EEEHEETA RF4 v
7YY X7 (BIETFEHBEZ)

~ 7INHE g ~

SRITESH (Ff 749 AET)
B A FrEE




B &

AN A S

I C®IZ

AANOKH, 1ERKER

[ R AR

HizRIZ DT

BhxtGe L 70 5 B
BHICBE L THEE T REFIH

P2
P3
P4
P7
P9
P10



1. [IC®HIT

RIS DOFNE « REMEDOHERDOTZDITIE, IR CEFITE SO 2@ IEREH RO 5
Do SIHIT, ITFEORFEMOMEARIT LY | FUREI SR & OFOFH) 72 8 BUE IR 2 38 5
WA INDOH T, ZNDDEELEZEICHERBEICRMET 2 2 EPBREORELE 7> T
BY . RFMBOES &SRO EARTTE 2016 (CFRk 28 4F 6 H 2 HERRILE) 2BV TH, HH5
AR EDOHEH O FEELHEELZ XD Z & & STV 5,

BHE M ER L, EEERC RN T 1 7 7 A VB EDERR S LB &R D
ZENRBDDH, ZOH, BIMERONZRMECET HERAH0EET 5 £ TOM. MEEK
D BEZRLS ZIT 5 Z E NSNS BEICH L CHERT S & & bic, BIERANEH L
BRI B2t s e & D 2 & S ATREZR — E OB 2y 7o T EFEBE T2 Z L N EETH
5o

L7z T, BRAA RTA Tk, BARBEESL N E TITHEL N TV D EFHE SR - B4
A RHNC IS & | BUT O BEIE S O Feii 722 i H 2 HEdE 9~ 2 8LS 0 b B R Bk B 2 RO
ERHZTRT,

¥, RKTA BT A %, MSZATBUE N EIE G EREARA AR, AENEAN B AR
fEG e, —AEEE N B ARRRIRNFHES . FrEdREFNEEIE A B AN 72 L O— gt
HEN BRI ERE2OW O b K LT,

KGR BHERS  TT VY A~T (B z)

KRG L7 DA UTAN A « AR N A e

REERDMEROHE - 2hre st
TTY VAT (BETHEEZ) OPIEEGERT 60 537 ) TR
HEE L, PEEGOREMEN BRI CThiuX, 2 B UEORE
IREfE I 30 43 fil & CHIME C X 5.

TEEFE R /)i e it
ANKRTZF RO bR REDOHFRIZEBNT, @H, AL
X7 7V RA~T GBETH#Z) & LTI 1200mg % 3 #HH
[FIFR T 4 BAGRETE S 2, 20K, 77V U A~7 (Bla ik
z) & LT1[A1200mg % 3 MR XX 1 [F] 1680mg % 4 #H[H
[HIRR T RIERHET D

B R 98 O AN

RRFBRIZ I 1 D A AN O ML - FEIE 13, KRG OHE (P4~) SR



2. AFORK. 1ERKF

7TV X277 GEaRH L) (LT TARAK &9 ) 1. KE® Genentech, Inc.iZ &V
Al 4172 programmed cell death ligand 1 (LLF, [PD-L1) &\ 95,) IZxtd 2 ra>rl v~
Gl (IgGl) 777 ADk Mt/ Z7ua—FAHLTH S,

CD274 (PD-L1) &, AW W THURRAHIIRSEICREBELL TV | &b L7z /2 Bk
(T #ife, B i e OV F = Z 0% 7 —T fifa) FI2HBL3 25 CD279 (LT, IPD-1J £\ 9 ,)
JONCDRO (B7-1) &fEA L. MENELAICHIET 5 B2 51T % (Immunity 2007; 27:
111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fx OEEMIIC LR L TWDH 2
& (Cancer Immunol Immunother 2007; 56: 739-45) 23 X3 TH Y, PD-L1 & PD-1 24 L 7=
PR IE, R AR S R A2 T MRS OB 2 [+ D FO—2 L LTEZ BN
Tn5,

AFNE. PD-L1 OFMPISMERIZHES L, PD-L1 & PD-1 £ OfEAELET S Z L%IC LV,
S AHURRE A7 T ARG O MARAE EIE M A ¥R U B O A Hfl 75 L Z 2 6T,
ZAD DN ARFNTEMENEEC R 257 inRIEIC e 0 Ho b0 E MRS,
e e B A kPG & LT REIRER & F2hi L. AohtE, Rt K OB R S 47z,

AANOVEREFIZ IS BEORERISIZE DRWERER o b bil, BEEXIIETIZED
AR D %, AAOERE T RO GZICIE, BEOBSEZ HoIATV, REDBEO b
SratZid, FEHL L2 F RIS U BB 72 ik & R85k 2 Ff OB Al & diHs L Cili b 22 i =2 W
ATV, I ORIERINT LD EWERR DN S5 E8121E, BIBRE R LVE CHOREED
YR LEZAT O MER D D,



3. ERREGE

HE R IR A g, oD ARRR IR L2 R A 24T > 72 2 2R B R BRBR 0D e 2 74

(A 2]
O [FEHEEIEFEZ T/MFEFE (IMpowerl33 7U5R)

(L ZERRIEE 0D 72 N R/ N e Jes FR 71403 51 (B AR N 42 il 2 G de) 256t 212 . A% 1,200
mg, WNVARTTF RO MRV ROPEFRHESE (RFIEE, 201 61) OFIMER LML~
TR, ANVKRTZF UL bR ROERES (77 8RR 202 ) Lrbgd 255 1/

AR AR 2 S0 L 722,

AT OFER . REFEEFICEW T, AFIFETT T AR L ik L CEEFMEEE Th
HAEFWM (LT, ToS) &v9,) OFBERIEENRD Hiv (O — Rk [95%(E X ]
0.701 [0.541,0.909], P=0.0069 [J&%! log-rank B &1, A E/KUEMH] 0.0193) . THRAE [95%1F
FEIXR] IIARAIRET 12.3 [10.8,159] B H., I BAREET103 [93,11.3] ZTHTH-7= (K

1,

*1 - A O FEUENT Veterans Administration Lung Study Group (VALG) staging system for SCLC {2 F:-Sv T
Shic, Fio. RBEVNIRAME S 2 RIGHE R #RIE  (CRT) A ME1T L. A 2EIL Ok
L BERRREIESUE CRT 26 6 7 H UL ERRE U7 % IC B N it & 20 S - B b LA A

b,

*2  ARFKI 1200 mg (UL T TER) ROANVRTTF 2 AUCSE KV 7LD 1 HEIZ,
mg/m? Z &Y 7 Lo 1, 2, 3 0 A3 WHARE (LIF.

#11200mg (X175 ER) % Q3W THE L=,

= hARY R 100
Q3W] L9, ) Ta4H A7 AFeh5H, K

1.0_ ‘c.._,..:__ s
09- ' "".:,-;:‘
- .'
08 v,
074 "‘-._:L_
Y
40 06 L
Bio ™
% 057 “"\. ’\'m*m
\ ‘ Rt
#H 04- " T,
089 e > ”'“. =
029 wrmimis JIottE B
01 ====kE R
. fTEEY
O'O_ T T T T T T T T T
atrisk% 0 3 6 9 12 15 18 21 2418
FEIEE 201 182 159 121 74 33 5 1
FS5tREE 202 186 160 114 59 21 3 vi

X1 OS ® Kaplan-Meier H## (IMpower133 3 &) (£2BFEH)




[Z41%]

O [FEEEIEFEZ 1/IFEFER (IMpowerl33 7-5k)

HEFELIIARFIFED 198/198 f5] (100.0%) . 77 EAREED 189/196 5] (96.4%) 278D H
AU, 1RBREE & ORIEBIRD G E TE RWVA FFHRITIAAIRE 188/198 5] (94.9%) . 77 At
181/196 31 (92.3%) Z788 BTz, FHLED 5%LL EORA L DR REEBRNEE TE WA
EEQILK1IOLEBY ThoTo,

£1 RBEED S%ULOFF E ORFEBERZPEETERVWEEER
(IMpower133 38R) (RetEBTSEH)

ZERIR¥E (SOC: System Organ Class) AAI#E (198 Fi)

JLAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) B (%) B (%)
AHIE ORRBEFRPEECTCERVWERESES 128 (64.6) 51 (25.8) 1(0.5)
B I 37 (18.7) 5 (2.5) 0
L 18 (9.1) 0 0
T 12 (6.1) 4 (2.0 0
15K 12 (6.1) 1 (0.5) 0
MR LY v RREE 26 (13.1) 14 (7.1) 0
2. 17 (8.6) 5(2.5) 0
I FRER R E 13 (6.6) 11 (5.6) 0
—i% - R EER O SEAORE 24 (12.1) 2 (1.0) 0
57 24 (12.1) 2 (1.0 0
P53 PR 23 (11.6) 0 0
FR A RE A T E 18 (9.1) 0 0
AR RE T E 10 (5.1) 0 0
R L ORERE 22 (11.1) 1(0.5) 0
BAGR 22 (11.1) 1(0.5) 0
B K OB T AR kR 22 (11.1) 0 0
W5 12 (6.1) 0 0
Ji B 11 (5.6) 0 0
AR R 16 (8.1) 9 (4.5) 0
/RS 11 (5.6) 2 (1.0) 0
I R EREED 10 (5.1) 8 (4.0) 0
55, hEB X OWESIHE 10 (5.1) 4(2.0) 0
ENITPE D BUG 10 (5.1) 4(2.0) 0

g

2B, ABBECBWCHREMEMES 3 H (1.5%) . AFsmeREE 5 5 (2.5%). KBk - H5E
DTH 6 B (3.0%) . WER 161 (0.5%). HURBEERERET 26 5] (13.1%) . fPREESE (F7 o -
N —EERESE 2 5 1e) 9 6 (4.5%). infusion reaction 11 5l (5.6%). 4 « BEAUHBARIE 1
Bl (0.5%) . EHEREREE ORMEHREMEERE) 361 (1.5%), EEORFEEE 6 ] (3.0%)
Lo O BRI D« SEBNVEAF P ERIBVE 24 1] (12.1%) 23388 Haviz, £7-. 1 BUBERFE. FIE
PRREFEE . T EE{ARERERESE . EEMEEIE, M2 - BERRZE ., Ok, B e i M OVeasz i i
IINRIBAMEITRR D B o To, REWERZFEBURDLZ R EE S (RMEERT 25T %
B RE R,



(At - HE]

RHE R B REMRAT#E SR TS & | FE/ MBI ME J OV NI T L2 46R 2 2hee - Zh3Rioxt
L CASKBM R 5 OB, 1,200mg Q3W K512 %, 1,680mg4 HRFME (LT, TQ4W] &
WO, ) &EATTRE &3 5 RUEMRGE AR FE I — A R FE M T bALTc, AHI O REERTEEY)
HREET LA ANV I 2 b—raNc kY, EREA SCLC BEITAA] 1680 mg 7 Q4W T
Beh L7z EOMEFRRESRFINIZERIZIEZ 2D LBV THY |, IMpowerl33 iR HA
NEFIZIIT 5 1680mg @ Q4W & H-RED M 1T, 2ARERICISIT 5 1200mg D Q3W ¢
HRE L FIRREL RICHERFC& b L HEE ST, E7o. R — ROSHAT ORE S0 O ARH O %
B LML ORICHMERBEIZRD b hozZ b, 2B, BAANOEITHEBEEE %
RIBUTAA 1680 mg 7 Q4W THE L-EHNE 1/MHHRAER (J044110 3RER) 12BN T, Z4

PEICHF B DR EITRED H AL T U720,
* o EREILFZEY NIAEER (IMpowerl33 #ER) IZHAAN DI 2L LK O A R NER O EBEE O DRI
FSE 1000 BIORMEEEEAE ZNENAERMR L, YHEBRARBEERICARIEZ 1200 mg Q3W & (N 1680 mg
QAW SAEFHIRNHE G- L 72D« 27 v 1 ROVERRIEICR T 2B ENMEE Sz,

7% 2 IMpowerl33 BERICBIT XK DOBRERE (HEHE) -

Cmax / L CrOLl / L
ML - g | £H (pg/mL) rough (pg/mL)

YA 71 TE R YA 701 7E R TE
1200 mg I 403 [308, 551] 587 [414, 881] 82.1 [51.0, 132] 176 [86.5,353]
Q3w HAA 446 [366, 564] 682 [513,934] 94.4 [64.2, 140] 228 [124,410]
1680 mg I 563 [434,762] 735 [530, 1,080] 88.3 [51.6, 149] 162 [75.6,353]
Q4w HAA 624 [511,780] 849 [653,1,130] 105 [68.2,160] 215 [112,399]

BATEME (5%, 95% 53]

* 2 KK 1200 mg Q3W BTN 1680 mg QAW & 5 12817 5 1 A 7 ik, T 21 V28 HiME L, %81 - A
I D Cmax KO Crrougn 1EEL FORER E SHLiz,

o Cmax (REIRE) : A 70 1 FRR R OVERIRIERE UL, TR ENEGB461 0.0416 KT 500.02 H A
* Cuough (b7 7IREE) : 1200 mg Q3W M ¥ 1680 mg Q4W (2T, U1 7 /L | B R OVER IR SE. T
FNGBM% 20.99 L T¥ 52099 HH, I ONZ 27.99 K1 527.99 H B




4. HEFRIZDOUWT

AHNOFG D@72 BEF Z2ZW - FrE L, AFO#R L \EHELRENERZ BB LTZERIC
KT D Z ENRNERT-D, LTFTOO~@DT R TCEMI- T ICBWTHHETHIRETH
}07)0

O MERIZTONT

O-1 TiLd (1) ~ (5) OWTINIFEY T DM THDH Z &,

(1) FEAFBRENSEET 25 ADFEBEIL RS (FRE RS A RE L RURbE, Hh
I3 A RS HEELEEIL RUR R, HUE A A BB IRIR R 7R &)

(2) FrEREREIRLT

(3) #ERTRENEDFEET 2 ABFEERIT (DS AR EER SR, 23 A iE R /)
JRBE, 23 AR HEE R 72 &)

(4) A RACFERIERE 25008 L, S SRIES LB R 1, S RIES L 2B 2R 2 334t
SRR LR HR 3 Ok EEI AR B R &2 1T > T D itk

(5) HUEMEREESAILL G E NG O sk KEILR D M 1T > T D fiiak

D-2 i DAL ZERRIE K ONRIE I FE R O 6 IS 53 7 ik & SR 2 R EAl (FROW
MNDNTREY T D ER) 25, YRR OAANE T 2BREOBEEE L LTRESNLTND Z
&
*

ERIRRT ISR 2 FOMHHE ZE T L121&IC 5 4FLL OB ATBIROIRRIME 217> T
WHZ &, Db 2EU R, BAEDREE L LBRIERZONMEZIT> T Z
ko

PEATSRFFIRSE 2 SFOMIINHE Z BT L72RIC 4 FFLL EOBRRBERZ A L T\D Z &,
95, 3AELLEIE MO0 A TYIREZ TR FORRNHE 21T > T 2 &,

@ BENDOEEBIFREEDOMEENIZOVNT
PRI IFHRE B FE T DL D RE S, BEIREEN L OFWmE D, Ak - Zatk
PG R OE L OERE I 2 MR, AEFRPBE L LG EOMEEE, %
DIERLNTAT O D IEH DT > TWND Z &y




@ BUEA~DORIRIZONT
©-1 MR A< B 5 B

PELMEA A B O A A2 IMER 23R AL L7 BRIC, 24 RERIRSIRIRII OO T\ 1 Bbtia S8t
RiRIZ 3T FEB LIZRIERICIE U CABEEF L Ot CT FORIER IR %L E /s E O
RS B PICE DAL, B BISRS ATRER RIS > TV D 2 &,

©@-2 ERUEEEIC L DA EFRAISICET 5 EMS:

P ASIRIEE D D P 2R MG L O iE 2 A4 2 ERIWEEE DREIER =2 ) v 7250
TZEIRDA Y ) == T AT ERE L FRE A TE 2 F — AERERINEFHES A TN D
2l B, BHEAHICOWT, BDARE ETOFRIT oIl AMSh TS Z &,

@-3 BIER OZWRXHNICE LT

BIVER (RN R, FFPRREREE - PR - B LRI 25, KRAGZ¢ - EEEO TR, R, 1
FUREPRIS . ok (FORIRERERE S, BB HERERE T, T R(RMRERE) | MRS (¥ 7
Vo NU—IEGERE A G Te) . BEIEMESIE, MK - BEES - FHEXK. infusion reaction, i -
BB RMIARSE . BHRERE S URME MBI RSE), EEORERES, LR, mERE MR
BEL S SR E . VSRR L, R - DEEIRATHE - DX AR —T | ARFEREOEAE
RED MM (GF P ERBD . FEEMAEAT P ERIBUE) | (L FRIEOF FRF O EYYES) 1T LT,
M3t X UXIT B B O B A A T S AR L s U (BIVEA o2 Wroxt i ic B LT
WROREZTONDLFMCH DL L), BEHIZH L ENTE DEHENES TN Z L,



5. REXBRLRHEBE

(BB 2 1E]

O ALZFIERE O 7o AL NE IR BT LB W AR, IVRTTF KRR ARV R
EDPFRB G- OFENERRIN TN D

@ TFRUISHEN T 2 AT D ARFN DG K O ITIEIZ W T, AR OB DD HESL
INTELT, RAIOELGHR LR,

[ 224tk

O THEHNDA ZEN R S TOZRW L OFTHEMEIEE A & Off &5

(ZBEY % HH]

O TRICZETLIEEIOVTIAFORENER L SN TS Z b, KEE1TOR
WZ &,

AHN DRk LIl EE O BEERE D & 5 B

@ TRIRATOFIICRH WD TTRICZE T 2 BA I OWTE, AROFRGITHELE S a0,
L DIEFERILE A NG EICIRY | HEICAFZEM T2 L 2B ETE D,

MR B OE P T OBIED & 5 B3

JiE B {5 AR Y C VLR 2 58 6D D FRAE S OB 0D Jise S A A ik ¢ <0 S G P it 4 25 D Jifi
(ZRIEMEAL N A DD BE

H AR B O & 2 A TR L < IXFEFRMEO B QR R EOBTEREDO & 5
B

ECOG Performance Status 3-4 “V o B

GED ECOG @ Performance Status (PS)

Score

0

A< R TEBITE 5, FFETL A AW AEEAHIRR <ATA 5,

1

PRSI LOTEBNHIBR SAL DA, SATRIRE T, BAEERIE > TOIERIITH Z LN TE D,
Bl ixl/‘zx% FHEE

AT RE SOFOEY O LT TSN THREIEAERIT TE 2V, A D 50%LL EiE~y RACili 24,

BE%MT:E%@E{@IUI DOZELNTERY, AFD 50%U EE2Xy Rl z4,

ELTF R, BOOHEORED OZ L3 TERY, BRIy RO+ Tl I,




6. EICEBL TEE T REEIE
O WA SCELEICIN A, BEERTEEE DA D GRS TS & ARH O R K O% IE FH o

7=

(B e F I HEE L T BT 5 2 &,

@ TBEBARIZHNL D, BE X OFEICHIER OfaEE 2+ L, REE25ETH
L¥ETHZ L,
FREVEH DO~ 32T A MZHOWT

®

WEMEEENH oD Z e RH DD T, KEIDOEGIZH Tz > TlE, BRIER (W
W PRI, Rk, FEEAE) ORfERR M OIS X Mk o S ha%, BlE2 %2 +0I2AT 5 2 &,
Fo. LEUTE CTHE CT, i~ — 7 —F0OMm&A L FERT D Z &,

AHKN D51 LHEE O infusion reaction (2 2 TEEGRFIZ 43 72kt S D T & 5 #2417
ST ETHME L, ARAN G R OFFIGAETRITAA 2P A 2 ET D5,
BEOREZ I C#ET 5 2 &, 728, infusionreaction ZFHL L7=HA121E, 2T
OGS OFERD FERIZEE T 5 F TRE L 0BT 52 &,

IFHRERE S . T2, BLMEIRE R H B oD Z L3 d 5D T, AA|O¥5-BRLERT &
O 5 HAR TP I E IS TR RER & (AST. ALT, y-GTP, Al-P, B U /LEZDOH]
E) HFEMTDH L,

FR I RERR | RIBRRREIEE X O T EIMEEREEN H ODOND 2 ENH LD T, K
D $e 5B AR RT M OV G-I H e IR0 N Wi sE R A (TSH., 2R T3, 025 T4,
ACTH, MH=a/vFY —VEORE) ZFEhT 5 &,

AFNOBEIZL Y WEDOHRIEFISITER T 5 & B 2 5N D Ekx RERECRED O
LoD ENH D, BEDPRO OGN HEITIT, BB L FRITS CT-HMRY 7225
ik & RRER A B EAN & U Cl ) e m B W 21TV AR O ORI K D RIE
R EEON D56 1TIE, AFIORIE T H UL, R ORI RE RVE CHIOR 552
BT DL, 2B, BIRRERILVE L ORGICIY BEROUEDRRD bILRWEE
W2, B BE AR VE DSOS ISR OB G ERET D,

PeERET % BB OB ARG\ L T BREIERNRELT 5 Z 03 b 572D, KA
OEEHETHIZHRWERORBBUZHS3ITEET 5,

1 BOHEIRIS (BIE 1 BUFEIR TG 2 5 de) b bbdu, BERGMES N7V R—T R 2ED
ZLERHLOT, A, E, EEFEOER OB MAEED LRI HaEET 5 2
Lo TRBERAED DN AT G2 FIE L, 4 2 ) CHHI O 55 05 b) 7:
WEZITH Z &,

IMpower133 75k Ti3ix5-BAA7> & 48 T £ T 6 WEIFIRE, A LARRIL 9 W IR TH
IMEDFHI ZAT > TWIZZ & 22510, AANR G I E RIS mERA T o R O R
1192 &,

10



