ~

ER 3 044 A (fFn 248 9 AHET)
BT B




SR

AN e

X LI

ARHN DR, 1ERET
i PR BSAR
Higklc oW T

S EED O B ASY ey

BEICER L CTRET & HIH

P2
P3
P4
P17
P19
P21



1. IXL®ic

PSR DF NN « ZZRMEDFRMRE O T2 D121, WRASCEZIC IS 238 E 20 23R
bND, 5T, IEOREFEMOMEAIC LV | FUKEIRL 72 & OHHE 72 8 MR R
FREZRMDARIND T T, 2 b OERGNZ EICHNEREBFITRMLT 5 2 L BBEO
PR & 72 o TRV RRIFMBGE S & YR O FARTTEE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORERRE PRI, MEERASRZ 2T 1 7 7 A VDBEF DESES & B 5 i
B BB D, 2O AL OREMICET A ERS+H0ERT 2 £ TOM,
MHEIMOBEZMLZIT 5 2 EnHIfF SN BT I LTERT 5 & &b, BIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7ei3o T, RAA KT A TiE, BARBEES I E TITHE LTV D EFEIREN -
BRI EED & | DUT ORI O Feit 70 8 2 HEE T 2 8L b B e Bk B %
F RO EFREE T,

B ARTA BT A %, MANIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, — A EENE N A ARBRIRNBHE S FEREFNEENE A B AR 22 &k O
—MRFERTEN B AR ER 2D/ 0 b LR LTz,

WG Ll HEIEN T N 7 ATEERE 1200mg (—i%% T T YV X~T (GBE
o7 %))

KR ERDHREINE - GIBRARREZMELT « FFF&E DIE/ Nl e

WEERDRHERORE AL FFIERIBE O R RO % bk < OIBRARBEZ2 4T - FR38 DI/
e s B DG
L OFEEMEIEE A & OfFHICRBW T, B, BRAIIEXT 7Y U X
~7 (BEfE 7/ Z) & LT11[E 1200 mg % 60 47 7>7F T 3 #H[H
FRR CRIEFET 2, 238, ARG OXEMEN BIF CThHIT,
2 [6] H LARE O $ H-HEIE 30 3 & TR CE D,

(SRR R0 O BN R RE /R AT - F98 D3 IR BB 0D 353

AN
=

W N7 7Y A~ 7 (Bia e z) & LT 1E 1200
mg % 60 4377 T 3 WM RER CARMEET 5, ks, HIREE O
DEVERBAFCTHAUE, 2 BIH AR O 5-REHEIT 30 40 £ T8
i Cx 5,

o3& IR 5E 3 AR S




2. AARNOFH, 1ERBEF

T Y 7 EREEHE 1200mg (—i%4 T TV U XA~T (Bla#z) . DLF IR

FlJ EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# Z417- programmed cell death ligand 1
(LLF, TPD-L1] W95 ,) iZxtd425%%E 77U Gl (IgGl) 777 A0kt MEE
J 7 a—F PR TH D,

CD274 (PD-L1) (&, EEANICE O THIFIZRAIECER L T EE LY
VoNER (T MEfE, BRI L N 2 7 0% 7 —T #Mild) 2T 5 CD279 (LLF, PD-
1] £ oH,) KUCD8O (B7-1) &ifie L, SEISEZAICHIET LB BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EREIZ B L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #iA XA
TH Y., PD-L1 & PD-1 241 L7ofRB&IE, MEEHIRL S HURRF R A 722 T M & OB %
ZEET DT O—2 L LTHEZ LN TV D,

AN, PD-L1 OMESEIKIZFEA L, PD-L1 & PD-1 £ OFAELET S Z %I
0 DATURFEERRZ: T Mifa oM EFTEME 2 TR U, 5 OHEM A+ 2 &3 %
LbNTWD

_m%@ﬁﬁb%,Kﬁiﬁﬁﬁf’ﬂ?éﬁtﬁﬁ%%iﬁbﬁé%®k%ﬁém\
/KR it AR A kPG & LT BRIRERIR A2 i L. A0, Lt K OB AN eid
e,

AFNOVEAEFF D BEOREISIZ L DRIEHENH bbh, EHEX iiﬁt
(=D AR ﬁbw‘bé ARFA 0)&5@&0&5?& (T, BEOBEZ T5IATV, RED

D BTG AT, B LI FRITS L?‘_%?F'%’Jfot%ﬂuﬂakfi%%%OEEﬂik@# LT
ﬁ@fﬁﬁﬁﬁﬁiﬁ%ﬁ%ﬁb\ W DSOS & D RIER RO 5581213, BIFRE R
JVE CHIDP G5 O YR AL E 21T 9 JZ\%# EE) Do



3. BRPRARE
YIBRASRE 72 1T « FF3E D I/ N itiJes D AGREFIZ 3l 2 17 - 7= E 72 WK RER O iliis &
AT

[ 2]
OFE BRI R AR (OAK #ER)

77 FF 8 o B AL ERIERET O B D IR AR IR AT - T3 O /R it B
1,225 f5i] CARAIRE 613 5], N2 F2/AEE 612 ) 2 %512, KKl & R4 F%&/1 (DOC)
DA MR OV e % bl 9~ 5 S5 AR B & F20E L 72, AHAl 1,200 mg/body ik K& %
XL 75 mgm? & 3 AR (LA, TQ3W]) & )H,) THRIEFHEL,

KOS T o H Db ENT= 850 Bl (AAN 64 Bl ETe) OEBRFEMICBWT, AH
BEC REZ RV L i U TSR (BLT, T0S) W9 ,) OFERIERDGRD
Hiv (O — R [95%FHEX M1 : 0.73 [0.62,0.87], P=0.0003 [J&5] log-rank 7€) .
RO [95%E#E XM ] 1 IAKIRET 13.8 [11.8,15.7] A, FEXZXFEARETI.6 [8.6,
11.2] A TH-7= (¥1),

* o LR BER A (MU, TEGFR) 29, ) G FZ B SUIARSMEY % F—F (B
T, TALK) 21\9, ) BAEETFBEOBE T, 77 FF 0 E STz, Zhe
FUEGFR FHEVEM U ALK BREEIEM 24 3 2 HUBMEIEEHIC X 2 IS b 2 B DA AR S

niz,
1.09
0.9+
0.8+
0.7
40 0.5
{Ho
It 05+
H 044
0.3+
0.2+
014 FadFrl
L . FEIITT
o4+ 754
T T T T T T T T T T
0 3 ] 9 12 15 18 21 24 27T A
FHFEE 420 363 305 248 218 188 157 74 283 1
FeadtIL 8 425 336 263 195 151 123 98 51 16

1 OS @ Kaplan-Meier #iff (OAK #RER) (£BEFEE)



OEREILFEZE M1 3SR (IMpowerl50 3X5k)

(LFRERE D 72 R A BB % B < BIBRASRE 72 861 T - PR 8 D FF/ NI RE it AR 1,202
Bl (AARN 93 FlzEte) ZXHRIT, AAI1,200mg & MOFEENMEREA] (LR T F
VAR EXEL [ARE, 402 61] XUIANKRTTF o+ 7 ) HZxB/L AN X
~7 (B z) [BHEE. 400 61]) & OfFAEGOF /MR Vet E, JFH Y
FBIE (WK T TF o +37 U Z XN+ X< 7 (EBIn T-#H %) [C #E.400 41])
& Hel g o S AR & Fhi U 7272, TR RIMEST OFE R . EGFR BinFAREBGME T ALK
A FE D BE (157 F) ZER< 1,045 61 (BARN 67 flZ&te) o ITT-WT £
[ZFRWT, AAIGFEE (B HE 359 f51]) TxEFREE (CHE337 1) & el U CFZEHIHE B
T D 0S DHBRILENED HAL (T — R [95%(EHE XM ] 2 0.780 [0.636,0.956]
P=0.0164, A E/KUEMM 0.0184 [JE5I log-rank #E]) . T IAE [95%ZHE XM 1ZAFA
OFF#E B #£C 19.2 [17.0,23.8] 7 A, *HH#E C #£ T 14.7 [13.3,16.9] W A TH - 7= (2018
1A ABT—20y A7, [M2), 723, AREGHEE (A FE 349 #]) 2OV TIL,
STHRRE (CHE337 1)) 12695 0S DA BERIER TR b7,

*1 : EGFR B{5F28 BB I3 ALK @& 8B F- B0 B3 Tk, Zh2h EGFR FREEH X% ALK
BELEEARS 2 A 3 2 BUBEMEIEE SIS & 2 AR b 5 BE SR AN DT,

*2 0 AHK1 1,200 mg, HAARTZF 2 AUC6, /37 U X X&)/ 200 mg/m?, SNV AT (GEG TR
Z) 15mg/kg % Q3W T4 Xt 6 = — 2544 A4 1,200mg KON A X< 7 (BIEFHHLR)
15 mg/kg 28 Q3W THH- X7z,

1.0
0.9
0.8
0.7
@' 0.6
% 0.5
#H 044 . e,
B: RS xXwT s
03 c:ALRITSF - -
P:agaREIL
0.2 4
BCP
019 ==vmem FFU/)AX<T +BCP
L
0.0+ |+ *TEU]J T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33A
AE[+BCPEE 359 323 296 264 235 167 119 66 34 9
BCPE 337 308 268 233 196 129 87 56 29 6 1

2 OS ® Kaplan-Meier Bi# (IMpower150 328%) (ITT-WT £H)



Fo, BANBEEMCEKIT D ITT-WT £H D 0S O HAE [95%(SFE X ] 13454
OEFIEE B BEC 19.8 [14.1,24.2] 1 A, XHREE C BECHEEARHE [13.2, HEEARHE] I H.
Y — R [95%(EdE X M) : 1.311 [0.498,3.446] Th o7~ (X 3),

1.0 1 I
094 77T by
0.8 i N
0.7
4@ 06+
{'”,rﬂ‘_f 05
049 5oz ;
034 C:ALKRIZFY -
SNRCDLEZIN
0.2_ !
BCP -
0.1 T FTFIYXIT +BCP
L9113
0.0 T *lTEJ]) T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 307
A¥|+BCPE 32 29 28 24 22 19 13 8 5
BCPE 14 14 14 13 11 7 6 5 4 1

3 BARANBHELEICEKIT S 0S ® Kaplan-Meier Hif (IMpowerl150 3E%) (ITT-WT £MH)



OEREILFEZE M1 FH3ERE (IMpower132 35k)

(LEFBRIERE D IR B 2 B < EGFR &in A RIENE, ALK @A B stk o
BIBRAREZ2ELT - TS OIE/INHENaE B8 578 5] (HARN 101 flx&te) Zxigiz, K
#1,200mg, 77 FFE (DNVKRTZF IV AT TF ) KORA RFLFk& R
NU D LKF (LR, TRA RLXE R EWH,) OFFRESE [RAIGHHEE 292 6]
TORMER N2 s, TTFTRE] (DVRTTF I AT TF ) FORA
F Lt ROOFHEE D RE, 286 f1]] 2 & bh 3~ 2 S5 ARGR 2 9k U 7=, AHIOF
FHRECoef IHE & bl U CEERHMIE H O—2> Th o A AR (LU, TPFS) &
7.) DHBRIEENRD bV (A — R [95%EFEXH] 0.596 [0.494, 0.719], P <
0.0001 [&5]] log-rank HE ], A E/KUERH 0.0040) . HIAE [95%FHEXM ] 1TAHIOF
BT 7.6 [6.6,85] WA, *BEETS2 [43,56] WATH-7= 01845 H 22T
—X2 1y A7, K4),

*1: AHKI1,200mg, HARTTF L AUCE TP AT TF 2 75mg/m?, XA b L& K 500 mg/m? &
Q3W (Fra—=2m 1 HABICHE) T4 XL 6 a—x%5%, A 1,200 mg LR A FLFE R
500 mg/m? 23 Q3W THhH- s 7,

*2: WNVRTTF 2 AUC 6 UTT AT T F > 75 mg/m?, XA F ¥t R 500 mg/m? % Q3W (% =2—
2D 1 HBIZHEE) T4XE6 a—AREH, _A MLFE R 500mg/m? A Q3W THRE I,

1.0
0:9-4
0.8
0.0
0.6
054
0.4
< 0.3

02

EIEELFDE

FEBEF:ISF UG Ly
014 =mime- FHEIHEEA:FFHHTSF 0L EE

15491

0.0+

T T T T T T

0 3 6 9 12 15 18 21 B

AEIGEREREE 292 231 169 120 88 43 11
TIBBEE 286 195 115 72 44 1 3

X 4 PFS @ Kaplan-Meier #i# (IMpower132 35%) (ITT £H)



@OWFFLEF T FHERER  (IMpower130 #ER)
ERIERE D 720 i b B2 2 Br < UIBRANRE 72 AT « -8 DI/ NIRRT B 724
B &8, KN 1,200 mg, DVRTTFURONT Y ZXR (7T I U EEA)
(LAF. Tnab-PTXJ &5 ,) OOFHEE [AFIOFMEE. 484 fil] ™ OF MK OV
. ANKRTTF 2 KN nab-PTX OOFHES [RHBREE, 240 1] "2 & bk 9 2 S5 AR
Bk A 92k U 7o, HPIRMRAT OFE S EGFR BAR 728 BIG 1 XX ALK BhvE 815 1o B
ZBr< 679 Bl ITT-WT EHICIW T, AAIGHIRE (451 1) TxilE (228 #1) &l
L CEEEEE O—>Th D 0S DHRERILEENRBO HIL (N — R [95%(5#
X[#] 0.791 [0.637,0.982], P=0.0331 [J&HI log-rank fR7E]. HEAKERM 0.0425),
JE [95%FHEX M ] 1IAFIOFHEET 18.6 [16.0,21.2] 1 A, *FHEHET 13.9 [12.0,18.7]
HHTHoT= Q0ISHEIHISHT—F¥ By b7, ¥5),
*1: ARH1,200mg, HAARTTF 2 AUCGE 28 Q3W T, nab-PTX 100 mg/m? 73 1B FMIBE T, 4 X1 6
a— A E% . ARHKI 1,200 mg A Q3W FE- STz,
* NIRRT I AUCGE 28 Q3W T, nab-PTX 100 mg/m2 28 1 ERIRIBE T, 4 ik 6 2— A EE SN
72

1.0
094
0.8+
[
06
054
0.4+
0.3
0.2+

THIE

FBE:DILATSF e iR S )L
014 —=—=—=— FARAE:FHIATST b 0252
. TE4)

0.0+

o e b Sia 0PI el e lifce B e PO B GPNC e P ER R 328 LB G oS

FHIGEAEE 456 427 384 365 319 298 271 220 168 130 88 B9 40 19 10 4 1
FREEE 229 207 176 162 147 132 119 96 75 58 39 24 13 & 1

5 OS ® Kaplan-Meier %R (IMpower130 &) (ITT-WT £H)



(PD-L1Z& BLIR I B D A 20 Je OV 4 M)

DEBREIL[F 5 AR

B (OAKER) |

(ZHELAR AAL & HL T B

TPD-L1 %3881 U 7= fEIE A fe M OVEEHRE o g in s |5 o 5 816 (LT,

R LW )|

BN BRZRWINIMT AT > T2 B MK OV

AL

EEORIRSN b} 75 ki 7 YN ST
[PD-L1%& 5L
T AEERNE LN O BRE DT —Z IS & | PD-LISHL RS
EEOFRERIILLTD LB THhoTz,

ZHOWTC, PD-LIORBRMOGIMEDOFERIZ. 1D LB THoT-,
723, PD-LIOFEBURIIC L 5T AF| D%
£ 1 BEEHBRBREIZBIT 5 PD-L1 ORFIRIADOF 2

2T 7 A NVIERETH - T,

(OAK AR, 2016 F7TATRT—F Iy b4 7)
oS
PD-L1 @ED PGB Ik il [95%ClH] NP — R ZHAER D
(B H) [95%CI] p &
AR 180 12.6 [9.6,15.2]
TC O 7> IC0O DOC 199 89 [77.11.5] 0.78 [0.61, 1.01]
A 241 15.7 [12.6, 18.0] 08434
TC 1/2/3 X% IC 112/3 DOC ) 103 [8.8, 12.0] 0.74 [0.58,0.93]
A 290 12.7 [10.0, 15.0]
TC 0/1 5> IC 0/1 DOC 984 92 [82, 111] 0.79 [0.64, 0.96] s
AR 129 16.3 [13.3,20.1] ‘
TC23 XL 1C2/3 DOC 136 10.8 [8.8,12.7] 067 [049,0.92]
$E 348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 A5 102, J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8]
AT 72 20.5 [17.5,NE] 0.0031
TC3 XIXIC3 ‘ - 0.43 [0.27, 0.69
A DOC 65 8.9 [5.6,11.6] 1027, 0.69]
DOC : RE#Z ¥/, *:PD-LlL &H (IC0, IC1, IC2, IC3). BIAEDO LY A8 (1. 2) ROHMA (REL
B, FERE EROE) 2K & L7zJEhl Cox [Elq
(D TC RSk 7% PD-L1 %58l U 72 JEEia sy 5o 2 8E
C JEBEALRRIC 1T D PD-L1 2 %81 L 7= EEE M g ia a3 |5 o 5 B4
OAK B IMpowerlSO B CHEA L7z TCO~3, ICO~3 X FHRSMH
PD-LIFEHL Sy fa L PD;LB‘?’%
PD-LI DGR G 23388 HALZR TCo
X, Yefanh i)z Fé?MN@ <o PD-LUC & % BSOS ASIESEHID O 1 %A 23880 51 %
TC | GettnmfeiCBIfR7e < | PD-LUC & B EMERIC SR D 1%L ES%AMIZ8 0 b1 5 TC1
%@@rga: Bf%72 <. PD-L1IC LB %%inﬁm%‘ﬂ@g%ﬂma0)5%uiso%ﬂ%«?a% ZRDHND TC2
et gm I BER 72 <. PD-L1C X 2 B PE e A IS Al 0 50% 0L EICRD b d TC3
PD-LI DR G 23588 HALZR Y 1o
XE, YefashEc Fé?M{»fM PD-L1IZ & 2 Bt SOt AR S M 0D 1 %A 12 R B D
IC “ﬁééé’ﬁrﬁc: PPR78 < o PD-L1IC & B ElE B 23 Wi v S 2 Ml OO 1 %l 1 5% R afed 5L D IC1
GetsB LI BGR 78 < | PD-LUIC & 2 Bt i 28 SRR M S il D 5% L 1= 10% AR st DAL % 1C2
Getass | BEFR 722 <. PD-LIIC X 2 Bl SOe A RS AR O 10%LL EIZERD Hivd IC3




FEARTR K OSSR kAR (412 35 1T % PD-L1 OIEER LRI DA N EITE 2 KO 4~5 D
ERVTHY., RFELEEORETIZ., TCO 7> ICO # (EEMHkICHIT 5 PD-L1 &
FEHL U7 BB AR K OB R e i 23 5 B 2B AW Y 1%AR5H) 1B\ T,
Nt & XAt L i LIZBEORO KR E I D/NSWVHADBFRD B iz, 7o, Mk
M OVPD-L1 OFRBIRICE O RAOLZEMET 27 7 A TR TH -T2,

#2 EBE R OEEARBAICIIT D PD-L1 ORBUR LR DA
(OAK #Br, 20165E7THTHET—F v b4 7)

oS
PD-L1 @D BehaE % L [95%CT] AP — N R (1)
(B H) [95%CI] p &
e - bR
A HE 140 14.0 [10.1,15.9]
TCO 2~ 1C0 DOC 150 112 [8.6,13.5] 075 10.57,1.00] 08364
AR 171 17.6 [14.2,20.4] '
TC 1/2 IC 12 .72 [o. )
C 1/2/3 XiX IC 112/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
A 221 14.1 [11.7,16.3]
TC 0/1 5> IC 0/1 DOC S 113 [89, 13.5] 0.79 [0.62, 1.00] o
A 89 18.7 [15.5,NE] ‘
TC 2 IC2 61 [0.42,0.
C23 XL 1C2/3 DOC 99 11.3 [8.8,13.0] 061 1042,088]
A 262 14.2 [12.1,16.1]
] . . .
TC 0/1/2 7> IC 0/1/2 DOC 265 119 [0, 13.9] 0.83 [0.67, 1.03] oon
A 49 22.5 [18.0, NE] ‘
TC3 XiZ1C3 DOC 47 8.7 [4.7,11.3] 035 1021,061]
IR
A 40 7.6 [4.4,12.9]
T Nol | .82 [0.51,1.32
COn>1ICo DOC 49 7.1 [6.0, 8.6] 082 [0.51,1.32] 0.7207
A 70 9.9 [7.6,15.5] ’
TC 1/2/3 XX 1C 1/2/3 DOC 60 87 [62 10.9] 0.71 [0.48, 1.06]
A HE 69 7.8 16.7,11.2]
TC 0/1 > IC 0/1 . 52, 1.11
ComoIco DOC 7 73 [6.3,8.6] 076 [0.52, 1.11] 0,929
ARHE 40 104 [7.6,17.5] ’
TC 2/3 XX 1C2/3 DOC 17 0.7 [56 17.2] 0.76 [0.45,1.29]
A HE 86 7.8 [6.9,10.6]
TC 0/1/2 7> IC 0/1/2 ’ 0.79 [0.57, 1.11
DOC 91 7.5 [6.3,8.7] 057, ]
ARHE 23 17.5 [7.9,23.3] 04902
T I : e ) 27,12
C3Xi2IC3 DOC 18 11.6 [5.6,16.5] 057 [0.27,1.20]
DOC : RteZXxt/, *: FE@EHI Cox [H)F
1.0
0.9+
0.8+
0.7
<LEI‘ 0.6+
@ 05
H 0.4+
0.3+
02 T e
01T PETEL
004+ s

T T T T T

0 3 8 9 12 15 18 2
AFIEE 112 93 74 51 43 35 30 1

FzeFEILEE 110 90 &7 39 28 24 16 7

6 RYLEEBEELEEIZEIT S 0S @ Kaplan-Meier HifR (OAK RER)
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?’f: 054
o
H 04+
034
T 024
0] J=—— Festul 01 [R=E S
cmimen PRI ITH cieveie FTTANART
0oLt il T T T T T T T 004 |- JT’SU'IFJ T T T T T
.0 3 5} 9 12 16 18 21 24 27H 0 3 & 9 12 15 18 21 27TH
FEEE 70 59 48 30 29 paas} 21 13 3 40 32 24 15 13 10 a Z
FEe425%t)LE 60 44 38 24 18 15 9 4 1 49 45 30 15 10 El 1 3

7 RY¥LRERELEFIZEBIT S PD-L1 REIRHEITD 0OS @ Kaplan-Meier #i#f (OAK 3BR)

(Z£X : TC 1/2/3 XI1X 1C 1/2/3 DBRFELEM. AX : TC0 7> IC 0 DBREFLEM)

@E B I FEF MFEFER (IMpowerl 505858%) (ZHAAN SNTZEBFZED H B, PD-LIFIE
(BT DIEWDBE DN —EDERE DT —ZITHSE | PD-LIZEELREHNIIREMIC
fRHT 24T - T IE R OB 2O RIZLL TO LB Y Th-o T2,

AMEIZSWT, PD-LIOREILRIBI DA ZPEDRIRIT, K3ID LB Th-oTe,
2%, PD-LIORILRIIC L 6 KA OLZEMET 07 7 A VIZFERTH -T2,

#3 JEEABRRAICRIT 5 PD-L1 ORFIRTBIOASME (08, ITT-WT £H)

(IMpower150 3B, 201851 A 2 HF—# v b4 7)

0S
PD-L1 &1 BERE %K Hh i [95%CI] NP — R ZHIEH O
(B H) [95%CI] P fE
BB 167 17.1 [13.5,20.4
TC 0 7> IC0O ﬁi [ J 0.82 [0.62, 1.08]
C B 172 14.1 [12.9,16.3]
- 0.7283
TC 1/2/3 XIZ IC 1/2/3 B A 192 225 [182,26.1] 0.77 [0.58, 1.04]
C B 165 16.4 [11.2,22.9] ) T
B i 230 19.1 [15.8,23.8]
TC 0/1 > IC 0/1 e »1 143 [133, 164] 0.77 [0.60, 0.99] s
B # 129 222 [17.0,26.1] ’
TC 2 IC2 . .82 [0.58, 1.1
C2/3 X1 IC2/3 e 16 167 [10.5.242] 0.82 [0.58,1.17]
B i 288 18.2 [16.1,21.0]
TC 0/1/2 7> IC 0/1/2 e 7 144 [133. 167] 0.81 [0.65,1.02] 30
B #E 71 25.2 [18.7, NE] '
T I . ) 43, 1.1
C3 XIXIC3 e 65 150 [9.8, NE] 0.70 [0.43,1.13]

* . JEJ@ R Cox [B])7
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(224 14]
OFE BRI R AR (OAK #ER)

BEFRGUIARAIRED 573/609 1 (94.1%) . REH X EB/FED 555/578 B (96.0%) (278
D BV, TR & ORIEBIRI A E T & 72WVE EFEFGUIAAIRE 390/609 # (64.0%). K
& X LRE 496/578 i (85.8%) IZRRD BTz, FEBLEN 5%LL EORRERENEE T
TRVHEERERGIIRIOLEBY ThoTo,

£4 FREP5%ULORRBESTETERVEESS (OAKRBR) (ZeMMITREH)

B RIARS$E (SOC: System Organ Class) AAEI#E (609 1)
HAREE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) BilE (%) BilE (%) Bi% (%)
NRBEARNEE TRV HEESR 390 (64.0) 90 (14.8) 0
—% - AHREER L OGN O 202 (33.2) 15(2.5) 0
5 87 (14.3) 8 (13) 0
W 51(84) 2(03) 0
B 49 (8.0) 0 0
R E 136 (223) 6(1.0) 0
ML 53 (8.7) 2(0.3) 0
T 4777 3(05) 0
FERG ¥ K OEE PRk 119 (19.5) 8(1.3) 0
FP 42(6.9) 2(03) 0
7 5 e 38(62) 2(03) 0
Rt L O E 86 (14.1) 9(1.5) 0
RAIEER 52 (8.5) 0 0

¥, AFIFEC IV THEEMEMZE 10 61 (1.6%) . ITHRERE 43 61 (7.1%) . KEGZ -
EED TH 5B (0.8%), 1 BUHEIRIE 1641 (0.2%). FUIRIREREREE 27 5] (4.4%). B
BEREREE 161 (0.2%). FEEARHEREREE 1 6] (0.2%) . MEkES (F7 2 « S —JEfERE
Erate) 116 (1.8%). KK - #EES 5 6] (0.8%). infusion reaction 8 il (1.3%). %
9%« BRUHRRIE 2 51 (0.3%) . BEREREE (RAME HEMEBRE) 561 (0.8%) MUE
FEDRZJEREE 9 ] (1.5%) 23F8 biviz, Fiz, Wk, wimtEgimn, SEEfmOaE, O
2% Je QNG e MR I/ NI D PSR BEIR 1R 8 B L7203 o 7o, AREIEF S BRI B 5
(MR REMERT 2 50) 23 UEERERT,

QEFRL R MAEERER (IMpowerl50 FXER)
AEFGIIARAOIHEE B #ED 386/393 i (98.2%) . xt FREE C #ED 390/394 i (99.0%)
IZF88 B AL, TRBRIE & OREBRN TG E T X WA EFRITIAKIOHRE B #E 370/393 4
(94.1%) . XFHEEE C #ED 377/394 5] (95.7%) (ZFRD b7z, AFIGFHEE B HEIZHBNT
AH & DR FBUR N E T X WA EFEGRIL 286/393 ] (72.8%) IZHRH HiL, FII=R
DS 5%LL EORKE ORFEBENGE TEXRVWEEEZIIR SO LB Thotz,

12



£S5 RBEERS%ULOEAK L OFRBRATETERVEEER

(IMpower150 FUR) (Z2MMAT I RER)

IRERIRS¥E (SOC: System Organ Class) B # (393 #)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bi% (%) ik (%) B (%)
KAl ORREBEFEDEE TE VAR ERR 286 (72.8) 104 (26.5) 5(1.3)
B I 141 (35.9) 25 (6.4) 1(0.3)
TR 65 (16.5) 10 (2.5) 0
P 53 (13.5) 8 (2.0) 0
fEE R 28 (7.1) 0 0
[T 26 (6.6) 3(0.8) 0
A% 21 (5.3) 2(0.5) 0
— % - BHFEEL X OB G OREE 141 (35.9) 14 (3.6) 0
57 64 (16.3) 7 (1.8) 0
i FAnS 38(9.7) 4 (1.0) 0
B K OV T ALk RE 129 (32.8) 10 (2.5) 0
B 50 (12.7) 5(1.3) 0
% O PEIE 35(8.9) 1(0.3) 0
Jii B 20 (5.1) 0 0
YR 73 (18.6) 26 (6.6) 0
ALT $50 20 (5.1) 5(1.3) 0
NGRS s 70 (17.8) 13 (3.3) 0
BARIE 41 (10.4) 6 (1.5) 0
FhERE R K O SRR S 69 (17.6) 6 (1.5) 0
RA 41 (10.4) 3(0.8) 0
Mmigd LY o SREEE 57 (14.5) 20 (5.1) 1(0.3)
2 34 (8.7) 8 (2.0) 0
e 56 (14.2) 4 (1.0) 0
PR IR RE AR T 39 (9.9) 1(0.3) 0

728 AAIGEIEE B BEIZ W TRIVE MM & 13 61 (3.3%) \ ITHERERRE 32 1 (8.1%) .
K52 « BEED T 18 5] (4.6%) . R 3 # (0.8%) . FUIRIRHERERE T 60 1511 (15.3%) .
R PERERE T 2 0] (0.5%) . T IE(RHEEERTE 3 B (0.8%), HPfEREE (F7 2« NL—IE
RS2 o) 20 B (5.1%)  Asdc - B 1 41 (0.3%) . infusion reaction 13 5] (3.3%) .
% « BERUTRIE 1 61 (0.3%) . BEigRelas (R MEMERE %) 1141 (2.8%), &
FED KRGS 10 1 (2.5%) M OGEEELFHERBAE 11 61 (2.8%) RO LT, £
7o VBUNEIRIA, BIEMEEAE, (O, R M OV M il NGB M SR B 1
RO BN o T, KBERFBLUROUIBEESRES (RAMAMERET 2 5) 2304
B RN

AANBEEMCI T 25 FFLIIAFIOAE B FED 36/36 il (100%) . xFRERE C HE
D 24/24 f5] (100%) (258D HiL, 1RERIE & ORREBERNGE T & 2V FHGIIAAIE
FARE B B 36/36 151 (100%) . > HREE C BED 24/24 151 (100%) (2780 BT, AHIOFARE
B BEICEBWTAA & OREBEBENPEE TE WA EFERIT 3536 6 (972%) IZRD L
Ao, BB 10%LL EOARF L ORRBEBRNEE TERWEERFZIIR 6 DL BV T
HoT,
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#6 AARANBEERICBVTHEEARN 10%L LOFEF L ORRERBEFEE TERWVEEER
(IMpower150 FUR) (Z2MMATHRER)

# BRI 537¥8 (SOC: System Organ Class) B # (36 )
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) B (%) B (%) B (%)

AHIE DRRBMENGETERVWEFEES 35(97.2) 16 (44.4) 1(2.8)

Bl 20 (55.6) 3(8.3) 0
5K 9 (25.0) 0 0
L 9 (25.0) 2(5.6) 0
0% 6 (16.7) 1(2.8) 0
Mg - 4 (11.1) 0 0

3 KOV PR ARRE 20 (55.6) 2(5.6) 0
R 11 (30.6) 2(5.6) 0

— % - RHEER L OGN OIREE 18 (50.0) 0 0
TRk 14 (38.9) 0 0
FHEN 7 (19.4) 0 0

B IR R A 11 (30.6) 6 (16.7) 0
I P ER B 5(13.9) 5(13.9) 0
AST H47mn 4(11.1) 0 0
ALT #4/1n 4(11.1) 0 0

R L OB E 10 (27.8) 5(13.9) 0
BAHE 9 (25.0) 3 (8.3) 0

o WABE 8(22.2) 0 0
B BRAE REAX T 5(13.9) 0 0
R A B TUME S 4(11.1) 0 0

Mg LY > GREEE 7(19.4) 3(8.3) 0
FEENE AT H BRI E 4(11.1) 3(8.3) 0
i, 4(11.1) 2 (5.6) 0

O E BRI FIZH MAEFER (IMpower132 #X5R)

HEFERIIAFIOHEED 286/291 1] (98.3%) . *HHREED 266/274 ] (97.1%) 125D
DAL IREREE & DR RBIRDGE T E RWA FEFRIIAAIGHEED 267/291 151 (91.8%) .
KHREED 239/274 B (87.2%) (ZiB b BTz, FHLERDS 5%LL EOAKRHF & ORIRFEED S
ETERVWAEFRIIRTOLEEY ThoTz,
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K7 RBEERS%ULOEAE L ORRBRITETERVEEER

(IMpower132 3R) (Z2MMTHRER)

IRERIRSYEE (SOC: System Organ Class) AHKIOEAEE (291 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bi% (%) ik (%) B (%)
A& DRRBRPEETE RV EFRS 214 (73.5) 77 (26.5) 8 (2.7)
— % - EFEER X O G OREE 115 (39.5) 19 (6.5) 1(0.3)
1% J)9E 47 (16.2) 7 (2.4) 0
57 30 (10.3) 7(2.4) 0
FEEN 23 (7.9) 2(0.7) 0
B e 94 (32.3) 13 (4.5) 1(0.3)
F 39 (13.4) 1(0.3) 0
T 32 (11.0) 4(1.4) 0
fEE R 24 (8.2) 0 0
Mg LY o _REE 61 (21.0) 17 (5.8) 0
2 ifn. 43 (14.8) 8 (2.7) 0
B R KOV T AL RRbE 72 (24.7) 8(2.7) 0
PR 26 (8.9) 2(0.7) 0
Z O PEE 15(5.2) 0 0
&R AR A 65 (22.3) 12 (4.1) 0
ALT H40 33(11.3) 3(1.0) 0
AST #1 32 (11.0) 1(0.3) 0
R L OveaklEE 46 (15.8) 11 (3.8) 1(0.3)
AR 26 (8.9) 0 1(0.3)
A 21 (7.2) 2 (0.7) 0
R IR RE AR T 15 (5.2) 1(0.3) 0

2B, ARFIGHHAEHCB W TRIEMMR A 15 6] (5.2%). FFHEGREREE 45 1] (15.5%) .
KWs2& « BEED FHT 9 B (3.1%) . FEZR 161 (0.3%) . 1 BLHEIRIE 1 61 (0.3%) . HUIRAR
FEREFEE 24 151 (8.2%) . RIFEFFEREFEE 141 (0.3%). FHEMBEREFEE 141 (0.3%). Fhifk
[ (F 7 v - NU—IEEHE L ETe) 5B (1.7%) . Bk - B2 2 #1 (0.7%) . infusion
reaction 6 5l (2.1%) . BHEREMETE (RMEFIEMER ) 761 (2.4%)., HEOKZEREE
8 5l (2.7%) . Lofig 161 (0.3%) . 4FFHERED - FEEWELF HERBAME 24 61 (8.2%) K&
OUEYYE 32 il (11.0%) 2338 bivlz, F7=, EEMEE, K - BBTRRE. &
M 1 Mo OV VE i MR PSR BER 1338 6O B2 Dy o oo AREINE R FEBLIR D3 B
=4 (RKMEERTZ2E5T) 25 0EERETRT,

@O/ IAHFRER  (IMpower130 #UER)

HEFELIIAFOARED 471/473 611 (99.6%) . *HFREED 230/232 ] (99.1%) 1Z78
BV IREREE & DRIRBIR NG IE T & 2RWA FHRERIIAFIGFHRED 455/473 451 (96.2%) |
KTHEHED 215/232 151 (92.7%) T3 BTz, FEBLFN 5%LL LA & DK RERD A
ETEXRVWEEFRZIIRIDOLEBY ThoTo,
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K8 FBIEN 5% EOAK] L ORRBEENRTETERNEEER
(IMpower130 FR) (Z2MMTHRER)

IRERIRSYEE (SOC: System Organ Class) AHKIOEAEE (473 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bi% (%) ik (%) B (%)
A& DRRBRPEETE RV EFRS 354 (74.8) 151 (31.9) 6(13)
B Ik E 191 (40.4) 35 (7.4) 0
TR 108 (22.8) 16 (3.4) 0
[ 80 (16.9) 9(1.9) 0
& i 49 (10.4) 8 (1.7) 0
B 33 (7.0) 1(0.2) 0
— i - EHEER L OG0 REE 191 (40.4) 25(5.3) 1(0.2)
57 117 (24.7) 12 (2.5) 0
% 47 (9.9) 7 (1.5) 0
Mg LY o _REE 100 (21.1) 56 (11.8) 0
F=in 65 (13.7) 32 (6.8) 0
A BRI E 36 (7.6) 20 (4.2) 0
M/ IR A i 29 (6.1) 7 (1.5) 0
R X OV T ARk 123 (26.0) 4(0.8) 0
SS9 37 (7.8) 2(0.4) 0
Z 5 FEIE 33(7.0) 1(0.2) 0
JHEE 30 (6.3) 0 0
Rt LORERES 93 (19.7) 19 (4.0) 0
BARIE 55 (11.6) 4(0.8) 0
K~ 7 x>0 AUE 24 (5.1) 3 (0.6) 0
BRI AR 100 (21.1) 37 (7.8) 0
I R 41 (8.7) 12 (2.5) 0
I R EREED 29 (6.1) 16 (3.4) 0
oy isbE 60 (12.7) 2 (0.4) 0
FRIREERE AR TE 48 (10.1) 2(0.4) 0
B ERER B L OV G f Rk 75 (15.9) 7 (1.5) 0
5 R 28 (5.9) 1(0.2) 0
RAi 25(5.3) 4(0.8) 0
M. MaEREs K OMithmrE S 68 (14.4) 5 (1.1) 2 (0.4)
1% PR 26 (5.5) 4(0.8) 0

2B AFIGHHEAC B W CTRIEMEMZE A 22 B (4.7%) . FFHEREREE 23 1 (4.9%). K
W% - EEED TR 19 B (4.0%) . FRIEREREE 67 Bl (14.2%) . EIEHRERS 5
(1.1%) . TFEAHEERET 2 61 (04%) ., MREETE (X7 0 - SU—JEEHSEZ5T) 29
5l (6.1%) . infusion reaction 9 31 (1.9%). %% « BEBUTEIAEIE 2 1] (0.4%) . EFEHERE
RGN RE) 1261 (2.5%) . BHEO KRS 3 6 (0.6%) . e 1 3]
(0.2%) . GF BRI « SEEEAF T ERIBDIE 66 1] (14.0%) K OVEYLIE 35 1l (7.4%) 73
RBOBNT, £z, BER, 1 BBERW ., BEIEME DI, MK - BERK, OFR &K O
PRI RIS PEERBER 1350 D B 7 v o 1o, AREWEMIZEBLR DI BE RS (B AR A
B2 al) 2 a0EERE =T,
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4. FEFIZOWVT

{LFFERE D & D B\ 3 2580 21E, &GRS & U F TR A (2 BFR )
DT LN TND Z b, Yikilh (BFFHA) ZEUICE M TE Hiiax CTh o H
WD, ZDO LT, EHEMY R 7 EHFHE (RMP) (ZHD & AHI 0 EHK L2 AR
[EEN~ D IS & DR Tdh > T, AR OGN EU) B 22 W - FrE L. AH
DOFEGIZ I BERBIEMZ IR LRSS T 5 2 EBNRERT-D  LLFOO~@D
TRCEWTHRICBWTHEHAT 2 RETH 5,

O MEFITOWT

@O-1 TiLd (1) ~ (5) OWTFNNITHEY T HHTHDHZ &,

(1) FEAEFERENTRET 203 V2 FEHENL SRS GTE RS A2 REEEIL AR P
HOIEEAS A RS BB AR, Mt )s A 2R il 7 &)

(2) FEEHERERDE

(3) TETIRAFNFEE T 2 23 A2 EEEEFIT (DS AR REEERRERPL, 25 A iais
W IigFElE. S AR HEE R R &)

(4) I RALFIEE A RRE U, ARSI 1 U SRAL RN 2 O fii gk FL e
AR D R 21T > TV D Jifik

(5) BUEMEREEEAILL T & BN O i % FHE AR D R & AT > T B ek

O-2  fififes DALHRIE K OBIE I FE B O RIS 53 72 50k & #BR & RO ERT (TR O
WFINTREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnnHZ L,

*

ERaZF IS % 2 FEOWIANHEZET L7-1&1C 5 ELL EO D A TEED G IR IHE %
[THoTWBZ &, 96, 24E0 Bid, BNAREMIREAR T & LRSS ONHE %2
{ToTWVWBHZ &,

ERISeFFEUG R 2 FEOMBNHE ZE T L72RIC 4 FULEORKRRERZA L T\ D
Z & Dby LR MO A TENRE 2 G TR R O BRIRDHE 217 -
TWnsZ &,

© BEADERRFEHREEOEHIZONT

I T A BT D BRI E S L, BEREEN D oD A2k - %
IR OB P ONERSE IR 5 iRt AFFRMNELE LB OWE
. FRESNITAT DN D IEFINE > TN D Z L,
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® BUWER~DOXERIZDONT
@-1 HagkkmICEE§ 2 B

VLRt H S 0> BB 20 BIE I A3 3626 L 7= 81, 24 BRI IR o0 T Y% Ui
EHEREFRIZ BT, FBL L -REIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORER Y AL, EHHITRISATRRZRAH S > T Z &,

@-2 ERMAIEC L DHEERARICET 5 EH

M AR HE D 2 B 2 Sl fe O RE & AT 2 IR RE R H RIER B =4 U
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
BENTVDZ L, 2B, EHEERICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, RFHEREREE . KIZ - HEO TR BER. 1 AR F
WibEE (FURIRERERE S . RIEHRRERE . T RAEERE) . mRkES (7
—IEERE 2 ) . BAERGHE ) IE, MK - BEMRZE | infusion reaction, 2% « AHAL T AbARIE |
EHREREE (RAME BB RE), BEEOREREE, LHE, MERBRIEGEE, i
PRI, S M MRIBA PSR B . (L FIRIEDF RO ik z e (G ek FEEWE
AFHRERIBAME) | ALFIRIEOF RO BYWES) 123 LT, Yikhisx XTI BEERIER O
HME A AT D ER & U (BEHOZK-oXSICE L CTHRER SR EZ T 6
FHEZHDZ L), EHITHEUIRLENTE DIERHNESTNDZ &,

b
L

\Pﬁ\
NEEIVA
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5. BeERB LI BE
SR NE Sh pPA Y |
O AAOBEABGITTROBE BN THIEN RSN TN D,

7T F 8K B b RIEIRE 2 T D UIBR R RE A B W1/ IV SUI s DI
/NIRRT BB (EGFR Bin AR UL ALK A B s Bt BFE iz h®
A EGFR F 1 o> % —PIHEA T ALK F 1 2 5 —PRLEA O
HHET HEBE)

@  AH O OHUENEEGA & O GIT TROBEIZBONTHRMEI RS LT

éo

NIRRT ZF o, RT U EZFENLFORANY AT (BiafHfz) &Pt
B b ALFFRERE O 72 R B RO % bR < BIBRRBEZR LT - FRFE DI/ N T
(7272 L. EGFR &G ZER T ALK BB BIEDBE TR ) B
FIFFRH (AT FTFUXBANRT TF ) RURA R LFt N Lt
AP ALFIERE O 72 R EROE & bR < BIBRARBEZ2ETT - BRI/ N
Jififgg (7272 L. EGFR Bfn AR XX ALK @A &m0 BF IR ) B
HANVRTTF U ROR7 Y ZFRL (TAT 0GR L oftfAks b
PAEIE D 22\ R R 2 B < BIBRASREZ2 AT - R8O IB Nt (7272 L,
EGFR &{n 2 E T ALK @A B MO B 1IR<) B3

® FREICEZ G T D IR A SR D AR DG M O A OW TR A
BIOAIERHESL SN TE LT, KAIDRGEIRLE LB,

W5 HL L2 R % AR 0 A B 5 J OB O BT BRI & 00 BT 5
(ERRIEIE D b % BT 5 A L AL OHCEMEIBEH & OBt S
(LSRRI O 72V VR T B 1. 17 569 2 A1 00 MBI 5% OV o B ME e
A & BB

(E2EHRVEIE O 70\ FER T L Rl B k3 2 A 00 B I B ] O CAHI O
HPEAST: ST U R MO BLEMERESSH & o DF T4 5

@ AFNTEFEILFE S MR (OAKERER) 2\ T, 2LV T M kL
BECHR L CEBIMESREES LTS, 7272 L, R RO B3E Tlid, TC02>IC0
B (SRR IZ 3T HPD-L1%A R B U 7= FE it K& OE B2 M e i 23 & & 2 &
ANNTIUH 1%A) 1IZBWT, KX B REL g LZBEOZ RO K E AN
SUVMEHAD O LI TWD Z e S ALFERIER D & 2 /- ERREOBEIZB N T
IZPD-LIFEL R LR L2 ECAKOE G AT OHM A2 352 ENLEE LV, PD-
LIBEBERNTCONDICOTH 5 Z & MR SN BEFITB W TE, RAILS ORI
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BPE L EET D,

BB, NATRrY X7 (BEE#Z) Oar=FrgliEE (kG4 : PD-LL
IHC22C3 pharmDx [# =1 ) IZ X WPD-LIFEHER (G : a7 0l X~7 (Ent
ML z) O3 = B IR IS B T 2 PD-L1 4 3881 U 7= fE S A1 A3
EODEEDORTHESND) ZHB LR EREOBE TH- T, KAlOZW
O (A5E4 - X Z F0ptiView PD-L1 (SP142)) (2 L 2 FHRAE N REE 2 548101%, U
T O XLREE 2 B E AR OB GO S &2 et T 5,

SCHRAE)

Gadgeel S et al. Ann Oncol 2017; 28(suppl 5): Abstr 12960

[ 4t RS 5 $E]
O FRICHST B BEICOVTEAROR FIEERE SNTVAZ Lnb, Bk

brpnz &

AFN DRI AT LIsBOE O BEEIE D & 5 3

@ WBEHTOFHIZB W T FRRIZEZENS T 5 BEFEICOWV T, ARAOESITHELE I 20

AN

L OVEPERPULL S 72N A TR | EEICARZENT 52 L2 EBRETE 5,
VMR B D& 0F T Z DBIED & 2 BF

P 1 A A C VB 52 % 3R D 2 FBAE S ONE B 0D HCH A i 2 <0 Sk Y it ¢ 45
DI RIEPEZAL D - L D B

H AR B O & 5 B AR L < IXFFRMEDO B g R B OBE D
o DB

ECOG Performance Status 3-4 2 o4

(2 ECOG ¢ Performance Status (PS)

Score

0

=< e TEBY T X 5. FHRl L R U B HAEAHIIRZR <ATZ 5,

1

PRI LR TN RIBR S D23, AMTATRE T, BAEECHE > TOMERIIIT O J LN TE 5,
Bl BEVWF R, P

2

AT IREC A OH OB O = & T~ THRERE SRR TE ARV, B0 S0% Ay 4Tl =

3

RONTZHSOHEOREY OZ L LT, HFD 50%LL EE Xy R+ Cilm =9,

4

LTV, BOOHOMRY OZ Li3a TERY, BRIy RT3,
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6. HEICERL THETNEFH

O MISCEFEITZ ., SERTEER SR D B RME 1T D & AH O FrM: M ONiE 1E A
MAOTDIZ LB EWME B L TS5 Z &,

@ BRGNS, B XTE OFBETAHNMER OEREZ Hoi L, RE x5
ThbokbETHZ L,

@ AbFRERE A AT 2 UIBRA R 72T - FR38 O I/ Nl Ra it B 12 F W TR Ak
23517 5 PD-L1 Z 8B U 7= B AE & QBRI g i 23 5 oo 5 E & b iEsd L
7o L CARRI OB G A EEZAWTT 52 ENLEE LD, ZRODNHERTE RWEAIC
X, ARFIOME OS2Il L E T35 &,

@ EREWERHDO~RT AL MZONT

BEMER RN S HOND Z L NH DD T, KEOEEITHT- > TIE, FEE
e (PR, ik, FEEVE) OB & OEE X SR o s, Bz -+
W79 2 &, Fio, LEIG U THE CT. i~ — 7 —%DR&% FEiiT 2
&,

AFNOP 5L EE D infusion reaction (2 2 CEAMFIZ 726D TE 5 Y
i %17 > 72 ECBgA L, ARFIE G R OARFIEGH T %1331 Z A &
ET 5%, BEOREEZ /DI85 52 &, 70F5. infusionreaction % F8EL L
AT, R TOMBEROIERNERICEET 2 E CREE+BET5 2
E

FFEEREREE N B B D Z L3 d D DT, AFI O HBIRART R O 51 W 11X
EHRICATHERER A (AST. ALT. y-GTP. Al-P, B U /L E U ZDHIE) % Fhi
THZ L,

R AR RE R | BB RAERR E L N T RIS REREEN S b Z el DD
T ARAFNOF 5-BAtART R OB 581 M i3 @ I Ny iesk e (TSH, bzf
T3, #E#fE T4, ACTH, M =5 —VEOflE) 23252 &,
AFNOEHIZ XV | BEORPE ISR T 5 &5 2 S Dk~ 7B e
DoLONDLZERDHDH, BFEPBDOOLNTLEITIL, BERLEFLIIL U
B 22 FNak & R BR 2 RO [ Al & s U CE bl 2 BB B W 2 ATV B sk
FOSIZ & B EWER NSO 258121E, AFIOWRIE T, K OFIE RE R
NECHIOBRGEEZBET L2 L, 2B, BIFKERVEOREICTLYEIE
FOYGENRTRD B AR WA, BB AR VE LIS o Sz fiil 7 o080
HLEET D,

G T, BEM D ARGE L COLRIERANRET D Z RN H720,
AENOE G THIZHEWER ORI ITEET D,

1 BUBEIRIB N B D bodu, FERFMES N7V R—V RAZEDLZ ERHHDOT, O
B, D, NEM-EOERORBEBCMBEED LA H0EET 52 L, 1 BER
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WREEDN - HAIIT R EE2 I L, 4 A Y URIEI O 55O D) 72 AVE &
1952 &k,
® OAK RERTITELBILA2S 36 i % T, IMpowerl50 &R, IMpowerl32 #RER K Y
IMpower130 FBR CIaf&5-BltE2 5 48 i £ <% 6 BRI, TV hoR
Bty 9 WG CHMEDFE 21T > T2 2 & 2 5E 2, ARIELTIXEMIC
G CRROMREITH 2 &,
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(BR7E4 - 72> b Y 7 BT 1200 mg)
~ 7|N Rl B ~

SRITES H (FFfn 249 AHET)
JEAE FEE
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ARHN DR, 1ERET
i PR BSAR
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S EED O B ASY ey
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P9
P10



1. IXL®ic

IS DOF N - BEVEOHER DT DIZIT, B SCEFICE SV B A A R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 J R 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ FICHLER BT IR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 (CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOMHRAORE(LHEZXS Z L L ShTnd,

BOFVE RS E SR ST, SRS 2 T 1 7 7 A ADRBEE D ES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT I LTERT S & &bz, mIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 B0 b B e ik B 2
F RO EFREE T,

I, RHA BT A 3 MAZATBAE NEI L EREIS O, /IS EEEARAER
BRI 7o, —AFEENE N A ARBRIRNBHE S FEdR B FTEEE A B AR P2 &k O
—MRFERTEN B AR ER 2D/ 0 b LR LTz,

KGR HEIEN T/ N 7 AEEE 1200mg (4 T Y ) AT GBI
THAHLZ))

R E T DRREUTRE: « A Nl A e

HEERDAEROHE : WVRT T F U RO bRy REOFHHICEBWT, @HE, AL
377V ) XA~7 (Eiaf#Hz) & LT1[E 1200 mg & 60 43
2 T 3 MR CREFET 2, 23, YIRS ORAEMEN R
I ChIUL, 2 BIH LD G R 30 /0 £ THMiTE 5,

B 0E ik 8 F - PO

(%)

HNRT T F o ORI R, LR OHE

SHRE ST T+ i/ N e e

FER OV - 8%, RAZIZH VR TZF L LT, 1 B 1A 300~400 mg/m? ({53
mfE) Ah L, Dl b 4 EMRES S, k1 7—ré L, &
B0 RS, Zpds, BB, B, KA, ERICE D EEHERT 5,

T MARY FORRESUIZN R, HIER &
BRE SR« il N e



FEROHE : = PR FE LT, 1 BHE 60~100 mg/m® ((AFmEME) % 5 HFEER
MEE L, 3BEEKRET S, hze 1l 7—nE L, BH5EED KT,
ek, G EITEE, ERIC XV EEERT 5,

FRRFRERIZ 31T 2 M o ik - MEIE 13, R OE (P5~) S



2. AHRN DR, 1EREF

T Y 7 EREEHE 1200mg (—i%4 T TV U XA~T (Bla#z) . DLF IR

FlJ EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 417- programmed cell death ligand 1
(LLF, TPD-L1] W95 ,) iZxtd425%%E 77U Gl (IgGl) 777 A0kt MEE
J 7 a—FNHETH D,

CD274 (PD-L1) &, EENIZEW THUFIR RIS IZEI L TRV | & ELY
VRER (T MR, BMIfR L N F = T % 7 —T fifn) 2B+ 5 CD279 (LLF, [PD-
1] £vo,) KUNCD80 (B7-1) &ffAE L, REISELZAICHIET LI EZX 6N TVD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EREIZ B L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #iA XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1%, MRS HURRFELAY 72 T AR © OB R
RS AFDO—D2 L LTEZLNL TN,

AHNL, PD-L1 OffasMEKICfE S L, PD-L1 & PD-1 & OfAEAET 2 Z L5
0 DATURFEERRZ: T Mifa oM EFTEME 2 TR U, 5 OHEM A+ 2 &3 %
LTV D,

ZID DHIEN G | AANTHENEREG T 287 R InEKIC 2 0155 6 O & WIRF S i,
/R B Akt & LT ERRRRBR 2 950 U, AME, 22t R VAR MR R S 1
7

AFNOVERIBEFFZ I <38 ORI L DRIEM R & 6 b, BEEUIET
(CEDFREMED B Do ARIDOEE TR ORERITIT, BEOBIEZ 21T, RED
RO BTG AR, BB L2 F RIS U MR sk & #RBR 2 R BRI &ddE L C
)22 EERR W ATV B DS RUGIC X D EIEM gD 255101, Bl BE R
IV CRIOREEDEYLILEZTT O BERDH D,



3. BRPRARE
HE AR N e fifieg O AGREFIC Bl &2 1T o 72 E 72 BER R O g 2 7~ 9,

[H2hhE]
O EREILFEZ 1 /IFEFRE (IMpowerl 33 #5k)

{LAFIREE IR O 72\ i R AR NI e R 21403 B (A AN 42 il &de) ZRtRic, K
# 1,200mg, HIVRTTF O MR ROGEAEE (REIRE, 201 F) OFREKL
OWZ2e2Mae 7 78R, DVRTT7F U T Ry ROJERES (777 B AREE, 202 41)

&g 5 T /MAHRRER 2 F2hi L 7272,

HERHT OFE R, 2EEEMICIN T, RFIHETT 7 2 AR & ik U C 25 HEE
ThHOH>EAEFHM (LT, T0S) &v9,) OFBERIEENGRED b ONF— Kb [95%
{EHEX#] :0.701 [0.541,0.909], P=0.0069 [ &5 log-rank & & ], A EAKAER M 0.0193) |
WA [95% S HE X ] IIAKIRE T 12.3 [10.8,15.9] WA, 7 Z&HREET 103 [9.3,11.3]

HATH-7- (K1),

*1 . kA o> FLHEI Veterans Administration Lung Study Group (VALG) staging system for SCLC (2 -5\
THIkr Sz, £, REA/NRIZMHEE IS DARIEE L B #RE (CRT) ZlEfT L. 2>
BT O, BURHRRRETE XX CRT 706 6 1 A UL ERSGE U 7% ISR E NI ATE & 220 S

NizEE LHAEAN SN,

*2 1 KF11200mg (LT T T ®R) ROHARTFTF > AUCS 2434 70D 1 HABIZ,

T RARUK

100 mg/m? &% 7 L@ 1, 2, 3 H BIC 3AMMMET 4 V1 7 V5%, A4 1200mg (UL

Z®R) & 3WMEERETRE L,

1.0 ey
09 ""“-..,‘_::L‘
08- L
",
0.7 ."-::\_‘
0 06- . S
—_ ‘.‘ i
& 05- T T
R S
H 044 “'-1.“ T,
03 “«-._.ﬁ....m‘ IL B
s I
029 wimimin FottE A
014 ====FFE T
. FTEYY
0.0+ T T T T T T T T T
atrisk® 0 3 6 9 12 15 18 21 248
FEE 201 182 159 121 74 33 5 1
FSERE 202 186 160 114 59 21 3 2

1 OS @ Kaplan-Meier Hi%R (IMpower133 3AB) (£BE£EM)




(224 14]

O EFELRES /MRS (IMpowerl33 #5R)

AEFRITAAIRED 198/198 il (100.0%) . 77 EARKED 189/196 il (96.4%) 1Z7E
D HAL, 1RERIE L DRV EE TERWEFEFRITIAHFIEE 188/198 5] (94.9%)
7T B ARE 181/196 B (92.3%) TR BTz, FBLERD 5%LL EOAH] & ORI R
DBETERVHEERIIR1OLEBY ThHhoTo,

1 FBRN 5% EOAK L ORRBEVTETERVEEER
(IMpower133 3BR) (Z2MMTHRER)

SRERIKRS¥E (SOC: System Organ Class) AKIEE (198 4)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) % (%) B (%)
A& DRRBRPEETERVWEHERS 128 (64.6) 51 (25.8) 1(0.5)
B Ik E 37 (18.7) 5 (2.5) 0
G 18 (9.1) 0 0
THi 12 (6.1) 4(2.0) 0
{5 R 12 (6.1) 1 (0.5) 0
Mg LY R REE 26 (13.1) 14 (7.1) 0
i 17 (8.6) 5(2.5) 0
A BRI E 13 (6.6) 11 (5.6) 0
— % - EFEER OB G OREE 24 (12.1) 2(1.0) 0
i 24 (12.1) 2 (1.0) 0
e 23 (11.6) 0 0
FOPR IR REAR T 18 (9.1) 0 0
R A RE TUHESE 10 (5.1) 0 0
Rtk L OvsEmEE 22 (11.1) 1(0.5) 0
FAREE 22 (11.1) 1(0.5) 0
BB K OV T AR 22 (11.1) 0 0
Bl 12 (6.1) 0 0
JIEE 11 (5.6) 0 0
PR AR AR 16 (8.1) 9 (4.5) 0
RN TS 11 (5.6) 2 (1.0) 0
At R B 10 (5.1) 8 (4.0) 0
BE, PHEB X OWESIHE 10 (5.1) 4(2.0) 0
AL D BG 10 (5.1) 4(2.0) 0

7. AFIBECIR O CTRIE MR 3 61 (1.5%). ITHReRE 5 61 (2.5%). K%k -
HEOTHI6 61 (3.0%). BER 161 (0.5%). FUIRIMEREREE 26 B (13.1%). FRELFEE
(X7 v « NU—JEEREEZETe) 96 (4.5%). infusionreaction 11 1 (5.6%). fh4< +
R RLRAE 11 (0.5%) . EHRelEE (RME HEMER %) 361 (1.5%) . BEEDK
JEREE 6 B (3.0%) M OFHERED « FEEVEL ThERIBUE 24 B (12.1%) 23378 b
Too Fio, | BUBERIS, RIBHERERE S, TN EHREREE . SEM I AE, AR - BEEE
DA, IR I R OV g% M L/ IR MR SR B 13788 D 7e o 72, ARITER 3B
WROLEBhEHES (RRRAEERT 2 50) 230EERE =T,



4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEZREWERZR%ELLT-
BRIZKIGT D Z B2 LLFOO~Q@D T X C &7 hsk iz W THEHAT S
RETH 5,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTNNLICHEY T HMX THH &,

(1) EAFHEREDFEE T 205 ViR PE S G BT RS A 2R EEHL R L
HIIEAS A RS BRI . Mtk )s A 2Rl 72 &)

(2) FEEHERERDE

(3) HBENFIRAFNFEE T 208 AP (D AR RESEE E P, 25 AR
W wEbE. S AR R &)

(4) I RALFEIEE A FRE U, ARSI 1 U SRAL RN 2 O fii gk FL e
AR D R 21T > TV D Jifik

(5) BrEMEREEEAILL T & BN O i % FHE AR D R & AT > T B ek

O-2  fififeg DALFHRIE K OBIE I FE B O RIS 53 72 50k & #BR & RO ERT (TR O
WFINZREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnnHZ L,

*

AN ETEUS% 2 FFOWIANHE 2T L7121 5 FELLEO B AIBRE DS RIHE %
{ToTWAHZ &, 96, 2L EIT, BAEYEEZ L LIEBRRIESGEONHE %
ITHoTWVWBHZ &,

ERISeFFEUG R 2 FEOMBNHE ZE T L72RIC 4 FULEORKRRERZA L T\ D
Z&o 9B 3AELLRIZ. MO ATEYNRE G T PR S O BRIRAHE 21T -
T2,

© BENOERREREHOEHIZONT

G HE BUCIE R 2 BMEE S ALE S, BRSO OB D, A2k - &2
IR OB B ONERSE IR D I et AFFRNELE LG EOWmE
. FRESNITAT DN DIEHINE > TN D Z &,




® BUWER~DOXERIZDONT
@-1 HagkkmICEE§ 2 B

VLRt H S 0> BB 20 BIE I A3 3626 L 7= 81, 24 BRI IR o0 T Y% Ui
EHEREFRIZ BT, FBL L -REIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORER Y AL, EHHITRISATRRZRAH S > T Z &,

@-2 ERMAIEC L DHEERARICET 5 EH

M AR HE D 2 B 2 Sl fe O RE & AT 2 IR RE R H RIER B =4 U
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
BENTVDZ L, 2B, EHEERICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, RFHEREREE . K - HEO TR, MR, 1 BUBERIF
WiEE (FURIRPERERE S . RIEHRRERE . T RAWERE) . mRkES (7
—IEERE 2 ) . BAERGHE ) IE, MK - BEMRZE | infusion reaction, 2% « AHAL T AbARIE |
EHEREREE (RAME BB RE), BEEOREREE, LHR, MERBRIEGEE, i
PRI, SR M MRIBA PSR EER . (L FIRIEDFR RO ik m e ek FEEWE
AFHERIEVDE) . AEFERIEDE R O BYWESF) 1Tk LT, M i%htiax X Tir B ERER O
HME A AT D ER & U (BEHOZK-oXSICE L CTHRER SR EZ T 6
FETHDZ L), EHITHURLENTE DIEHNESTNWDZ &,

b
L

\Pﬁ\
NEEIVA



5. REXMRLLRDBE

(A0 BT 5 de]

O AR D 72 R AL MR B 2B WO TR, WAV RT T F o RO R R
v RE DO OEIMERRER TV S,

@  FREIZEEY T 5 BTk 2 ARB| OG- K O FH 51OV Tk, ARANOF 0
ESL SN TE LT, AAIOBRGRF L7520,
o DO TAHBNDOEZNMEN R S TWRWOHTEMIESE R & OFFH#% 5

(2t BE4 2 5]

O TRICEZY T 2EEIZOVWTIIAFIOTRG N EZR LI TNWDL Z b, 52T
PIRNT L,
o KA LSBUE DB ED & % B3

@ JRREATORHEIC BV T FRRICEE Y T2 BEIC OV TE, AFOREGIIHEE S LR

DS, MOIRFEIIE D R WIGEITRY | HRICAHZFENTL2 2L 2ZETE 5,

o HEMERREDOSIUI T OBED H 5 B

o JuEBEiGRE A CHE R 2780 5 B K OVEEIE O B BRI B IS <05 Gt fiti ¢ 55
DRI IRIEVEZAL DN - B D B

o HOREREDOD L EE UTEMERE L IXFFMED B iz kB OB TR D
oD BE

»  ECOG Performance Status 3-4 =V 0

GED ECOG ¢ Performance Status (PS)

Score

0 2 [ EBTE 5, RITaIL R U HEAENHRZ <172 2,

1 PRI LR TN RIBR S D23, AMTITRE T, BEAEECHE > TOMERIIIT O Z LN TE 5,
Bl BEWF R,

2 | BATAHECER O OE D O = LTS CAREAMERETE L, ABO S0%LERA Y FA Tl T,

3 RONTZHSOHEOREY OZ L LT, HFD 50%LL EE Xy R+ Cilm =9,

4 E<ET RV, BOOFDEY O LFES TERY, Ry FR Tl I,




6. HEICERL THETNEFH

O WMISCEFEITZ ., SERTEEE DRI 5 EBHFITEED & ARH DRk K OV
MAOTDIZ LB EWME B L TS5 Z &,

@ RERLRIZEN D, BE X XZ OFIRICH IR a2+ o0 L, REE25
ThbokbETHZ L,

@ ERFWEHDO~HXT AL MZOWNT

WEMEEER S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, nmk, FEENVEE) ORER K O X Mird O F i, Biggx 1+
4TS 2k, Fio, BEIRUTHES CT, MiF~— —%Dita £ 2
Z &,

AFN O 5L EE O infusion reaction (2 2 CEAKFZ 72D TE 5 Y
i %17 > 72 ECBgA L, ARFIE G R OARFIEGHE T %1331 Z vt &
ET 5%, BEOREEZ /DI85 52 &, 70F5. infusionreaction % F8EL L
AT, R TOBIER OERNZRICEIET S TREZ BTS2
E

FFREREREE R B B d Z &R d D DT, AFIOF HEBIHART MR O 51 W 11X
EHRNHTRERER A (AST. ALT. y-GTP, Al-P, B U L E LV ZEOHIE) % FElfi
T5HZ L,

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H Db D Z e NHDH D
T, ARANOFE G- BRAART R OB G-I X E IS N IS REMR A (TSH., A
T3, M T4, ACTH, M =29 — VR OflE) 2 3EEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b kA B
DHLDONDZ EnbD, BENBDOLNLEHEICIE, BELEERIIS U
BLFR 72 05k & FR5R & RO R Rl & 8 U Cl bl 2R BRI W 2 1 T\ IR ik
BOGIZ £ 2 BEWER DB 258121, AFIOWRIETH 1L, R OEIE RE R
NEHOBRGEELBET D2 L, 2B, BIBERERLVEOREIZLYEIE
MOUEDTRD HIRNGA T, B BB RV - LSO S i o8
HLEET D,

B A& T, BOEM 5D ARGE L COLRIERANRET D 2R H720,
AR OEEHETHIZHREWEM ORI 2ITEET D,

1 BUBEIRIG A & o, BERFES 7V R—V RZELZENRHDHDOT, O
8. Bl MRS OFER ORBLLMAEED LIS H0EET 5 2 &, 1 KR
WO SGEIZIT G EZ I L, A >R Y RFIO B2 oY) 72 AL %
152 &,
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@ IMpower133 #fik TII#& G-BAA7> & 48 1 £ TiE 6 MMM, CA LAREIE 9 3 il i b
THIMEDOFHE Z1T > TW e 2 L 2B EIT, AAFRGTITESICEGEE TR
DR ZATH Z &\
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BB REET A FT7 A~
TTFY Y RA<T (BinTH#X)
(B5E4 - 7Y MY 7 BEFHE 840 mg)
~FLEE~

SRTEL 1A (Ff 249 AHETD)
JEAE FEE




SR

AN e

X LI

ARHN DR, 1ERET
i PR BSAR
Higklc oW T

S EED O B ASY ey

BEICER L CTRET & HIH

P2
P3
P4
P7
P9
P10



1. IXL®ic

IS DOF N - BEVEOHER DT DIZIT, B SCEFICE SV B A A R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 J R 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ FICHLER BT IR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 (CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOMHRAORE(LHEZXS Z L L ShTnd,

BOFVE RS E SR ST, SRS 2 T 1 7 7 A ADRBEE D ES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT I LTERT S & &bz, mIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 B0 b B e ik B 2
F RO EFREE T,

I, RHA BT A 3 MAZATBAE NEI L EREIS O, /IS EEEARAER
BRI s . —MAERTE N B ARER IR NRHE & R OVt FE N B RS2 O 0
b EER LT,

KR EMRDERN T MY 7 REFHE 840mg (—fk4 : 77 Y U X~ 7 (BT

HHHEZ))
SR LR DRENIIEE « PD-L1 DRV 2 JIRENED D HER2 Fattd FIFARE XL
LR R

WHELRAMERORE : X7 U Z X8 )L (TAT I RER) L ofHick T, @E.
FRNIZIET 7Y ) A~=7 (BEEFHHEEZ) & LTI A 840mg %
60 737> F T 2 MR CAEEET 5. ok, FIEREGOAE
PERN EAFChIUE, 2 [0 H LA O 5-H L 30 43R £ CHEME T
ERAR
® s R 9E ¥ H - PAAREERRAS A
(%)
RV EXRN (TATIRER) OZREUIRER, ELKOHE
ZhRe SAFZh R« Fs
FIEROHE : 77V U A~7 (BiaE#fz) Lotz T, @E, A S
7V Z%EE LT, 1 H1E100mgm? (KREERE) % 30 500 TR
WEHEL, 272 &b 6 HHREE ST 2, A | [l 5-% 3 Ak L, 4
HEIIARE ST, 2had 1 a—RE LT, HEEEVIRT, o, BF
OIRABIZ LV T EIRET 5,

2



2. AHRN DR, 1EREF

T b T EEEHE840mg (R4 7TV ) A~ T (B Z) . LLF TR

FlJ EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# Z417- programmed cell death ligand 1
(LLF, TPD-L1] W95 ,) iZxtd425%%E 77U Gl (IgGl) 777 A0kt MEE
J 7 a—F AR TH D,

CD274 (PD-L1) &, EFENICEWTHRIERHIEEICEIR L Tk, kLY
VRER (T HERE, B A N TF = 7 0% 7 —T flifn) 23835 CD279 (LUK, [PD-
1] £ oH,) KUCD8O (B7-1) &ifie L, SEISEZAICHIET LB BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EREIZ B L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #iA XA
TV, PD-L1 & PD-1 240 L7, MR MRS HURRE A7 T Mla) & OB RSE
ZEHET 2 O—2 L L TEZ LTS,

AHNL, PD-L1 OffasMEKICfE S L, PD-L1 & PD-1 & OfAEAET 2 Z L5
0 DATURFEERRZ: T Mifa oM EFTEME 2 TR U, 5 OHEM A+ 2 &3 %
5 TWVW5D,

T DHIEN G | AANTENEREG T 287 I KIC 2 0155 b O L WIR S,
FURBEE 2ot R & LT ER 2 Ehi U, Ahith, etk XA R ST,

ARFNDVERREFF LD B DRERIRIC L D RIEREDRN & bbi, BHEXIIET
(CEDAREMD B D, AFIDOBEG-h R ORERIZIT, BEFOBRE 72T BENR
P BT AT, FEBL L2 FRITIE U 7S MR 22 Nk & B8R 2 R RN &g L T
WY BERRE W 2 ATV B OSRE RIS X D RIER 25D 2 5 a 1213, B RE AR
IV CHIDBGE O RLEZAT O BB D D,



3. ERIRAHE

RVECZEER (LLF, THRY &5 ,) BEMEro b b EABnssiER 22K 2 (LLF,
THER2) &9 .) BEMEDOFITARE LA FE IR O AR REAN 21T - 7o F 722 BRIk
DRAR % T,

[ 2]

O EREILEZ A FER (IMpassion130 #X5k)

HRf% « RS FLIE IS )3 2 2 G PEORIREE D 720y HR 2P0 HER2 B2 O Fili R iE
AT B 902 7l (HARN 65 il & &mte) ZxtBIT, KK 840mg KU/ 27 ) Z %
o (A7 UREAD) (LU, Thab-PTX) W9 ,) OfF#EE ORAIGHARE, 451
) OFINER W2tk E 77 B AR KO nab-PTX O 5 (nab-PTX B, 451 f5]) &
b 25 1 AHRRER 2 Fhe L 72", EEER b Sz ED 5B, 369 il (AAAN 25 4
ZEte, AFIGHARE 185 #, nab-PTX £f 184 ) 7% PD-L1 [BPERFHEM™ & &z,

T oA MESNTZEBED 9D B PD-L1 B EE LRI T, AFIDEAEET nab-PTX
BE & bl U CEERHMIEE O — > Th 2 WA OF B RIEE DGR b (N
— R [95%f54EX ] : 0.62 [0.49,0.78], P<0.0001 [J&H!| log-rank fR7E]. A B AKUER
1 0.005) . H Il [95% (MK 1IAKIDFHRET 7.46 [6.70,9.23] 77 A, nab-PTX
T4.96 [3.81,555] WA TH-7= QVUSFEA4H1THT =Xy bA7, K1),

14l fE 1A 27 0E LT E 1 KOS HRICARKIXIZT 7 B A% FIRNE S L7Z, nab-PTX 1% 100

mg/m? %% 1, 8 XV 15 A BIZEIRNEE L LT,

*2 1 X% OptiViewPD-L1(SP142) % F T, MEEHAMR A IZI1T % PD-L1 Z 5B U 7o fEEHE 1 5%

IS 5 281G (1) IZoWTHERIE S, 1IC123 IC=1%) Th HHAIT PD-L1 Btk & 1l

iz,
1.04
094
084
40 074
g 064 \
#H 054
E o,
¥E 03
02+ Ny
nab-PTXEE '
01 ces ABIgERAR !
cod * FH59Y
T ) 4 T T L 1 . §. 14 v T T
at risk %1 0 3 6 a 12 15 18 2 24 7 30 33(8)
nab-PTXEE 184 127 62 44 22 n 5 5 |
AFIGHEE 185 146 104 75 38 19 10 6 2 f

1 EHEEAFHIR O Kaplan-Meier BigR (PD-L1 [BHEREEM)

4



(224 14]
O [FHEEHFRIFEIFA KSR (IMpassion13055#)

HEFEGIIARAIOFHEEDA449/452] (99.3%) . nab-PTXEED429/438%1 (97.9%) 258
Hiv, TREREE & ORRERAEE TE RWE FHRIIAF O HHE436/45201]  (96.5%) .
nab-PTXHEIZ410/438%1 (93.6%) 78D Hivlz, FHLRD5%LL EOAA| & O KREBERS A
ETERVWEEERRIIRIOLBY THhoT-,

K1 BEEBBS%IULOAE L ORRBERITETERVWEEFL
(IMpassion130388%) (ZE&MEBITHREM)

SRERIRSYEE (SOC: System Organ Class) AZIOFHEE (452 1)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) B (%) B (%) B (%)
A& DRREBEPEETERVWEFEES | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - EFEER X OB G OREE 210 (46.5%) 19 (4.2%) 0
i 126 (27.9%) 12 (2.7%) 0
FEEL 42 (9.3%) 1 (0.2%) 0
) hE 28 (6.2%) 2 (0.4%) 0
HLIE 23 (5.1%) 1 (0.2%) 0
B IBEE 196 (43.4%) 13 (2.9%) 0
L 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
oA 35 (7.7%) 1 (0.2%) 0
s i 27 (6.0%) 1 (0.2%) 0
B K OV T ALk RE 157 (34.7%) 6 (1.3%) 0
SS9 51 (11.3%) 2 (0.4%) 0
5 FEIE 40 (8.8%) 0 0
Jii B 39 (8.6%) 1 (0.2%) 0
M LY v ARG E 76 (16.8%) 15 (3.3%) 0
2. 54 (11.9%) 2 (0.4%) 0
I T ER e i 29 (6.4%) 11 (2.4%) 0
Por WA 5 77 (17.0%) 3 (0.7%) 0
FOPR IR REAR T 57 (12.6%) 0 0
TR R E 107 (23.7%) 14 (3.1%) 0
SEYR 35 (7.7%) 1 (0.2%) 0
LB R 23 (5.1%) 0 0
M. MEREs X OWthmbE e 76 (16.8%) 7(1.5%) 0
DR 30 (6.6%) 0 0
=% A 28 (6.2%) 3 (0.7%) 0
Rtk KOsk E 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
R AR A 78 (17.3%) 24 (5.3%) 0
ALT #41 33 (7.3%) 6 (1.3%) 0
AST #/1 29 (6.4%) 7 (1.5%) 0
B R 36 KOG A Rk 71 (15.7%) 3(0.7%) 0
FA 29 (6.4%) 0 0

2B, ABIGHHEC B W CRVE MR A 11 61 (2.4%) . FFSRERETE 47 61 (10.4%) .
R 2 B (0.4%) . KIBZE - EED TH 9 H (2.0%) . FARAREREREE 78 1] (17.3%) .
BIFEEEBEREE 561 (1.1%) . BMZS - BEREZS 2 f51) (0.4%) . FhRFEE (T2 « N L —EfE

5



HEZET) 34 B (7.5%). BHEOKEEE 4 61 (0.9%). BHERES RS FEM
BREE) 241 (0.4%) . infusion reaction 7 5 (1.5%) . &fFHERID « FEENE LT HhERIEVE
43 i (9.5%) K OVEYLIE 43 B (9.5%) 2GR Bz, Fo, 1 HBERIE, T EAEHHE
PR, EEMEEAE, Mide. BERUTREME, DA, WILPER L., S R
BRBRIEER O bR o 1o, AREIWERBBUR DU E S (FBRAREEET 25T %
BRI RE T,



4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEZREWERZR%ELLT-
BRIZKIGT D Z B2 LLFOO~Q@D T X C &7 hsk iz W THEHAT S
RETH 5,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTNNLICHEY T HMX THH &,

(1) EAFHEREDFEE T 205 ViR PE S G BT RS A 2R EEHL R L
HIIEAS A RS BRI . Mtk )s A 2Rl 72 &)

(2) FEEHERERDE

(3) HBENFIRAFNFEE T 208 AP (D AR RESEE E P, 25 AR
W wEbE. S AR R &)

(4) I RALFEIEE A FRE U, ARSI 1 U SRAL RN 2 O fii gk FL e
AR D R 21T > TV D Jifik

(5) BrEMEREEEAILL T & BN O i % FHE AR D R & AT > T B ek

O-2  FEOALFHRIE K ORIE R FE SR O RIS 53 72 50wk & #EBR & FroERl (TR O
WFINZREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnnHZ L,

*

AN ETEUS% 2 FFOWIANHE 2T L7121 5 FELLEO B AIBRE DS RIHE %
{ToTWAHZ &, 96, 2L RIT, BAEYEEZ L LIEBRRIESGEONHE %
ITHoTWVWBHZ &,

ERSEFIGE 2 FOWMINHE ZAE T L721RIT 5 4ELL LI O 0 LWL %
& LIRS - DRIRIHE 21T > T\ D Z Ly

© BENOERREREHOEHIZONT

G HE BUCIE R 2 BMEE S ALE S, BRSO OB D, A2k - &2
IR OB B ONERSE ISR DI et AHFFRNEE LG EOWmE
FH . FRESNITT DN L IEFINE > TS Z L,




® BUWER~DOXERIZDONT
@-1 HagkkmICEE§ 2 B

VLRt H S 0> BB 20 BIE I A3 3626 L 7= 81, 24 BRI IR o0 T Y% Ui
EHEREFRIZ BT, FBL L -REIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORER Y AL, EHHITRISATRRZRAH S > T Z &,

@-2 ERMAIEC L DHEERARICET 5 EH

M AR HE D 2 B 2 Sl fe O RE & AT 2 IR RE R H RIER B =4 U
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
BENTVDZ L, 2B, EHEERICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, RFHEREREE . KIZ - HEO TR BER. 1 AR F
WibEE (FURIRPERERE S . RIEHRRERE . T RAHWERE) . mRkES (7
—IEGERE 2 ) . BAERGHE ) IE, MK - BEMRZE | infusion reaction, 2% « AHAL T MlARIE |
EHREREE (RAME BB RE), BEEORERESE, LHE, MERBRIEMEE, i
PRI, SR M MRIBA PSR EER . (L FIRIEDFR RO ik m e ek FEEWE
AFHERIEVDE) . ALFERIEDF R O BYWESF) 1Tk LT, M i%htiax X Tir B ERER O
M2 AT D ER & U (BHEHOZK-oXSICE L THERER OS2 Z T 6 b
FHEZHDZ L), EHITHEUIRLENTE DIERHNESTNDZ &,

b
L

\Pﬁ\
NEEIVA



5. xR L BE

(B2 B3 % 9]

O B - BRAFITTT 2 2 EORNREE O 72y PD-L1 BitE (EEERIC T D
PD-L1 Z %8 U 7= JEEHRIE s M 23 (5 6 2 EIA DY 1%LL ) @ HR 247> HER2
FEtE D P RRESUI TR ILEBF IZB W TAA L nab-PTX & OUF G- OF 2%
DRSINTND,

2. PD-LIORBIRIUCOWTIET TV U A~7 (Bl ffaiz) oo =%
Vsl (BFE4 X Z FOptiView PD-L1 (SP142)) Z AW THIET S Z &,

@ TFRLICEZY T 2 BT D AAN OB K O GIEIZ W TR ARIOAF LMD
MESLESNTE LT, AAOHREGHR LR B,
o DOTHRAIOAE DR S TR OFTEMEEEA] & OfF 5
o iRl - TR IR

(2B 2 5]

O TRICEZY T 2EEIZOVWTIIAFIORG N EZR L SN TNWDL Z b, 52T
DI L,
o KA LSBUE DB D & 2 B3

@ WBFEATOFHHIZIB N T FRICIEY T 2 BH T OV T, AHlORGITHER S 20

D, MOIRFEIIE D R WIGEITRY | HEREICAHZENTL2 2L 2ZETE D,

o HHEMEMKEDOGHUTZ OBED H 2 B

o MaES R A CRVE R 258 0 £ B K ONEBIME O KU Sl I <0 gL M it 9% 55
DI RIEPEZAL D - L D B

o HOEREDOH D EEUTIEMERE L IXFFEMED B Qi ik OB TR D
oraysecy

*  ECOG Performance Status 3-4 "V 0 B

() ECOG @ Performance Status (PS)

Score

0 2 MR TEBTE 5, FATE [ U B FAERRHIRZ <ATZ 2,

1 PRSI LOTEBNIHIBR SAL DA, AITHRE T, BAEERIE - TOIERITH Z LN TE 2,
Bl - BVWFE, R

2 | BTARETANOHOE Y O L EF S CAEEEAERIITE RV, HHO 0%k LES y FACHl 2,

[RONTZEZOHDOEIY DO L ULNTERY, HHO 50%LL L&~y RO Tl 7,

4 E<ET RV, BOFDEY O LFES TERY, FRICy Rk Tl I,

9



6. HEICERL THETNEFH

O WMISCEFEITZ ., SERTEEE DRI 5 EBHFITEED & ARH DRk K OV
MAOTDIZ LB EWME B L TS5 Z &,

@ RERLRIZEN D, BE X XZ OFIRICH IR a2+ o0 L, REE25
ThbokbETHZ L,

@ ERFWEHDO~HXT AL MZOWNT

WEMEEER S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, nmk, FEENVEE) ORER K O X Mird O F i, Biggx 1+
4TS 2k, Fio, BEIRUTHES CT, MiF~— —%Dita £ 2
Z &,

AFN O 5L EE O infusion reaction (2 2 CEEAMFIZ 72D TE 5 Y
i %17 > 72 ECBgA L, ARFIE G R OARFIEGHE T %1331 Z vt &
ET 5%, BEOREEZ /DI85 52 &, 70F5. infusionreaction % F8EL L
AT, R TOBIER OERNZRICEIET S TREZ BTS2
E

FFREREREE R B B d Z &R d D DT, AFIOF HEBIHART MR O 51 W 11X
EHRNHTRERER A (AST. ALT. y-GTP, Al-P, B U L E LV ZEOHIE) % FElfi
T5HZ L,

FORIRFERERE | RIRHSRERE E R OV F IR EEREN H OIS Z ENHDH D
T, ARANOFE G- BRAART R OB G-I X E IS N IS REMR A (TSH., A
T3, M T4, ACTH, M =29 — VR OflE) 2 3EEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b kA B
DHLDONDZ EnbD, BENBDOLNLEHEICIE, BELEERIIS U
BLFR 72 05k & FR5R & RO R Rl & 8 U Cl bl 2R BRI W 2 1 T\ IR ik
BOGIZ £ 2 BEWER DB 258121, AFIOWRIETH 1L, R OEIE RE R
NEHOBRGEEZBET D2 L, 2B, BIFEREARVEOREICTLYEIFE
MOUEDTRD HIRNGA T, B BB RV - LSO S i o8
HLEET D,

B A& T, BOEM 5D ARGE L COLRIERANRET D 2R H720,
AR OEEHETHIZHREWEM ORI 2R T D,

1 BUBEIRIG A & o, BERFES 7V R—V RZELZENRHDHDOT, O
8. Bl MRS OFER ORBLLMAEED LIS H0EET 5 2 &, 1 KR
WO SGEIZIT G EZ I L, A >R Y RFIO B2 oY) 72 AL %
152 &,

10



@ IMpassion130 X5 TITEG-BRLA2 5 48 & T 8 EMMNE., ZHuLARIE 12 #E M
B CHMEDOFTHI AT > T\ e 2 &2 5B, ARG HILEFICEGRE TR
ROMEREITH Z &,

11
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