% % 20264E8 H e GT (B51400) BAELAmATEES
¢ 202647 H 83T 874291
MEMESE #PD-L13 e MEE/ Z2O0—FILHilE
B 28U PTIVURAIY T (BIGTFHEER) E SEHHESA0mg | AR EHEI200mg
HEHHM - 366 A G I LR HEBEE | 30100AMX00261 | 23000AMX00014
BRFERNE | 20194F11H 20184E4H

7£1)PD-L1 : Programmed Death-Ligand 1

i;1z:quJ{J%5E§WIih40Mg

TN mme:1200.,

TE2) P — RSO EIZ X VT 5 2 &

TECENTRI()® for Intravenous Infusion M
TOEEEET A K94 Y REH

Ova HL—7

1. BE
L — =]

—_

1.1 KEZ, BREBCTIRETEIEERBRICEVT, PAL
FEHICTA LS - BREBOEMNDS & T, AHOFEAD
WY EHIB SO BERICOVWTDAZRET B &, £/, AE
BIIRICEI B, BEXIIZOREICHEIHROEHKRMEZ 28
BAL. ABZBHLrE5EETE L,

2 HEMRErHObh, REICE->LEFSHREIATY
30T, PHER (PIREH, X%, HH%E) OEIERCHEID
XEHRENERE. BEOREETHBETZZ L, BED
ROLNEGEEIIEFFDOFRSEHIEL, BIBRERIVEH
DHEREZEQBEYEVEEITI &, [8.2. 9.1.2, 11.1.1F88]

2. B2 (ROBEICEIBELEVI L)
KHID B LiBRUE OMARE O » 2 5%

3. HERE - 1R
3.1 #Bk
Wi, TRy MY 7 EMEEE| T e MU o R

840mg

1200mg

184 7V (14.0mL) H
7T ) AR T GRITHL
#z) ™ 840mg

134 7)1 (20.0mL)
TE) AT GRETH
#iz) * 1200mg

XA 7 (14.0mL)

A 7V (20.0mL)

L-tAFT» 43 4mg |L-L AF T~ 62.0mg
TIMFE] | OKEERE 11.5mg | KRR 16.5mg
FERL e 575.1mg | #5 5B 821.6mg
AV R—=120 5.6mg|K) VIV X—r20 8.0mg
W) ARFNL, Fr A == ALY =PI E iS5,
3.2 BA DMK
Wi, TRy M) EWEEE T MY 7R E
840mg 1200mg
HIE EHFH ONA T )
PEIR EH~FLEEE B 2 W~ T (G i
pH 5.5~6.1
EEILI 0.45~0.80

4. REEXIITHR

(RENIE)

Ot EE R ETT - BROIE/NAIafHE
OPD-L1E3 1 OIE/ MRt (C & UF 3 i R FBE A

@ :4;:2:]
OMEER

/IR
At & fa BUIRERER PO RE

OBXISHAMOHIMENK/ THKEY > /\jE - S5
(&> b)Y =2iEE#E1200mg)

OMEER
OMEER

A & TR
At & BORRIE

(TFE> MY &iEERE840mg)
OPD-LIZH DR IVE > 2R IEEM H DHER2BEM D FATRBER (X
BRIE

5. SHBEXEHRICEET 5 EE

(UIBRTNRE & ETT - B RODIE/INERafHE)

5.1 fLEHERGIEOPD-LIBMO R LEIEEEIIBIT 2 RF O
BN O PRI REN LTV,

5.2 AL R RIGHE DO YIBRAEE 2 EAT - FFIE D I/ NI #E (20 L
TARK % B CTHG T B80S, TE A K OV 5528 5e 2 4
B2 B 2PD-LISEHZIZOWT, [17. BREE ] OHONE %
BAIL . T R % A 9 A B A IMRA iR 12 BT A AL
V. PD-LIOFHPHER SN BEIHGTLH5T L, MEICH
7o o TUE, FRER S RSV R 3E F LR R e 2 -V 5 &
Lo BB KRS NARNNS I F 1 3E B OSU S R RSB 5 B 1
HZoWTIE, LTFOY 2 7H A MO AFIRETHS :
https://www .pmda.go.jp/review-services/drug-reviews/
review-information/cd/0001 . html
[17.1.2&H]

5.3 BRERBUBRICHLA AN S N7 BH ORIEREE . EGFRER AR
VAIFALK@ABIET OF IS IZOWT, 17 BREGE ] OEOW
BRI, KFOHMER OZ2ME% T iR L7z 1T,
IEHEOBEREITH 2 & [17.1.1-17.1.55K]

(PD-L1kzMDIE NN (C 3 (T B TR BN EER)

5.4 NEGAINEIZ 1) 2PD-LIFEBIERIZ oW, [17. BRG] DI
ONEZRAL ., T kR E AT 2 REE I MmA G IC B
BHHANC LY PD-LIOBHPMHER I N EH TG THT &,
WA &7z o Tl KGR S L7285 I B2 36 0 DU R e ik 2 %
W5 Z &, BB, ARSI NARIEL W R 28 an TR SEREER 12
B3 MOV TIE LTy 2 794 M5 AFHHETH A
https://www .pmda.go.jp/review-services/drug-reviews/
review-information/cd/0001 . html
[17.1.62H]

5.5 BEREBRICHLA AN S N7 BFH ORHGEHRIE. WHFICO>WT,
[17 FRREGE ] OHONEZHI L. KFOEMER V2%
T B L7z BT MInEEOEIREITH) & T2 KEHO
IEGRN AL, PD-LIZEBIEE (TC) 12X 0 87 2 @A7RIE ST
W5 I EDL, KROFEHMUENR &ML T B E L7z 1T,
FINEEOEIREITH 2 &0 [17.1.62H]

GEBE N RaRhRE)

5.6 BEARFERICHA AN S Nz BE ORI OFLHESFICOWT 17,
BRIR B | OTHONELZ A L. AR OEER V2% 5
(ZPEE L 72 BT @I EEORREITH) &, [17.1.78H]

(UIBRARE 4 FT HERaSE)

5.7 il (BT /7 — WiEAEE, T 94 ke, <
A 7 g EREL . IFEIIR R e IR LA 2k e, IR
PEEER) oM & 7 B IR B 15 2 KA OB R O
EPRIIAE L T,

5.8 BRERFERICHLA AN S N7z BE O FERE & OFEESFIZ OV T,
[17 FRREGE ] OHONEZHI L. KK OEMER V2%
T B L 72 BT IS EREOERETITH 2k, [17.1.85H]

(PD-L1B3H DK IVE > 2 RGN D DHERBEM O F M REEX (L
FELE

5.9 RHAIOATHT - M tRSEMHE: L L COFMMEL Ot L
TV,


https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

5.10 PD-L1% 58l L 72 G R M EEMB O SO 28 E512ow T,
T e kB A AT AR EE I AR B A AL D,
PD-LI1ORBBIDHER SN BEH TG T 5L, MEICHIZoT
X KRS NRIV W EESE O E RS 2 W5 2 ko 2 B,
FRFE S NTARYL ST P S 38 0 S R AR SR 2B 9 A 1B HIC D\ T
E. DTy 279 A4 MO AFITRETHS
https://www .pmda.go.jp/review-services/drug-reviews/
review-information/cd/0001 . html

HER2 : Human Epidermal Growth Factor Receptor Type 2 (&
b bR R s A R2RL, B ¢ c-erbB-2)
(BHUIHAMOMSENK/ T >/ & - 28
5.1 BRRHEBISH A AN S N7 BB ORHERESIZOWT, [17. 1
R OTHORNEZR L. BROBRER V&M% 1412
P L 72 BT, EISEEOBEINEIT) T & [17.1. 122

PIEBEESIES

L O

ENERAEE &2 e
HREERARE

L EACIET TV X7 GG TR )
& L C1IAI1200mg % 33 [ M B8 C i EE T 5.
W, 2% Eo/RNBIZIZ T Y X7 (G
fZT##z) & LCliallbmg/kg (EFE) (K
1200mg) % 330 [H] PR C i EHE S 5.

BREXIHE
% O &5 %
NK/TH#ifaV
PN - BB

HEL EACIET TV AT GG TR )
& L C1IA1200mg % 33 [ M B8 C i EiE T %,
WL 12D Eo/pNRiziE 7 sy XAx 7 G
fZT##z) & LClialbme/kg (FFE) (K
1200mg) % 33 R P C il EHES 5.

EIERARE & F
BT

ANKTTF RO ) & FL)VEDPFHIZB W
Ty lH AET 7 V) AT GEE TR 2)
& L C1A1200mg % 38 [ I Fs C M sE S %o

(IR 75 BaBsets)
5.12 AHI DA L L COEMIER 0% PR LTk 7. BARVARICEEY 338
W (RhBEHIE)
6. FEARUFR T A1 LD AR L LI, DT ORES B
i L\#ZK%IJ@W%#%%Eié_kO
TRV AT GRETHIL) OWEETH605 513 T fil BlfFH B L
B L. WERG OBEMARIFCH UL, 20 H IO 5 1 Grade 1D TIZHIET 2
430531 % CTHT & %o 3T, RALHET 2o
e LR KT U i BB 2 | rade 200854 ey
IRRTRE A3 | (LRI R O P LR e IR A2 BEOIE A e
17 - BROJFE | T - FROIINIE s ia.
MBI | O FUEIIES A L OIS BT, . BA NS
ST Y AT RETESEL) kLTI orade 3 R g 5.
1200mg M N C AHBHET B0 2O, ¥ Do -
BHSTHHEIIE, 7TV AT GRET Grade 2 (ASTEL SRy yF - s 5
M z) & L CTLEI1200mg % 38 [ ] FE 5013 L ALT#%‘QE@HE@M% FC. KElEKET 5,
1680mg % 435 4] [ C Ll S % o fﬁfro“?%‘gz TR | o2 2 prtiss 4
" Jve /ﬁ\%#ﬂ\ﬂiﬁﬂo\) Grade 1L T CHIFE L
L2989 O PD-L 1 0 W) g AR B 7 TFphE L | 1SRRI OB OB e e
47 - TS0 I N () B A fig | ) A5 H % 8 2 Tk T2 '
W, MACRT 7 AT GRETERE) AR | § 2% E )
& L CLEI1200mg % 338 i 11 3213 11 1680mg % 4 &R <) Grade 3Ll E (AST# L
A ] B B C T S B o CIFALTA R #EfE B IR
DRI ) LK | AH AT B,
AL L B G B DY) R AS RE 72 4T - B0 JE/ v AL AR L IR O 3fE R
L WD oY
HE. AT 7 X7 GRIE AR Z) cN—=2Z2 54 Y DAST
& L C1H1200mg % 338 [ [ @ 30121 [011680mg % 4 AT ALT A3 e 4t 1
B IR C SRS 2 o DBHTIE, ASTHLI
PD-LIBME®D | %, WAICIXT 7V ) X7 GiRfE Tk 2) ALT% 5 EIRD3
SEAEREGRE | & L C1IE1200me% 33 MRS 312 1[1680me & Ao 1085 LT 123
ICH0T BT | AEMMIE AT S RS2 1 L7
e FCLT 5, FN=A T4 Y DAST
ERENAR | DL ETTF Y RO R EY FEOBEAIC B S ALTH 3 #0 b | Grade 150F 12 [AET 2
i T EE. RACET VY XY T (BETH RO1EH 2 O3ELLT | £ T KA ZIRET S,
Wex) & LT 1RI1200me % 33 BB A it DEETHE. ASTXE | LIBMEER 5 KBS
FEY 2, 20K, 75 X7 GRIZT-HIR2) IFispekss | ALTHE#EE LRO5 | Grade 1LLVF F CTRIME L
¥ L C101200mg % 338 HFE X 131 1680mg % 4 (Wl B | B0 ICH | A VEaE, A %L
BRI C UHEHET 2 o ZHEAIRAE | L7 ¥ %o
TRTEE &I | <35 A7 GRETAIRL) £ OB BT, oHE) | AT A DAST
T L BT R A% T GRIZTHIRL) LEALTAUE L
¥ L C1IE1200me % 338 1 M C A E T 5 o KE:;%”@’OM” -
PD-LIBM®D /57 ) 5 v (773 VIBEE) Lot :)fﬁ;;éiéfgigfs
FIVESRE|CBT, MlF. AT TV AT (G [ -
B D D ETEHL) & L CLHS40me# 258 FEE i1 L et s
HER2K& M 0 | [111680mg % 438 1 1] & C £l HHES 5 o = -
S
[ = HEfE D10%F N
BRIE ) s s | E T B
DRI T L -5y



https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

iy

Grade 23304

Grade 1DATFICIfES %
FC. AFEERET 2,
128 % 2 5 K3ET% D
Grade 1DLFF CTHAEL
WA, AH ik
T 5

Grade 40354

AR Z RIS Do

b
&

VAR At S'E O PACS
s RO 265
I 7256

- Grade 23 133DJEE%

Grade 1A FICHIfET %
F T ARHERIEST S,
128 % Mz 5 IK$E% D
Grade 1DLF F CHIE L
WA, AFHE Ik
T 5

Grade 43 \XFHIEMED

%

AFNZ RIS Do

22 LS I AEAf 725 250m g/
dL#

MFEM A ES S T\
AHN RIS Do

- EFEME O FUIRIR R AR AR
THE

- JEFEME D FUIRIR R RETT
FEAE . 3L HUIRBR A 5
AIVE VHO. ImU/L
A5 D MEFEAFNE D HAR
% e LR

FERCOIREEDS RS 5 %
T, RANEHFES 5,

Grade 2L\ o Bl HE
Ve

Grade 1P FICMIET %
F T R ERIET S,
121 % 8 2 2 3R % D
Grade 1DLF F CHIFE L
VAR, REEHIE
T 5

- Grade 21330 F I
(S

- Grade 21330 F I
RFEREAL T E

Grade 1PATFICHIET %
FC. ARFEKRES B,
128 %8 2 5 K% D
Grade 1LLF ZChIfEL
WA, AR E IR
35,

- Grade 43X I3HEHEMED

REEINS
 Grade 4R 5o | TN EHIET 20
T HEEAE AR T E
%o Bl
ik 4 it f 4Grade P

Grade 20¥;&

Grade 1A TFICMIET %
FC. RHEERIET D,
12381 % 8 2 % 3% b
Grade 1DLF & CTHIE L

R mWE AR RHIE R
+ 2,
Grade 3Ll FO¥& K% T o
£ Grade®F 5~ - NN
] o
L K% kT
i e A
TAEREN| 4 rade KA E P o
5
Grade 1T IZMET %
T, KA KET B,
12381 % 8 % 5 K3 b
Bt
pepp | Crade 30% Grade 1T % Tl L

oA, AR E L
ERCE

Grade 4034

KA %P b

EI1EH R MLTE
Grade 1D FICH{ET %
M7 V7= o8 | ¢ REIEZRET S,
M EBRIAEN— 25 4 > | 12080 % 82 5 3% D
D1 .53 LTI | Grade 1BV F £ THIE L
S ML 7-%a QRS e O N s e |
T 5,
g2 L7 F= v hidkie
fEEBRIIN=2F 1 ¥ | K2 IET 5,
OERBIZIEIN L 7= 556
Grade 1L FIZH{ET %
I C. AHEKRET B,
| 12ER R R
o Grade 2RESDHE | ¢ de 10T % CHEL
e AL, A% R
T 5,
Grade 3DFF5E X 13Grade
TN K& HIET 5,
NS Grade 2L & AHF xRS 5,
MRS | 2+ Grade AR 5.
feE e
Grade 1L FICH{ET %
FT. K ERET D,
) 123 A 2 B PRIE G
L 2 Grade 2005 Grade 1ML THIE L
WA, RF 2 HIE
T 5,
Grade 3L\ D& AHFxHIET 5,
G- % 509 02 S
bo B, BEPLL 721230
Grade 104 SrERRBIZE L. L
‘ e\ R
Infusion FARS 2 LT B
reaction P x WL, B
Grade 204 P& G- % 509% 298 L
T %,
Grade 3Vl o4 AH % BEHICHIET 5,
\#E$ 5 F T, AF EK
k%A bHA " H5 5o
e | O VHEROIE e e s
s EMETT Ao
Grade 3Vl o4 KHEN & HIET S,

GradeldNCI-CTCAE (National Cancer Institute-Common
Terminology Criteria for Adverse Events) v5.0lZ# U %,

{LZEEREEDORT LKEE R < YIRTRELETT - BROIE/NA

ek

7.2 BEHI 2o BTEMIES AL (17, BRG] OHOWNE %3
MUERT 52 &, [17.1.3-17.1.5%1]
LR EERAEOPD-LIB DO UIRRTEE AETT - BFREOIE/ kR

7.3 WV ERREOY A,

MR O P EIIRESL L T Ze v,
LS EBE A B O YIRS RE A HETT - BROIE/lBafHE. PD-LIGM
DFENERIRGRE (C & 2T HEIEE. YIBRTRE & fa BARERERPIRE.
BHEXIHAMOEIMENK/ T >/ & - 23
7.4 fUOHUEMERESH & OB IOV T, BN ORI IR

LCTWwizyvy,

(GE BB R RE)

7.5 WVKRTIFF U ROT MRY FEDOHHIZEL T 117, K
B OEONE. Fic. BT 2 EREEA O HEROCHE
EPICHM L ETHRG T A 2 8, [17.1. 78]

MO FEMREEH & OBEHIIZOWT, A%




* k8.

(UIBRTNRE & B iR =)

7.6 WVERTITF VRO 7 Y7 XD HIZELT
L EE. A, 3BT, ZIVRT T T idl
[MAUC 6mg - min/mLAH 24 & % 3043 DL 1A 0F C pif s e
L. 7870 % %4 )L i1 H200mg/m?% SWFRH 20U C A
HTHZ L, BB, BEOKEBICIYVEEHRET LI L,

8. EELEAREE

(GhBEEE)

8.1 AHIOTHILEEAL/ERIC X ) . BEOFERIC IR
W3 2LEZONDIEA ZEBRWEIHHDONLZ L
Bdhbo. BHEOREEZTHICHEL, RENFROONL
WA IZid, WEORIERINC L 2EITEH ORI ERB L.
WY RN 1T 2 Lo WEDRERISIC X DREITE
HArgEbn-Ge12, AIBEERIVE S Hok55%
EET AL, o RAZGHRTRICEEZEERD
HobNBLIEDNHLDT, AHFZGHTHLBEEOIR
BETHET 2 L,

8.2 MEMMEENRHLbNLZENDHLDT, KA OE
HAZd 725 Tk, WHHER (UL RS, 0k, Se8h%
DOMERR OCTEXARE O FER L, BEORES 5128
BT LT e, Tl LB U T, WECT, i~ — 7 —
LOoMEEZEmRT A L, [1.2, 9.1.2, 11.1.18]

8.3 IFHefERmEE, T4, WALMEIRE £KbH bbb 2 LA
HHOT, RENOFG-FRMGHT I 08 5- B H 3 i 12
JFHRER A 2 TV, BEOREZ TS ICBIR T &,
[11.1.2Z:H]

8.4 1EBRIBEN D 5 bNAZENHLHDT, [1E, El,
a5 O FER DO FEBLR MAEHD FRICHaEET L2 L,
[11.1.5%M]

8.5 HURMMERERESE . BB HAERE SR O T EARFE AR R &

HHbILLZENDHDLDOT, KOG RGE KOS

e Ic ke AT (TSH., ###ET3. #EHE

T4, ACTH. I v+ — VEDWIE) 552179 2 &

T, BB L T, MERESOE/BLEET L L,

[11.1.6-11.1.8%:H]

6 TIEFHMIIEN D HLbNDLZ EHNHLDT, HIKT.

IRHG T, B, MR, TR EEOBE L 1551

19 2 &0 [11.1.1120]

8.7 BHIEEENHOLDNL I ENH LD T, EHMIC
BB ITV. BEOREL FIcEBRT 2k,
[11.1.132:H4]

8.8 fide. MIUMBIRIEA S S bNDL Z ENHDLDOT,
T, . CKES, A RORFPIFr7oe sk
HEOBEY+51247) 2 &, [11.1.143]

8.9 LN HELNDL I ENHLOT, M. CKLA.

DEMBEFESEOBISEZ 1512179 2 Lo [11.1.155H]

10 REIVEEPHSbLNLZEDRHLDOT, IROEED

s EMICHER T A2 ks T2, IROBEDNRD S

NZWHAEIE, #HerICBERREZZ2 T2 L) Ba%

R85 52 &, [11.1.2021]

LR EERABEORTLEEZ R IRTREAETT - BR
DOIENERaEERE. CIBRTBE & MiRE)

8.1 KHEANKTFF U RUINZ ) ¥ F R & HEINK
G, XK EINVRTTF o, 82 ) 5 X2V RO
NNV AT GHEETHELZ) #6553 28213,
FBMIFP IR AER D S bNDEZ ENHHDT, 5
T AR A 2 479 5. BB OREE 15128
8qY LI L, [11.1.2228H]

9. RENEREZAI2BEICHT IR

9.1 AHHE - BIEEEDH 3 BE

9.1.1 HCREKBOEHIIIBMENEL (BEREDR
CRBERBOREEDS 3 BE
SEBE ORIV IUIE S 2 BE N H 5.

*8.

(4)

9.1.2 HEMMEBRDH 2BEXIIZORERDH 5E2HF
MR BB T 2 82109 5, [1.2, 8.2,
11.1.128#]

9.4 £JEREAE T 2%

HARS A AREMED & A I PEIC i, ARFIFR G- J O Refedi
L4457 AN B\ TR 5 2 TV L OVl ) 70 AT 12
OWCHHT A I, [9.520H]

9.5 1113
Tl SRR L TV B RO & 5 e HkCiE, i Lo
Bt fabate % s L SN2 55120 5-F
b & KFNZ H oA SRR I S L Tw
v KRG T2 &0 BRIBICKHT 2 0EEAESYE
S TSRO IICRERDIEIN T 2 Wik D 5. F 72,
b MgGIdE#E @l s 2 Lo TH Y, AFNITEE
ED S IBRABITS 2 RN D 5 [9.45H]

9.6 RILZ
G EOBEEER ORI AREO A ML R L. ZAOHK
BOLXHIEE RIS 2 2 Lo RElO e NFLITHANOBITHE
WZOWTIIAHTH 275, b MgGldk b3Litdicgit &
Nz emonTw5,

9.7 NRZE

(UIBRTANBE & 9T - BROIFE/MlME. PD-LIBHEDIEN
MEafHE C B (P AL, EBE/VRRRME. 9
BRAREE A FF#RE. PD-LIBHOKRIVE S ZREERN D
DHER2[EM D FMABEX (I BHILE. VIBRTRE & iRE)

9.7.1 /NESE A G & LR RBRIT I L T,

(UIRARE 4 R BLRER SR PR RE)

9.7.2 MU AMRE R, kR, FLEIUE 2 A o L e &
G& U7z BRIE IR L T\ v, [16.6.120]

(BRI AMOESSMENK/THEEY >/ E - 2E)

9.7.3 i AAEE, Frall. IR, WIRIX12 KW o
INREFRE L 72ERRRBIEFEM L CTwiv, ATTACK
ABRIZ12m DL AR R & LTINS A5, 18 A O
HEFHAANS NG D570 [16.6.1, 17.1.1251]

9.8 EpE
BEORELZBIE L 2POEEICKSG T2 L, —KiZ
AEFREREAME T L T\ 5 Z &%\,

1. 8ER

KOBWERD S S5 bND 2 ENHLDOT, BEE 51247
WV BEDSRD SN A I3RS 2 RS S 4 B 2
WL EATH Z &
1.1 EXLEIER
11.1.1 BEHERERER (3.0%)

[1.2. 8.2, 9.1.2&]
11.1.2 FFEREREE. X, BEHEER

ASTHEI (6.3%). ALTHIM (6.3%). AI-PHEEM (2.1%).
UL E BN (1.5%). y-GTPHIN (1.0%) %L I
PR S, 5 (0.8%). BEALMEARE % CHEARW) 238
SbNLIENH D, [8.35M]
11.1.3 KIBXR (1.1%). EEOTH (1.2%)

Fife 9 5 T, BEE. MAESEORERY S H bz 8E1C
AR OG- 2 IET 2 0@Y) R ALEEITH 2 &,
11.1.4 B (0.1%)
11.1.5 18UBERR (0.1%)

VRV R (BHELRUBE IRIG % &) 25 & bav, BRI
Pr b7y F=Y ACELBEND D B 1EERIFA R
b EICRARAOES I L, 1 v 2 »#F %
B5 9 250 BT 2 L. [8.42H]
11.1.6 FIRERIRREREE

FURBAAE AR TE (8.0%) . FURBRFERETCHEE (3.5%) .
R Z (0.6%) o HFURBEGER E2H 5 b b 2 &
BHb, [8.55M]
11.1.7 BIEHEERES

IEHEBE R4 (0.6%) . S ERIE R BH e R 4 (0. 1%A4)
EORIBHAEEEDLNS S bNDL I DB D, [8.55M]

4 =



11.1.8 TEAHEEREE

THEASK (0.2%). TERAEIEETE (0.1%) o TE
REEREREED S 5 b D 2 e 03d b, [8.55 ]

11.1.9 BER (0.1%). BEEK (0.1%). BERX (HEAH)
11.1.10 HEEE

KM=z —a8F — (4.4%). % =2 —a/)8F—
(0.3%). ¥ - NL—JiEfElE (0.1%) SEoMfEEEH
HobNBEI LD b,

11111 EEHESE HEAH)
FIREFMEIIIEIC & 2 7 ) — B O 720 2R & 755
TT52L0HHDOT, MHRREOEAIZ T HHEET S

Z o EIEMMIE. W2, BERUTH R, Ok E A

PEL72 &2 SN BIEBIAIE SN TS, [8.62H]

*11.1.12 EEOREESE
rRaE R R R B A E (Toxic Epidermal Necrolysis :
TEN) (BHEARB) . R REARIEERE (Stevens—Johnson
FEMERE) (0. 1%Ad0) . ZIALEE (0.3%) SFOEEDORKE
BEENHEbNDL I LD D,

11.1.13 BiaeREE
BMEEREE (0.4%). BAE (0.4%). FRANE MR %
(0.2%). H% (0.2%) FOEHERESSHSDLNL I L
Wb, [8.7FH]

*11.1.14 BE (0.2%). HBUHREEE (0.1%)
EAEM I AE . W28, BERUTRMEE, Ok AL
EEZONDIEFINHRE SN TS, [8.8&H]

#11.1.15 DEHK (0.1%)

EAEMIIAE . W28, BERUWRMEE, (Ot AL
EEZONDIEGINHRE SN TS, [8.9FH]

11.1.16 MEREBAEMRE (0. %)

11.1.17 SEHmM/MURDE EERH)

11.1.18 FBMMEIM (0.1%HH)

*11.1.19 MEX (0.1%)

KM I, PRUMAE 28, ANEMAE 55 [Huld b Bkl fe &
Ptk (ANCA) BIEIMAE %, TgAIME %%, FMg mE LK% &
O] BHLLNDLIEDVDH L,

*%11.1.20 KESER GEEAH)
[8.10&H]

% %11.1.21 Infusion reaction
737 14 9% —% & Infusion reaction (2.6%). A
M A VBOERERERE (0.1%) 2 SbNb T L d b,
HEJZ Olnfusion reaction A N A VIHEBERED D ©
NG EIZEARFOTG 2 EEIIHIE L., #8220
AT & 2B, ERDPEET 5 EF CRBEOREL T4
BTk,

11.1.22 RBMIFHERRDE (5.0%)
REEHNVRTTF 2 RO 7 ) 5 X2 )&, i
KK EANEKT T F o, X7 FFL VKRN Y
A< 7 (GERETFHIEZ) L OBFHIZB T, FEEMTF
ERIBAED S H b b 2 DD D, [8.11F]

1) FEBUEEE L. IMpowerl50585% K O"Marbleit5i 72> & 4571 L 72,

1.2 ZOMOEHER
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%) %3 SFEEARE
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TR AL PR RS
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f’iifm B o ¥ | EEEDF
RIRSE | MR, Sed
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" .
e
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FE &
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GUES NS
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FHCKHN,

T 7€
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= VfE
EES

UREIRES

A,
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NI
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ISERRA

IIIRG3
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Tt ) ok
VE VO
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7 AL
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7 AL
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JiE

T~y
7 L IME
Kby
AdfdE. 5
711) 7 A
JE L KT
VT I M
EL I
RO B
RIVE 1
JIINETIEEN
Pk

v

9257 (14.7%)
M, FEEk

TE LR
ERA, B
JE . R
DHRIE. A

JE R . o
EE. 98
i H 7L R
i K 3% B%
EL)IINE23
YINVIY | E. Pva
YRR (AP R

Z DAty

1#2) Marblei®BRIZBVTld, RH, ANVKTITF 2 LE7 )
FLLDOWTNANITL Y ZEH L ZBEHIZOWTHER L 72,

14. BRAEDIEE

14.1 EHIFAREFOER

1411 FAEEZIE, ORERAEHEDIMIEH L 2wz &,

14.1.2 FEIERIHE I CHERMNT 2 2 &

14.1.3 FIREERSLL . FEBITEC I TA I L, F 72,
BRIRIEBERES 5 2 &,



14.1.4 BHREIIIARA 2GR TS WY . HRAB AR
WS L . A% EE % 3.2~16.8mg/mL & L 7z 1T xifi
HHES %o

14.2 EFHRSHOZXE

14.2.1 0.230130.22umD A > 74 > 74 V¥ — %2l %
Zk,

14.2.2 M L DREZ LV &,

15. ZOMOEE

15.1 ERER{EMRICE D < &3k
FE WAL O BRI BV T RANI S 2 HUR O REA: A
ML EsNhTn5,

15.2 FEERPREABRICE D C 15
B =27 A FIIZARFS0me kg% B, 268 KAEES L
7o RIS BT, MBI IS A RE ISR SRS S
oL DWEND L

16. EYENRE

16.1 Mg

16.1.1 B@ERE

(1) BARANOMESTE I BB 3IF T DI A K10 1:20mg/
kg™ %905 (£1547) MsiEEELA L EOMmEF 7 7
V) A TIERIILUTOE B TH o 72 W HEE
DEG )T Iy AIABREOMER L., SARRILIZ
FMSEA I Y LY,
ED) AR SN HER O HE - 1200mg#s L < 1£15mg/kg% 33 [H

MRS, 840mg 23 i 1 HE 13 1680mg % 438 [ [ HS C6043 >

U C R
HI G- O ML s EEAERS (B HAEN=3, Pl + 1
Rz
600
o 10mg/kg
A 20mg/kg

M3y ) A< 7§ (e/mL)

T T T T T
0 1 3 7 14 21

g (H)
B GO TAE ST A — ¥ (FHEN=3, T+
HEAF )
FEEHTy Cinax™ AUCint Vs CL tie

(mg/kg) | (ug/mL) | (ug-day/mL) | (L) |(L/day)| (day)
10 220+ 2290+ 3.72= 0.236= | 11.7%
21.9 101 1.14 0.0572 | 0.969
2 536+ 6630+ 3.82+ 10.213+ | 13.0+
49.4 668 0.718 | 0.0609 1.32

*Comax © AEF G (Cycle 1 Day 1) O#%5-130%> OFRIML

(2) HZARADHEFTEINE EF 21612 A #1680mg % 605 (+
1543) HMiEEE L& EoMmiEh 7 7)) X~ 7k
WRIZLTOEB) THh o722,

(6)

H [ #e G- O M i AR CPIgfl = R 2E)

800

600

400

MY 70 XX TIEE (eg/nl)

2004

T T T T
0 7 14 28
W (H)

NGRS ERE ST X — 5 (P + R (F150)

e Crnax™® AUClast t1z

(mg/body) | (ug/mL) (ug-day/mL) | (day)

1680 699 + 146 7180 +1340 24.4%+11.5
(N=21) (N=18) (N=18)

*Crmax © A4 GHE (Cycle 1 Day 1) OF5-#3055 D1

16.1.2 R1EHRE

(1) HARANOAMSTE I EEIBI T DA K10 1Z20me/ kg
% 3B FIRE T (=154, WIAHES 1281 5 BN
AR S N72854, 2 B LIFE305 (£10%) (24T fE
MEEEHE L2 & EoMiEh 7 7)) XA~ 7IREER I
UToEB)THol. ERRHOFHMHEIZL.25~3.06
Tho72Y,
AP G- EE o Mg i R (S HEN=1~3, FHHE+
FRHEAR )

1000

o 10mg/kg
A 20mg/kg

800

600

MiEHR 7 5/ ) A< T (pe/nl)

T T T T T T T T T T T T
0 21 42 63 84 126 168 210 252 294 336 378

R (H)

(2) Fe MR IE EE6136] (HARNEZS6H) 23t RIAK
#1200mg % 3B B <604 (+ 155 #EHEG12BIT 5
B MEDHERE S 7=, 2181 H LIBE305 (£1045) 124
MEATHE) M AMAEE L2 EOHARAICBIT S IMER 7
FON AT TREIDTOLBY Thotze QA 20V
21H) ¥

BB RE O HAR N B B iR 7 727 ) X~ Tl (F

BE = R (F15))

P4 v ME R (ug/mL)

Cyclel Dayl %5305 452+107 (N=56)

Cycle2 Dayl Ex sl 98.2+32.4 (N=46)
Cycle3 Dayl Ex sl 162+40.8 (N=40)

Cycle4 Dayl Ex sl 188+55.6 (N=35)

Cycle8 Dayl 51 224+99.1 (N=18)

(3) FLIEEHASLIH (HARNBE3AB)) %R RITAA840mg
Z 2R T60% (1540, #5128 5 DA
TR S N7z, 2 H PIRE305r (£1043) (2 HAF )
MEEEELZZEEOHARNCBIT 2 MER 77 X
T TEERDTOEB) Thotze (1A 7V 28H) ¥



PUBSGRe D AARNIZ BT B ME T 7 7 V) Ax T (F
Wil £ AER A (F180)

¥4 7v PRIMES 21 i PRz (ug/mL)
Cyclel Dayl %5305 411+98.9 (N=34)
Cycle2 Dayl P51 178+67.5 (N=32)
Cycle3 Dayl P55 264+95.0 (N=32)
Cycle4 Dayl $e 5w 293+116 (N=29)
Cycle8 Dayl P55 316+162 (N=17)
M)Eﬁk@kﬁlﬁrﬁﬁm@ xﬁmwmgﬂkﬁﬁm
T60% (£15%r. #5512 B RABVES R SN2

B4, 20 H LIR30 <110/n\) c:»%@iﬂ BE) WAL ENE
L7zl E0MER 777 A~ TIEREHREBIZD T OMY
Thote A4 27V :28H) 2

A G- OIE R 7 7 ) A~ T CFSHE £ RS
(%)

HA 7V PRI Mg (ug/mL)
Cyclel Dayl 15305314 699 =146 (N=21)
Cycle2 Dayl 55 133%46.0 (N=19)
Cycle4 Dayl 2 5-Hi 252+68.7 (N=5)
Cycle7 Dayl 55 300% (N=1)
Cycle7 Dayl %5305 1% 1120* (N=1)

i Al

16.1.3 BERZEYMERERENR

(UIBRANRE 4 9T - BFROIE/ MBI, PD-L1ZMDIEN
HiaMEICH T BT EE. ERE/MARME. X
UPD-LIBGH DRIV E > SEEEEM » DHER2PEME D F1iT
TRER (I EHILE)
TR RIS B REFAT 12 B\ C L IS L W) 55 TAH G BR6 il B
D& 3B (OAKHER ., IMpowerl32:85%, IMpowerl 10355k,
IMpower0107t5%, IMpowerl33#th#. & U IMpassion130
RER) (LA AN S N RER O H AR NER O EH
BEOGMHIZIED S, 10008 OB ELELN % N ZFh
AR L. B REAR R  M AR AI840m g & 2 ] ] Fa %
5., 1200mg % 3B [ PR 4 5. 1680mg % 4308 [H] [ B 43 5-
L72EEDH A 7 VIR OEFREICBIT AT 7)) AT
DOVEFE =7 HEE L7245 F (OAKERER., IMpowerl3355k,
IMpassionl305tE%) (X, LT BY THo7oo BB,
IMpowerl32ikE#%, IMpowerll0ztE% % ZfIMpowerOlO%fC»?ﬁ
BT ALT7 TV AV T OgEFEROREERERICOWTIE,
OAKRERICBIT 27 7 V) A~ 7 OBRHEOHEERHE L
FRETdH - 72,

OAKEER (E/NIRIBGEE) (2B BT 7 ) A< 7 DGR

(7 fiE)
e | EH Crax (ug/ml) Cirougn (ug/mL)
Cyclel | ZE®WIKE | Cyclel | ZEwIKE
1200mg | &Mk 392 574 77.6 165
3 ] 7 (271, 577 | [380, 889] | [42.3, 128] | [60.9, 389]
SR N 432 665 92.9 216
(296, 629] | [435, 1020] | [57.7, 146] | [87.6, 476]
1680mg | &fk 545 719 82.9 151
471 P PR (381, 798] | [501, 1100] | [41.8, 151] | [54.8, 402]
HAN 600 826 102 202
(416, 865 | [576, 1250] | [55.9, 175] | [77.4, 481]

MATFIgNE (5%, 95%.7]

IMpowerl33ikE& CNBEMIE) (2B T L2771 AT D

WESE R (HEEfE)
AE-HE | £[ Coax (ug/mL) Crrough (ug/mL)
Cyclel | EHIKE | Cyclel | Wik
1200mg | 2k 403 587 82.1 176
3 ] TP (308, 551] | [414, 831] | [51.0, 132] | [86.5, 353]
HARN 446 682 94.4 228
[366, 564] | [513, 934] | [64.2, 140] | [124, 410]
1680mg | 2k 563 735 8.3 162
49 ] (434, 762] | [530, 1080] | [51.6, 149] | [75.6, 353]
HARN 624 849 105 215
[511, 780] | [653, 1130] | [68.2, 160] | [112, 399]

REMTPIgME (5%, 95%.5]

IMpassion130:tE% (FL¥E)
w ()

BT 7 AN T OB

AE-HE | £[ Crex (ug/mL) Curougn ( ug/mL)
Cyclel TE KA Cyclel E KA
840mg 2fk 325 599 86.5 263
28 T P [229, 465] | [388, 928] | [59.4, 127] | [132, 503]
HARA 370 682 93.8 299
[264, 520] | [447, 1040] | [63.7, 136] | [156, 548]
1680mg | 21k 653 830 112 206
el (465, 915] | [603, 1300] | [67.3, 178] | [88.3, 432]
HARA 742 1010 124 239
[536, 1030] | [704, 1470] | [78.8, 190] | [108, 487]

EAPIgNE (5%, 95%.7]

16.6 HENDEREHI 28E

16.6.1 /N2
AN A B T AT I S A A R RS ARFI15mg/kg (i
K1200mg) # 3B T605 (1558, 51 B1F
L RAEMEDHER S NHA . 2 H D305 (£1043) 12
EMETTRE) BSEEE L2k S0l T VY A T
EEEIUTOEBY) THo72 WEAT—%), (1142
Voi21H) 9 [9.75H]

BAEHG-EEOME R 7 7V ) XA~ 7 GEMTIgME (&
R ERE) (FIED)

M i (ug/mlL)

AN | PRMEES | 2Bl 120 E
127 F i 187 A i

Cyelel Dayl | #5305 % 31<2N<=2286.>7> 33<7N(=23i.>8)
Cycle2 Dayl | #%/5-7i ” (13\]:;;)4> . (5N=<§(2))4>
Cycle3 Dayl |  #/5-4i 58'<91\1<=21334).4> K ((1)\I=<Lllg)4>
Cycled Dayl | #5-Hi % (12\I=<f§5>4> 11(3N<=4116‘)1>
Cycle4 Dayl | #:5:30531 38<2N<=1ﬁ'>4> 37<3N<=7186’>9>
Cycle8 Dayl | #45-7i 16?P£iij8> 14?}£fi59>

16.8 ZDfth

(UIBRTBE R ETT - BROIENMAalEE. PD-L1BMDIE
KRR IS B B iTEREBEE. ERENlRIRGE.
PD-L1fEM D FIVE > SR ERE M D DHER2BE M D FT A
BEX I BHRIE
ARHN O %2 A AR % W 85 - BUGEAT D5 F . ARHK OB
Fiw (Coax M WCrrougn) & LML ORI A 7 B HIXFR
OOLNLolzZ LA b, KREIRA0mg % 2.8 i i bR
1200mg % 328 [ M FE 2 5-. 1680mg % 420 [ P4 5- L 72 1%
DEEMIIHME R 2B v E Tl & 22,



17. ERIRAIE
171 BHMHRURLMICEET 2R
(EIBETEE 4 ETT - BROIE/MHRME)
17.1.1 EREEFRETHARKRRER (OAKHER)
7T F S HE & G TALFERBEY O H D URAGE R
17 - TS O IE/HIRE R B 122561 (RFIH6136]. Kt
& X EIVEGI20)) xRS, KElE Py vt of
N OV A PEa Joic 9 4 28 TAHRRBR & 920t L 720
AFI1200mg X it K+t % F v ) 75mg/m?% 3H [ & T
FUEEE L7 WIS T v afb s 85060 (HA A
6461 % &dr) OEBBEEMIBVT, AFHET LI F
LV L B L CEERHIEE Th 5 LB oOf &
BRIEREDFEO LN (N — FIb [95%EFEIXH] - 0.73
[0.62,0.87], P=0.0003 [J&5lllog-rank#sg]) . F1Jefil [95%
FHEX ] EARKIFEC13.8 [11.8, 15.7] 7 H. F+¥%
FELVEETI.6 [8.6, 11.2] WHTH 727,
RHEN D 5 27260961 (HARAS6H % &) 2BV T
39011 (64 0%> WCEWER SR Sz, EEIEH (5%
PLE) (&, 98578761 (14.3%) . L5361 (8.7%). HHK
THIE5211 (8.5%) MEFTIESLBI (8.4%) . 552449051 (8.0%) .
THIATHI (7.7%) 58954261 (6.9%) . % ) FEE3SHI (6.2%)
E=THho7Y,
1) EGFRAETZE R LZALKR &G TR0 BE Tt
75 F F AR SR N A . £ N2 NECFRIAE
JH 3G ALK S VE % 473 5 HUB LIRSS 7012 & 5 R e E s
BB EHDHAEANS N2,

OAK R D 4= O Kaplan-Meier fif (4B g £ M)

1.0 Pt (B llog-rankBE) 0.0003
0.9 SR (959 fE T )

0.8 FepELL 9,64 (8.6,11.2)
0.7 <7 13,851 (11.8,15.7)

v, FEL 959 AR 0.73(0.62,0.87)

R
-
b
:

0.3 e
0.24—— F&&Ft

0.1 TTINAIT

0.017 ?T"?UJV)

0 3 6 9 12 15 18 21 24 27H
AFIEE 425 363 305 248 218 188 157 74 28 1
FesEouE 425 0 336 263 195 151 123 98 51 16

17.1.2 EEEHEFESE OHEEERZRER(IMpower! 10518R)
(LB RE D 7\ 0 PD-L1M M (SIS AR 555
ML 81T A PD-LIZHFEHS 1%L L) DUIERAE
AT - FEE O IR B E 5726 (H A AS1H % &
) ZxFRIC, RHFI1200 mg CRFITE) OFRMER 04
Pz, 79FF8H (VAT F o REHANKETTF )
FORA ML R L2 5 € v oS (b
R &Y % 58 MAHRER % S0t L 720 v RITRAT OG5
EGFREAGT R AIALKR A B AE T o B %
B < 554B1DITT-WTH M @ 9 £ TC3/IC3-WTH 41205
Bl (HARN24B % &) 2BV, AFIHE (10761) <L
SR (086)) & kB L CEEFFMMIEH TH L AT
WM OA B RIEEDFED St O — R [95% 5 HH X ]
0.595 [0.398, 0.890]. P = 0.0106 [J&3llog-ranki&sE].
A EIKEEMH0.0413) . HfE [95% S ] (L AHIHE:
T20.2 [16.5, #EARE] # H. fLEEEET13.1 [7.4,
16.5] THTH 729,

KRFN DG S 7228661 (HARAN28F1% &) 1I2BWT

17361 (60.5%) WCEIWERDSERD Sz, EaBER (5%

VL) &, 9572260 (7.7%) . HEIE21H] (7.3%) . L

20080 (7.0%) . EHFGE2080 (7.0%) ., FURIREGE T E

1961 (6.6%). F&E1961 (6.6%). ALTHIMISHE (6.3%) .

THILTH (5.9%) ZETdh o720,

1£2) EGFREHET BB IALK A B Ttk o B % it
ZNZENEGFRILEMH XUZ ALK EEH % 4§ 2 P Iiﬁi
AN & 2 WBIRIED B 5 BEDHAAN SN,

13) TR NE S R S M 12 BT A PD-L1%E Bl s 2
25000 IIZ10%EL 1 & HI5E S 7B,

(8)

IMpowerl1075& @ 44 711 [ o Kaplan-Meier B # (TC3/
IC3-WT#M)

1.04 P (8 3llog-ranki5€) 0.0106

0.9+ FalL il (959% 15 LX)

0.8 (bR 13.10(7.4,16.5)

0.74 jha S, AAEE 20.27)1(16.5,NE)
& e “heeen,, /3R (959% (X ) 0.595(0.398,0.890)
= 0.6 iy
® 059 e s VO
0.4

0.34

0.2+ (LE R

0.1 === N%J:; L

+ B9
0.0-

wom b B EBRERRET DY
fessgiiie 98 89 79 65 50 40 33 28 19 12 9 7 6 4 3 3 3 1
17.1.3 ERRHLELSE MAHERRRER (IMpower150545%)
1t$f§iﬂﬁﬂ%t¢wﬂ - BRI % B < VIR AN BE 2R 4T -
SO I/ N fE EE 120260 (HARANISBIZ &) %X}

%e 2. AHN200mg L MO PUESERE A (DVERT T F v+

R 0) F v [ABE 40200]. LEH VKT T F 2+ 8

7)) FFLIV+NNY AT (BETHEEZ) [BE. 400

BI1) OBERTES- OB N et E . SRR (0

WVRTSGF L +57 )7 FL)+ NNV AT GEETH

iz ) [CHE. 40061]) & Feld % 45 AR ER % Fh6 L 7279,

20184E1 H 22 H O HIEIANT DG H . EGFRE fn 125 52 b1 X

FALKEVE B E T B PE o B % B 104561 (H AR N676 %

i) OITT-WTHNIZBW T, RHPEHM (BH3595))

THRIHEEE (CHES3THI) & Ibi L CHZRHHE CTh % 24

TR OF B LRILEDED 5L (N — NI [95%EHEX

] :0.780 [0.636, 0.956]. P=0.0164 [J&Hllog-rankii

SE]L A EHETTHI0.0184) . Hhofii [95%FHEAX ] 134

FIOFHEEBET19.2 [17.0, 23.8] # . WHRECET14.7

[13.3, 16.9] WA TH > 720 B, AABEHFE (ARE34961)

IR IREECHE L i L T EIcB W A ERIERIE

BOLNHDo720, Fhzo, HRANBBIZBIBITT-WT

SO O R YLl [95%EEX ] (&, AH 5FH

B (BEE3261) T19.8 [14.1, 24.2]1 # A xFHEE: (CHE14%1)

THEEARE [13.2, HEEARE] ThHo7z (O — Kk [95%

fEHEIX ] - 1.311 [0.498, 3.446]) 2,

AH & PUEMEIEER (WVRTFF 2 +821) % F L)L

+ANNY AN T GEETHIRZ)) 25 & v -B#393%1

(HARA3661% &) (2B WT37061 (94.1%) (ZHEITEH

WD LNz, EREIEH (20% ) 3. BEE185H]

(47.1%) . 013561 (34.4%). 985710461 (26.5%). &

Mm9761 (24.7%) . AHIKIESIBI (22.6%) . HAYME= 2 —

a8 —88f1 (22.4%). THI8AHEI (21.4%) % TH -7z,

F7-. BEEOHAR A6 BT7H (19.4%) 12580

TP P ERIRAME SRR Bz,

4) EGFRIEE TSy XA LK & &5 T By Pk B8 <l

Z N2 NEGFRILENEH 1 ALKFL SR 4 453 % HUEVEE
BN & 2 BIREED B B BEAHA AN S Lz,

75) A#1200mg. # VETFF »AUC6, /S22 1) ¥ Ft )V
200mg/m?, NNV XY T GEHEFHIRA) 15me/keg % SHE
BB C43LE64 A 7 W5, KA O~NNY X~ 7 (#f5
T z) &SR M TS L7,

IMpower 15075k D 2 A7 H O Kaplan-Meier fi## (ITT-

WTHH)
1.0 P (@ 5llog-ranki#E) 0.0164
0.9+ FhoRil (959% 15 T 1)
0.8 BCP 14.7%4H(13.3,16.9)
& 0.7 e, TFVINAT+BCP 19.22(17.0,23.8)
& el W%%Eﬁzraﬁ) 0.780(0.636,0.956)
5 0.54 BNV A7 g,

0.44 CHVKT 5>~

"‘“‘w
0.3 Pz %

0.2+ BCP
014 77 AYT+BCP
0.0l " FH40

0 3 6 9 12 15 18 21 24 271 30 33H
#m+pope 359 323 296 264 235 167 119 66 34 9 2

BCP#: 337 308 268 233 196 129 87 56 29 6 1



17.1.4 EBEEFEFELHEERKRRER (IMpoweri32iK58)
LFEREREO 2V, WF LR R EGFREIE TR
FatE B ALK VG RO UIBRARE 2 #4T - %D
JE/ NIRRT 5786 (HARANI0IBI % &) = xf I,
ARHFN1200mg & MO PEEEIESEH] (I VKT 75 2 3
AT TF+ XA MLFE R RAMHRE29261]) o6t
BLHoFMER O E ., PER LSS (VR TS
FURIEVATTF o +RA NI v [xHEEE286%51])
EIET A AR 2 FEht L 727, &REEEIZBW
Ty RFEVEHITETHRIREE & i L CEEFHEHE Th 5
S A AR O A 3 R HER TR S L (N — R [95%
fEMEX R £ 0.596 [0.494, 0.719]. P<0.0001 [JZ%5llog-
rankE], A EKERMO0.004) . il [95%1EHEIX M ]
WEAFIBFHTETT7.6 (6.6, 8.5] 7 H. xtHE#E<T5.2 [4.3,
5.6] #HTHo72,

RF EEMEEREH (DNVKRTIF NG AT TF

+RA ML FER) PG IN220160 (HARA4861 2 &

) 12826761 (91.8%) ICEIWEHZSRD Hit/z, £

ZRIER (20%2L 1) &, Zml113%) (38.8%). H-L.96%4]

(33.0%) . MEJJHESIHE (20.3%) SFTH o729,

116) AHI1200mg. 71 VAT 5 F » AUC6IE Y A7 5 F »75mg/m?.
AR ML F 4 F500mg/m? & 3 [ [ b T4 301364 1 7 Vx5
% AFIR R b LF v A SEME S L7,

IMpower1325U5% 0 fE3 58 A £7 11 1 O Kaplan-Meier i

(&EHE)
L0~ Pl (i llog—rankHeE) <0.0001
0.9+ T s (9595 I )
0.84 = KHBATE 5.24)1(4.3,5.6)
& o074 N\ b KAIBEFIRE 7621 (6.6.8.5)
Z 0.6 - PN I (95% (S HEIX 1) 0596 (0.494,0.719)
H 05 N e
Qg 0.4 e
= 0.3 '_“"“*\gu.‘_
0.294 ——= FFFF + SALFELF R
0.1 ==== KA + TFFF + RAPLFEF
004+ FTHY
0 3 6 9 12 15 18 211
AHIRREE 292 231 169 120 38 43 11
AR 286 195 115 72 44 11 3

17.1.5 BH B MHEEERHER (IMpower130525%)
ALIREIE D 7 WD | g BB & B < SIBRANRE 70 AT -
g DI/ BB 72400 & 1 512, A#KI1200mg & b
OYUESEESEH] (ANVKRTSF o +821) %8 (T
73 VIRERD) (BT, nab-/%2 1) 7 X)) [RAIGEH
H48401)) OPFHEGOEMER O REE Y. PR LS
ik (WNVARTFF ¥ +nab—/%2 1) ¥ ¥4 ) [KFHEEE240
BI1) & ET 2 IARERER & 920 L 727 i RTRAT O &
B EGFREG T2 B ALK A BIE Tt o B g
ZhECOTIFIDITT-WTHFIZ BT, KHIGEHTE (451
Bl) CRIEAEE (22861) & JECL CEZEFHIEE TH D 4L
A OB ERIER DGO 5L O — Kt [95%/5 18
X1 0.791 [0.637, 0.982]. P=0.0331 [/&5llog-rank
WoE]l, AREAKMEMHO0.0425) . i [95%EHHIXH] X
RABEHTETIZ.6[16.0, 21.2]1 4 A /HEE#EEC13.9[12.0,
18.7] #ATH 72,

KH & EMEEH (IR TFF >~ +nab-2327 ) ¥ *

V) AHEG K NF2A73601 B TA556] (96.2%) |ZF

TER RO bz, EREIER (20%LL 1) (£, #1248

Bl (52.4%) . W BRI E2186 (46.1%) . 02071

(43.8%) . 5718561 (39.1%). THI15061 (31.7%). Wi

FEAEL456] (30.7%) « MU/MEIRAEL276 (26.8%) . £LHk

WOR10761 (22.6%) . MU/MRERIA 10561 (22.2%) . M-

9961 (20.9%) T -7,

117) EGFRE(TZ R IALKE A B 5 T B0 BE Tl
FNZENEGFRIAEMEH XUIALK I ENEH %2 £ 3 4 PrEiE
BN & B IIRIEA D 5 BE A A AN S LT,

TE8) AFI1200mgMk U VKT T F ¥ AUC6R %41 2 VOl1HH
12, nab-/¥2 1) ¥ ¥+ )L100mg/m’% %1 7 L dl, 8, 15
H H 358 R B CASUIR6H 1 7 VA5 fe. AH 4 35 R g
THG L7z

IMpowerl305t 0 44 1781 H O Kaplan-Meier il (ITT-

WTHH)
1.0 P (5 fllog-rankif7E) 00331
0.94 R (959 JEIX H])
0.81 KTEERE 13.92/1(12.0,18.7)
0.7 . AAEFEE 18.64/(16.0,21.2)
& 06 ORI (95%E X 1) 0.79(0.64,0.98)
& o5
H 04 e
0.31 T
0.2 { —— WVETFF Y+nab-/ )5 % )0
014" KE| + HVKRTTF v +nab-2 3705 F )b
0' 0 5800

2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32
A 451 422 384 351 315 294 268 217 167 120 88 59 40 19 10 4 1
KPEEE 228 206 176 161 147 132 119 96 75 58 39 24 13 8 1

(PD-L1EEM4 D IE MR (< 5 T B Ttk HBI A %)

17.1.6 EEEFE DHEEFRHER (IMpower0105K5R)
77 F F RN & G OAT R R R O A PR IIIB . (I
BifE>4cm) ~IMMA (UICC/AJCCmE T DIk
ANH A 100561 (HARNLILTE % &) & RRIZ,
RHN200mg D H WM K O 4t % STHgd: (BSC)
bl B BT AR R % 920t L 72710 A 3T e L
PD-L1MtE (BEEMALIC B1F 2PD-L1%HE (TC) 251%
PLE) o T IZMAMERIZB VT, KFIE (248461) T
BSCHE (228%1) & bk L CHEEHIEE CTd 4 AT
WMH OB BERIEREDRD HIL (O — N [95%1F 81X
1 0.659 [0.495, 0.877], P=0.0039 [/&jllog-ranki®
SE]. A REREMAI0.0370) . ULl [95% S HEIX M (LA
FHEC gL AE [36.1, HEEARE]L BSCHC35.3(29.0,
HesEARE] A TH o729,
KA G- 27249560 (HARNS6H% &) 1257335
B (67.7%) \ZEIWER 2RO Biize EaEIfEM (5% L)
13 HUIRBRARBEAR T ES3BI (10.7%) « & 9 HEAEA3H (8.7%)
58954060 (8.1%) . ASTHEGM37H (7.5%). ALTHEIN364H]
(7.3%) . FIRBRHRE TTAERE2961 (5.9%)  FE27H1 (5.5%)
BIE2661 (5.3%) 4 CTdH - 7217,
TH9) 7T F A % SRR R O 5 ST,

BBEOHRIT- 72,

FE10) A#11200mg 7% 338 1 S T A 164k 5 L 720
IMpower0107 5% O #3575 A4 £ ][] o Kaplan-Meier i
(PD-L1B5HE (TC=1%) o I XA

104

094
0.8
0.7
0.6
0.5

ST

044
0.3

0. Pl (E5llog rankfesk) 0009

LA (959615 H1X |

BSC 36,31 (200456 K1)
TTVNART LA E (36,1 HEEA )

NI (95% RIX ) 0659 (0495,0.877)

0 3 6 0 1215 18 21 20 27 30 33 36 39 42 45 48 51 54K
AR 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
BSCE: 228 212 186 160 160 151 142 135117 97 80 59 38 21 14 7 6 4 3

7B BIRSOIIEZR T OPD-L15SHIR I B 0 M55 4=

IR R S ORI T O L BY) TH - 7217,
IMpower0107kE% O PD-L1ZSE IR UL 51 0> MEH5 A A (1T
AT AR H])

0.1
0.0+

v T [95%CT] - R
PD-LIZEH #% |
B B BIR ) [95%CI]
AFH) 133 32.8 [29.4, NE] 0.868*
1=TC<50%
Cs0% BSC 114 31.4 [24.0, NE] [0.600, 1.256]
A#| 115 NE [42.3, NE] 0.432%
=509,
Te=s0% BSC 114 35.7 [29.7, NE] [0.272, 0.684]

*1 RREATEEO 7T — % 1 202141 H21H 1y M4 7
*2 0 IR Cox b BN — FET IV
CL: fEHXMH. NE @ FE X IIHEEATE



IMpower010 5RO PD-L1ZEBUR UL 0 2 A A H ™ (T UL AL
D)

i [95%CT] N R
PD-L1%3H z |
R AR R (H) [95%CT]
] 2
TC=1% AH 248 NE [NE, NE] 0.772
BSC 228 NE [NE, NE] [0.509, 1.170]
AH 133 NE [NE, NE] 1.218%
g 0,
I=TC<50% BSC 114 NE [NE, NE] [0.705, 2.104]
AF 115 NE [NE, NE] 0.366"
=59,
TC=50% BSC 114 NE [NE, NE] [0.181, 0.742]

*1: PEATERO 7— % 1 20214E1H21H S v 4 7
*2 0 @RICox BN — FET IV

* 3 JERHICoxILBINY — FET I

Cl: BHX . NE : FZ L AXHEEATE

(GE B/l R bt )

17.1.7 EFEHRESE 1/ THEERKHER (IMpower!335ER)
AL O 70 o SR B N 4 B 1V 40360 (H AR A 4261 %
&) ARSI, AF1200mgE ANVARTTF 2+ T MR FOf:
D CRAIE, 20160) o3BM MRS OF S E L et
TIEREANRTTF v+ T bRy FOBRE (775 £ REE,
20201) L ET A 1 /MM S v ¥ o btz 9206 L 7-%2,
M OFE R, ERFEMIIBWT, KA TT 7 LR L LK
L CEZEFHBIEE Th 2 &EFNMOBELREESEDO L (N
F— NI [95%EHEX ] 1 0.701 [0.541, 0.909]. P=0.0069 [f&
Bllog-rank#sE]. A REAKEMMO0.0193) . Ul [95%15 HE X [ ]
WEARK#ET12.3 [10.8, 15.9] # A. 77 LK#HT10.3 [9.3,
11.3] #ATH- 729,

RFEEANRKTTF v+ bRY FPFKG EN7219861 (HARA

2005 &) 1I2BWTI88% (94.9%) ICEIEHA RO bz, F

ZEIWER (20%2L 1) k. Zil776) (38.9%). U ERIRAET261

(36.4%) . BLERE6CIBI (34.8%). HEL636) (31.8%). HE574201

(21.2%) . FEHRIB41B] (20.7%) ETH -7

ELL) R 3E#E X Veterans Administration Lung Study Group (VALG)
staging system for SCLCIZZE&DWCHIWF Sz F72. RFEIN

B 2k 3 2 G WAL O #0955 (CRT) &2 HEAT L. A OrE

DALZERR D, MR UECRT A 567 A LR L 72 2 e il

INHBLIRRE & B S B DA AN S Lz,

AF1200mg (LiE 771 R) RSB VKT IF 2 AUCSx &1 7

VOIHHIZ, = FRY F100mg/m?% &4 4 7 vol, 2. 3HHIZ3

JAFERIRE T4 A 7 ViG55, A#HI1200mg (L7742 R) % 3HEH

ifE T 5 L7z

IMpowerl33k 0 24 A7 #] i O Kaplan-Meier i (458 H)

1.0

11:12)

Pfiti (& Hlllog-rankt7E) 0.0069

S

0.91 T ehsiei (95% R T
0.8 “,, 7504 +CE 1034 (93, 113)
0.74 T, TFVUAYT + CE 12314 (108, 159)
& o6l e VFFI (95%(RAEICI) 0701 (0541, 0900)
i+ 0.54 R S
§ 0.4 CHVETIF ™. N,
o 3] EEMEF Y Ty
pap [ F5EH+CE R '
0'17 - === KF|+CE ittt
: g
ool o
0 3 6 9 2 15 18 21 243
AH+CE®E 201 182 159 121 74 33 5 1
7A+CERE 202 186 160 114 59 21 3 2

(UNBRABE % AT MR TE)

17.1.8 EFHFESE THEERZER (IMbravel15055%)
4 AL R O 72 Child-Pugh 445 A O I B AN BE 7 BT 5 26
HEIS0161 (HARN6LBIE &) &xbGIz, AHI1200mg & Ny
A= 7 (HEIEFHIRZ) CRAEGERTE. 33661) OPHESOER)
WR O EEET, VI 7o=7 (B, 1656)) & I3 581
W v 7 s AL B % F gt L 7279 BT 045 R, 50161 (HA
N61B% &) OITTHEFIZB T, RAGEHEECR T & i L
T, FEFHEE O—2Th 2 EEFNMOFELRERIRD SN
(=Rl [95%fE#EX ] 0.58 [0.42, 0.79]. P=0.0006 [kZ5I
log-rank#52]. A &EAEMHI0.0033) . HJrfiE [95%1EHEIXH] (X
RFEVGERBECR i daE [(HEARE], FEIET13.2 [10.4, 5w
REE] WATH o7z b ) —2OFEEHMIAE T A Medy A A7
HMOBFELRILERDTED S (O — FIb [95%EHEIX ] 0.59 [0.47,

(10)

0.76]. P<0.0001 [F&Hllog-ranki®sE]l. A E/KAEMMHO0.002), Hide

fili [95%A5HEIX ] (XARFIBE#ET6.8 [5.7, 8.3] 7 H. xHEHET

4.3 [4.0, 5.6] WHTH-72, F72. BRANEE CRAIPHHHESS

Bl kFHERE2660) 2B AITTHRMOSEFHIB O R ILE [95%15

FEIXI] (& ARFIOEHTECHR UL EAGE (HEEARE] xR C14.9 [HE

EAFEITHTH Y (Y — FIL[95%EFEX ] 1.71[0.50, 5.84]).

I A A O P UL [95% M5 TEIX ] (. ASHIBF A © b o fi

A [6.4, HEARR] A H. JWEEEETT7.7 4.2, 12.7] A TH-

7o O — N [95%EREX ] © 0.85 [0.39, 1.86]),

RHFNE RN X7 (EEFHIRZ) 2585 81723298 (HAA

35l a &) 1I2BWT276%) (83.9%) IZEIWEHARO Sz F

ZEIERT (10%2L 1) &, S ImE7861 (23.7%)  #& FJR6261 (18.8%)

P50 (15.2%) « ASTHEINA66 (14.0%) « & 9 FEREA3H (13.1%)

WEALZHE D BUR3661 (10.9%) . THHi34% (10.3%) . ALTHEN34

Bl (10.3%) . FAKIGES3E (10.0%) SETH - 722,

#13) JRETEEE (BT Y ) — WEAFRE. 7 V4 EBEAERE. <47
OB IFBIIR 28k IR B IR Lo ke e, U e i0:55)
DG & 72 b BE IR S N,

E14) AH PR CIEAR1200mg R NN Y Av 7 (GEIEFHIRZ)
15mg/kg % SHFMMIIE TG L. MEETIZY 77 £ =7400mg%x 1
H2l$5- L7z,

IMbravel50:5& D 247 HI[H O Kaplan-Meier il (IT T4 )

1.0 — V5T a=T
"""'*n-..\“__ ———— TFS Y R TR KT
o 061 bt
;é
044
Pl (REBI
PR (
024 v57=
7T/ TRy X T iR HEEAE)
o LY R OSUEKED 058 (042079)
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(PD-L1EZM D RIVE > ZREEM » DHERIEHEDF M AEER B
L=

17.1.9 EBEHFEFE IHEERKZE (IMpassion1305KEk)
R - BEIUEICHT 2 2O EEED Wik - F35 L
T HEATED ROV E ¥ ZHERENE A O HER2EM: 0 2L 3590241
(HARN6GI % & Ee) ZARIT, KA +nab—¥27 1) & XL UG F#
B CRFIBEABIH) & 7T &K +nab-/327 1) ¥ v VBB (7
7 2 RTEASLH)) DA RE R O % ik 5 58 AR RS % St
L7 AAI840mglL 2 S, nab-/%2 1) % F+)L100mg/m?i%
HALE 28HZ1HA 27 ve L, #1, 8. 15H BIZHY) Tk
WL7zo B, RFBETIE, AEFRUIZOMOIEHIZL Y &
HH2OFER xR L 72f#IE. AKX idnab-2327 1) ¥ F 1)L & [H
—ORER O HE CHEET E CHRGMA L7z, 7y Fafbsn
72HEFEDH B PD-LIBEEHERB696) (HARNE % &) 12
BT, AFIEE (18561) T T AR (18461) & L CEE
FHIE B Y 0 —2>Th 2 MHEEAF YO E R EENZO 5
(N — R [95%EEIX T 0.62 [0.49, 0.78], P<0.0001 [
Mlog-rank#sE]) . FFYLE [95%15 FEIX ] 13 AFIHETT.46 [6.70,
9.23] A, 7ILARBETL.96 [3.81, 5.55] # HTH-7?,
PD-L1FGHEEH LMD ) B KF Lnab—$27 ) & F b skl &
718561 (HARNI2BI % &) 1[2B\WC180%1 (97.3%) (ZEIfE
AR 57z FARBER (20%LL 1) 1%, BEEAE10961 (58.9%)
JE5785H1 (45.9%) . HE8361 (44.9%) . £ im4961 (26.5%). T
HIALBI (22.2%) . SFrPERBAMEALE] (22.2%) . KMtk = 2 —m3
F—3961 (21.1%) %TdH o722,
#15) EEFEMIEE X T v 5 2L 3Nz dR_RTOBREEN L O PD-L1B &

BN B % I AR R OV & L7



IMpassion13055%& o i3 28 4 {73 i © Kaplan-Meier ffi##  (PD-L1

R 1k S SR )

107 Pfii (R 5lllog-rankHi5E) <0.0001

094 rh i (95% 15 X )

08 75t F+nab—87 ) & F LB 4967 A (381, 555)
074 . AAl+nab-32 1) & %LV EE 746 A (670, 9.23)
=2 § I I (95%fE HEIX T4 062049, 0.78)
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4 05
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g@ 0.4
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024
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vrsere 184127 0 62 44 22 11 5 5 1
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(UIBRARE 4 R BLRER SR PR RE)

17.1.10 #4155 T HHERERERER (ML393455K5%)

21 D E OV BEASHE 7 B BRIk E P IR B 4961 & R 51, 1851

D BFEINEIAF1200me % 3B MM EH L. 2Ll F18m A o /B

WZIEAF5me/kg (lxK1200mg) % 3EMHEHRG- Lz EDH

KT OV 4 % Gl 9 % 45 TTAHRRER % 550t L 720 A7 Al RA

HTEIZ X B 251324 5% [95%EHAX R : 13.3~38.9%]1 T - 7=,

RFN PG S N 24962 B TEITERIZA76] (95.9%) 12580 5

N7z ELREWER (15%LLE) &, J&571860 (36.7%). V) > 73Ek

kA 1011 (20.4%) L 33510851 (20.4%) « FIIMEREK A9 (18.4%)

M7 N7 ) RAT 7 5 —EHNOBI (18.4%) . L8651 (16.3%)

FIMSH (16.3%) 5T - 72%,

17.1.11 ERNSE I HHERRRER (ALBERTRER)

167% DL _ O V) BRANBE 7 i BEIRUA S P I AR 5 2000 2 RF 502 187 LA

O EFEIIEARA1200mg 2 38 [ RS- 165% DL 185 A

BB IIEARAFN5me/kg (5 K1200mg) % 3RS L& &

DA R N4 % 50l 9 % 45 TAHRER %2 550 L 720 EZEEHl

T HCT®H 5 M7 GBI E 2 & 5 E%%1210.0% [95%1E HAIX

B :1.2~31.7%] THYH. BWBEFEXEO T RIZHAIZHEL -

BIEZERER (5%) % FlEl- 7,

ARFN A G & 72206012 BV CEITEFNIE 1651 (80.0%) 12783 57z,

FEREIEM (10%LLE) 1&, ASTHEINSHI (25.0%). ALTHN4%]

(20.0%) U > /SEREIRA 4B (20.0%) \ IFHEREGE A 4B (20.0%) .

MR A 361 (15.0%)  FIIER SR A 36 (15.0%) . 11361

(15.0%) FE#3H1 (15.0%). HiRmE260 (10.0%) S5CTdH -7,

(BRI EMOESSMENK/ THEEY >/ E - 28)
17.1.12 ENSE I HERRRER (ATTACKERER)

127 DL o T3 O #E G 1 o B AMENK/ THIA ) > SE - S E

B AR T R A, 18 Uk 0 B I AHI1200me & 35 [ R i

B, 125 D 18R ARG 0 B 1213 A K 15me/kg (FkRk1200mg)

Z3BMMER TG L2 & EOFMIER a2 54 2 4 1

FHABR 2 920 L 720 REFFIIEE T 4 R IHE Il X 2 B8

53.8% [95%ASHEIX R : 25.1~80.8%] (7/1361) TH Y. HHiIZ

e Lo BIMEZAIER (5%) %82 A HHBIERIE>99.99%TH - 7=,

RFN PG SN 14BN B TEIERIZLLB] (78.6%) 12580 5

N7zo EREWEH (20001 F) 13, 524861 (57.1%) . I ohERE

A5 (35.7%) « ASTHIINAB] (28.6%) « FIIMLEREIR A 4651 (28.6%)

3595301 (21.4%) TH o725,

1:16) FIFMAENK/THINE ) » /8 - BRI 210 2 2 v DL EOBEED
HY. o, SMILE#E (FFHF A2y, AV kLt —F, A
FAT7 I F, L-TANTEF—BROT FEY F) 12k 2 EEE
Do G L 5 b R VEEIHRE Shi B, KOO~O
DVFNAICEYS L2410, SMILESRE @G & %2 6 2B &
HIWr S 47z - MECOG Performance Status2, @70/ LI . GFLA
PURTISFEME S M7= ALSE0C X 0 L HeE L LML Lol
1% 235 3 2 4REE, @AKS I > /SERELG00/ mmPAi . 6w e
MIBRMESS 5. @EMEZEL, CEMBE L OEmHEET 5
DEWAERASTOL LR 5, OEEIRME50%A1, Lix®
SMILES#: IR 5 A SEMIRE I L CRIECH %o

(11)

(UIBRANBE % B Rzz)

17.1.13 EANSE I HHERRRER (MarbleiB)
LSRR D 72 WU RN RE 2 AT - TSSO MligRe B D 4841 & %t
12, AFN1200mg & HINVET T F 2 +87 ) F Vo ff EE
7 S EIFET G- L 72 & & ORI OV 4% % 57§ % 5 TAHR
bR SN L 721, EREEMIE H ©d S AT EFIEEEI I E I L B2
WHI356.3% [95% MK © 41.2~70.5%] TH -7,
ARANHHEG S 724811 B\ TRIEIZ4861 (100%) 1252051
720 EREMWEM (30%Lh 1) &, KRR = 2 — 185 — 426
(87.5%) . WiTEIE4061 (83.3%). #1265 (54.2%). FEFL2641
(54.2%) . HIMERELA 2260 (45.8%) . FEL2060 (41.7%) . UFHp
BRIARELIE (39.6%) . BEIR BIREZZ1961 (39.6%) .« IFhEk%EL
BA18H (37.5%) . FAKIBEE1SH (37.5%) . fBEIEISH] (31.3%)
%’C&F} - 7':']1‘“19),26)o
T17) MBI T - RO A R 2 IR S48 I Va lid Vb & 21

SN BE . RORBRITAN - BOHOEE SR O T 0 BEHH A A
noNTz,

FE18) AHI1200mg. VKT 5 F 2 AUC6RU/S 2 1) 4 %4 )L200mg/m?%
& A 7 VoO1H BIZ3HEM B T4~64 1 7 V%58, K#H1200mg
3 IR TS L7

1#19) MarbleifBIZ BV CTld, RE, HIVRTITF 2 Iz ) & X2
DTN I L 2GR IZ O W THERF L 72,

18. EExhEEig

18.1 fERRF
75V A< 71E, b FPD-LUZH$ B b MEE 7 80— F it
hkThHl), PD-L1L ZDZHEARTHLPD-1L DG EMET S
T EEIZ XY HAPURSR A 7 THIRL O MU G A R L.
B DB % WK+ 5 &2 5D,

19. AR ICE Y EBILENAR

—MEWHE T TV AT (GEETHIEL)

(Atezolizumab (Genetical Recombination)) (JAN)

G HEE (CaioHs3362NasoOe6sS15)

L#H (Cuos2H1503N2730334S6)
1 144,610.56
G T X ER2IME OLEE2AR & T X 448 O HEE2AR A S 7

R AV A

20. BURWWEDEE
YMERIEBIDEE L TIREST A 2k,

21. AFREMH

21,1 B3R5 R 7 EHEE 2 520 L #MUICERTH I L.
(B THAMORMSMENK/ TR > /8 - 8E)

21.2 ByEHRGEH . —RHOREBIRL F— & PR SN D T TORM
X, ANROFSUIHA O BAMENK/ THIL Y > 73 - SflE
LIV TIAER 2 M SRR E 2 £l 5 2 &

22. A

(T2 MU T EHEERE840mg)
14mL x 131 7V

(T2 MY = EE#E1200mg)
20mL X 12N A 7 v

23. EEX#
1) Mizugaki H, et al. Invest New Drugs. 2016;34 (5) :596-603
2) FRAEEL C N T/ TAHER R SR (JO441105U5%)
3) EIFREIA S MARR RS (OAKERER) (201841 H 19 H AR,
HESERHE: 2.7.2.2.3.4)
FLNERL - SEY B REMET RS # (IMpassion1303UER)
FLNERL - RHEEISE EhRERAT (R L OV E D > S 2
L—av)
FENERL SR T/ ISR (GO29664735%)
Rittmeyer A, et al. Lancet. 2017:389 (10066) :255-265
FE P [ 25 TR BRR 3R (OAKEBR) (20184E1 H 19 H AKFE.
MR RHE: 2.7.6.2.1.3)
Herbst R, et al. N Engl J Med. 2020;383 (14) :1328-1339

4)
5)

6)
7)
8)

9)



10) AL« EIRBL S MAHERR SR (IMpowerl10745%)

11) Socinski MA, et al. N Engl ] Med. 2018378(24):2288-2301

12) #LAERE - EIRE IR E 5 TAH R R SR (IMpower15075%)
13) #LAERE - IR E 5 IAH R R SR (IMpower132:5%)
14) West H, et al. Lancet Oncol. 2019:20 (7) :924-937

15) FLAERE RS TAHER R SR (IMpower1305tE#)

16) Felip E, et al. Lancet. 2021;398 (10308) :1344-1357
17) #LNERE - EIRE L E 5 TAH FRR SR (IMpower010745%)

18) Horn L, et al. N Engl ] Med. 2018379 (23) : 2220-2229

19) EFSIEEZ 1T/ MAHERR SR (IMpowerl335ti%) (20194E8 H 22

HAKFE. WREERMZ 2.7.4.2.1.1)
20) AR EIBRILFE S TIAR IR 3R (IMbravel505U5%)

21) Schmid P, et al. N Engl J Med. 2018379 (22) : 2108-2121

22) fhAEE  EIFRILE S AR RS (IMpassionl30545%)
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