% % 20264E9 H 2ET (571
% 20264E9 H e E] (5561, RhREZE . A H)
By &G T, 2~8TC CRAF
HxhEE - 367 A

nEMESA
b MEHie FPD-1E/ 70— F )Ltk

BAEEER D EES
874291

ARES
BR5cRatA

30700AMX00073000
20254E7H

FALY X7 7 (BInFHEEZ) 8

R, B, Qs — t“ 7“_®,.-‘§5H§§51
J h " 100 mg

TEVIMBRA |.V. Infusion

OB HHEAE T A T 4 2o Gan H

* (—) A & KGR B

)R - EMSE O EI L DT A2k

1 XA

1.1 FEZ, BEBCTIHRETEIEERIRICHEVT, PAL
FEEICTOEMNE  BREFOEMDS & T, FEOFERAD
W EHENBERCOVWTDHIRET B E, £, BE
BRICKIL D, BEXE ZOREICEABFDOEFENERVEKRMEZ
+4E8BAL. AREETIOBRETEHI L,

2 BEMMERE,HS DI, SETICE>HEASRES O TV
20T, MEER (B8ih. MIREEE, ZHEE) OBEERLVKE
HEGRREDERE. BIEEZTICITIZE, £/ BEHPR
HONEFZEICEFFDOHRELEHREL. BIBRERIVECHOD
BELZOBEYLEMBEITHI>E, [8.2, 9.1.2, 11.1. 18]

—_

2. 2R (ROBEICIIB/ELEVI L)
ARH DB HE LABBE ORI D b 5 %

3. Hm - MR

3.1 #8

#5244 7 Y A7 T HiE#HEL0Omg

BB e g i
uﬁ47wm>%XVUX77(EﬁTﬁ%K)N%@

I 7 TS M) 7 A KA 67.6mg
(WA 7o) | 7 = Y BRAKAIY 4. 2mg

L-b AT T VIGERIEAKAY 8.2mg
L-t 25 Y~ 17.2mg

b Lo — 2K 718.8mg
K1)V R— 120 2.0mg

AANIBETFHBZHAMFICEL D, T A4 == 2N A28 -G8
THWTEE S NS,

3.2 WEIDOHRK

Wise 4 7 Y A7 7 HiE#HE100mg

G It~ L OIS D2 S L 72
pH 6.2~6.8

RIEELL #91 (EFEIRSE T 5 )

*4. FHEERIRIR
ORBYIRATEE2ETT - BRORER
AAYIBRTELET BROBE
OB%X 3 EREBEH ¢ 5 _LEERE
2 R EREHEOHR

5. MMBEX IR ICBEHET 3FE

GRBTIRATEE L EIT - BRORERE)

5.1 RHOFAM ORI BT 2 H &L LM L Cw
R\,

5.2 (LR ARG OMRIGYIRAGEZ2 HETT - TSSO M HE Ik Al
OPCEMEIESH L OfF RS5O M. PD-LIZSEEH (TAP) 12X
0 B2 HAEAIARIE STV B, TAPIZOWT, [17. BRG] O
DONER BRI REIOFNER &M r T3 R L7z BT, K
F% &t fEEBEO LI OW T EICHIT 5 2 &, [17.1.158]

GREYIRTEE £ ETT - BROBE)

5.3 KRH O T ORBIFEEIC B 5B MR L EMEIFRET L T
2\,

5.4 HER2BHEDOBE I T 52 L,

5.5 o P B A L oS OF %I, PD-LIFEHE
(TAP) 12 & 0 87 HMAVRIBE N TS, TAPIZOWT, [17.
BEIR R | OHONELA I L. KFOEMEN Vel r 15
(BB L 72 BT AH & & OO REREE OGBSO W TEE I
W22 &, [17.1.381]

*6. AERUVHAE

RBVIBRTEE R ETT - BROBER)
TINFaT TR ATTF L EDORICBWT, #@E. K
ANz, FAVY) A7 (#EEFHiRz) & LT, 1200mg% 3
S B T605 21T T EIRRHET 50 DAL AIHE L 72
BB CIEABE 2 AT - B O AERE I L Tid, AH % Bl 5
THIELLTED, 4B, WG OXEFMENRIFTHIUEL, 20
H LB P 58113305 F CHEMiTE 5,
GREYIBRTRERETT - BROER)
D PrEIEEF & OPEHIZB VT, WlE, BAIZIE, FALY
A= 7 (EIEFHZ) & LT, 1200mg% 338 k<6055 7
T CRIEENE T B0 2B, MEERG ORAEES R TH L, 20
H LI P 58113305 F CHEMiTE 5,

(BRI =REEEE T 5 LHEER)
PRV I UEBER Y AT S5F v EOBIZB VT, #@H,
BAZIE, FALY AT (#fafHikz) & LT, 1H200mg%
3IA R IR T605 2 CRIERE T 50 2B, G- OBEMEL
BIfchiud, 2l H PO SR IX305 £ TRMiT Z %,

7. BERUVHAZICEET X5
GREYIRRARERETT - BROBR)
7.1 BT 2 o BB HE 17 BRSO OHOPWE % 3
LR 52 &, [17.1.33M1]
(heEHE)
7.2 REFLGA X D EIERIA R L 72561213, TRESHI, K
HIOREFELERT L L,
RIVEH T JLiE
TR A il A Grade 2054 Grade 1ML TFICHET 5
FCOARAERRIES BT,
Grade 3D FIIXFEE | ARH A Hik3 2,
HDGrade 20356
ASTH7 L < IZALT#%|Grade 1L TFIZHET %
FHEME R (ULN) 0| F T A H & k4 250,
B ~5RELIT . ik
WEYILE Y HBULN
D1 5B ~3ELLT IS
BN L 723
ASTH L CIFALT A AHK Zhikd 5,
ULN®DGRERE, Jid#
L E rAULND3
R HN L 7236

JFpEREREE




RIER R QL RITEH R HLiE
B2 - Grade3D ¥4  Grade 1PLFIZRI4E 5 15 ML Grade 3LLEIEs b| - Grade 1LA IR
- R ORGSR BB A F T AFIRREET T R=Y AR HE 5 F T RHIEKRIES
(Stevens-Johnson| %™V, TRIR DY LD,
FEMERE) S| - SJSIUITENA B b - Grade 2LLFICEE L,
TR RRE| A B AT, SIS {22 YRETa Y
(Toxic Epidermal| TENTIZZ\WZ & 2% b= VITRE R A
Necrolysis : TEN)| R33N 5 F THG*H PVETHIUE, Rz
PEEbN D HE BLZRWwZ &, Y hu—vizikh e
- Grade 4D KEEHIET 5, FHT& %,
+ SJSXALTENDSED
YV ey RS OB A3 RS
KEmge - TH Grade 2X1FZ30¥E&  |Grade 1PATFIZHET % L7,
T AHERES T, B RE R i 7 L7 = ¥ %% |Grade 1M FIZEET 5
Grade 4T EMED | KK ZHIET 5, ULNIEN— A J 1 |F T, A H F R34 55,
Grade 304 v D155 ~3E LT
i 9& Grade 2X1¥30¥;4  |Grade 1PAFIZHIET % R L 2
I COARFIARES 5, Mgz L7 = EEzehiEs s,
Grade 3DO¥;4 YOG ETHML
FIEHEREAR 4. T |Grade 20554 FVE VAIFERIEIZLD TRV
MfRIe JrhB-VENBET L Grade 2Ll L0 | AA&TIET 5o
AR DIRFEE G 5o i e Grade 20¥% 4 Grade 1ML T IZHET

- Grade 3Ll oFEI®
FRAEA 23 T A
RKOWE

CEBEE T EA RO

A
=

- Grade 1L ICM4E
% F Ty KEI & ARES
Z)&l)o

- Grade 2L FICHIE L,
RIVE VFEE T
Y hu— VIR A
LETHIUL, RIERE
B AV E CHNE RS
W5 EHMATE %,

EREDSL DY A RS
L2\,

PRI RE VO A

Grade 3V ED¥&

- Grade 1LLFIZM4E
% FE Ty K& RES
Z)&l)o

- Grade 2L FICHIFE L,
PLHKMETCIT b
O — VI REZ 56, Hl
R E ARV H WK
RIS 2 HHTE %,

ERELAN OB R G-
L7Zvy,

FURPR AR RE A T i

Grade 3L F¥a

- Grade 1LLFIZM4E 3
% E T, K& AREET
2D

- Grade 2L FIZHIFE L,
RIVE ST Ta
v ha— VIR A
LETHIUL, B
B ARV A
KGR TE %,

LREbA o &S

L&\/\O

% T AR RS B

Grade 3L\ L&

AFZ RIS Do

- Grade 3DFEF DY

A
()

- Grade 3L Eoiiik
TIT7—ENiF) 3~
BHIMOW; &

Grade 1PLFIZRIET %
F T AWK B RS 2D

Grade 4054 FH A HIET %,
Infusion reaction |Grade 1D¥;4& s R OG5 L, P
EORIHIE L FTT 5o
- P G % 50% R E
Z’ o
Grade 20354 C RFNERIRET B,

- Grade 1DLTFICH4E L
TeWa. HE5HEL
50% % L CTHe 5%
B3 %0 KialOFGF
X, THiEORIHRS %
a3 %0

Grade 3P\ L&

AHZ IS Do

ERELS ORI

Grade 304

Grade 1A FICHET 5
FCARK R RIES T,

Grade 433D

Grade 304

AFZPIET Do

*1 : Gradel¥NCI-CTCAE (Common Terminology Criteria for Adverse
Events) v4.012# L %,

W v F OG- BG A 6 12388 LA Grade 1BAF IS L 2 W6, iy
FRIVEVHIZ T LR =0 S Tl0mg/ HAH S i DT F TL208 M LA i T

WA, B ERIET A L,

8. ERLEFNERE

8.1 AADTHRLTEEALIERIZ XD . HEEDFIZE U ITER S 2 &
ZAONDEA GHRER RN S EDNDL I END L. BlGEE T
FUATV BEDRLO SN2 EId, BEORIEIUGIZ L % F
TEROSEREZE L. MY 2ENBM 21T 2 Lo BEDRIER
IS X BEIVEH D BED I 81213, BIEEE RV E VR oS
FEBETHI L, T, AHHBGRTRICEEZEFRATS 5
DD ENHDLOT, KA GETHRVBEZ 04T 2 &o

8.2 MIEMEMREDL D S bN D L3 b 0T, WHHER (B,
W0 PRI 0k SE ) OFERR T O B X st AL 0 FE S, BlgE % 1
AT T ko F7o. LEITB LT, MECT. MiF~—7 —FD
Mt a FEfid 52 &o [1.20 9.1.2, 11.1.12#]

Al



8.3 IFARL, IFEtER S, WAV HSLNL Z LEDDHDLDT, KHl
e 5B ET B O ¥ 531 B i 2 TR LA e 2 T . BB O
REEZ B+ 52 b, [11.1.2580H]

8.4 L. LEENHSDLNLZ EHHLDOT, M. CK LS.
LDENEESOBEL 512479 2, [11.1.113H#]

8.5 Wide., MBUBRIBIED D S5 bND Z EDHIEDT, BT,
R, CKEFZEoBIEE 1512479 S ko [11.1.128H]

8.6 WIREMMIIFEDS D HbND T L 2d 50T KT I T,
WP R G, T R RS OB 24T S k. [11.1.138H]
8.7 HUIRBRBEREREE . T HMEAEREE L ORIEHAERE S D &b
5B DHDT, KENOFG-BMGH K OG- H 1 e B2
NS RER RS (TSH., #E8ET3, ##8ET4. ACTH, M I )V F v —
VEORIE) #E-BT L L. T LEICS U TEERESED

EhbEETHZ L, [11.1.5-11.1.78M1]

8.8 1IN H SN DI EHNHLDOT, i, B, R
FEIRDFEBLL MAEE O AT aEET 5 2 L, [11.1.880H]
8.9 HEEENDHOLDLNDL I LWH L DT, HHAEHRAE % EWNIAT

W, BEOREL THICBIT 52 L, [11.1.102H]

8.10 BREIVEEDVHOLDLNLIENHLDT, IROBEIFFOLN
AT, RN ICEEREE 2T L) BERIEET L 2
Lo [11.1.202H]

9. HIENERZH I 2REFICETEE
9.1 &fHE - MEEEDH 5 8%E
9.1.1 HERERBDAEHIIEMNE L IBREMOBECRER
BOREEOSH 3 HBE
GEEEORIERN B IINEST 2 BZ N D 5.
9.1.2 HMEMMEBRDH 2 BERIZZTOREEDH 3 BE
BV B T B U 5 B2 N D 54[1.2.8.2.11.1. 1]
9.1.3 EEBIERE (ENRMRBEEEZ2ET) OHhdEE
RANOFL512 X 0 B0k 2 HEH BSOS USRI R * 16 T
WEBRTLEBENDH 5,
9.1.4 HWEOBLEIIRETEHTRE
WEERET A2BZNW0H 5, [11.1.188H]
9.4 £JEREEH T %
RS 2 W REE O & 2 L2 id, REE G-l O 547 A
M2 B\ T3 2 B N OV ) 2 BT 12 D WG 5 &
Lo [9.550]
9.5 1T1@
TR IR L CW 2 W REME O & 2 k2, EE_ OB R
falttEx L2 BT SN2 EICOAKE T 52 L, KElEH
W7 RIS E R R BRI I L T AR v As, IER~ Y A CHTPD-1
PUASUIPIPD-LIFUA 24459 2 &\ WEESHINT 5 2 & 2%
HENTWDLZ RS, FiRPOLHIZHT 2 KH O#S X, K
WK L CHE RS RIZTTREEDSD 5. F72. & MaGIiEHE
HHSIBRARITT S EBMENT WS, [9.45]
9.6 RILB
B EOF MR CBARBOF ST E R L. #ALOME LT
ik RE T2 2 b, AFO L FILTHANORBITICET 57— %
F70A e MgGIEFLHHITBITT 22 6. RAIDEITT S
TREMED S 5 o

9.7 NRZ%
NBEEE R G L BRI IR L TV v,
1. BMER

WOBEWERID S bbb 2 WD DT, BEL TV,
AR BN AT 2 Ik § 5 % S 2 RE 2 AT 2 &
1.1 EX%EIER

#11.1.1 BEMEMER (1.2%) [1.2. 8.2, 9.1.22#]

*11.1.2 A2, FHggeEE. X
A4 (0.2%). AST. ALT. y-GTP. AI-P, BV )V E V5D I
T2 0D IFRRRERE (3.1%) VT 2£(0.9%) B3 5 b s 2 L 3d B o
[8.3Z: ]

11.1.3 hEMREIRIEBAAE (Toxic Epidermal Necrolysis :
TEN) (HEAW). BEHIEIRIERS (Stevens-JohnsonfEfZEE)
(BHEEAH) . S4B (0.1%)

*11.1.4 KBBK (1.1%). MEE (0.2%). EEOTH (0.9%)
Feed A ML B8, MESEFORERD D S b7 11E. KF
OG- AR PIET 250MY) 2 NEEITH 2 &,

11.1.5 FIRIRHEEEREE
FURIEASBEIC T (0.2%) . HURBRARRETCERE (HIEEANH) . HUIRHR
9% (B AR FE O HIRIRRER S5 6 b s 2 Eh3H 5, [8. 72 ]

*11.1.6 BIEHEEEE
RIEHEREA A2 (0.4%) FORIERERErHSLNL I LD D5,
[8. 7]

11.1.7 TEHREREES
THEEARSE (A . FTEEEEICTRE (0.2%) Fo T ERRE
FEBEENH S5 LNLE T LD L, [8. 78]

11.1.8 1BUSERSR
ITRUEIRG (BHE LR R % &) (0.7%) 2% 5 b, BRI
Wr N TV F=Y RACELBEND D 5 1FIGERF DD NI
B2k, KFloEG 2 RIEL. A4 v 2) YR 0¥ GE oY) 7
MEX1TH 2 &, [8.8%H]

#11.1.9 X (0.9%)

11.1.10 BEE
A (0.8%) . WRANE M EIEE %5 (0.1%) . SERMEE . HEA
W) SEOBEEEND SLNLZ DD D, [8.95MH]

#1111 DB (0.2%). DERX GHEAY) [8.42H]

*11.1.12 BHR (0.3%). HEWHRAE (0.1%) [8.55MH]

11.1.13 EEHENE (0.1%)

EIEMENFEIC L B 27 ) — X D70 S IR AL T 55
DB LT, WLREOEALIZ TR T A2 L, [8.62H]

11.1.14 BEK (0.6%). BEEER CGHHEAH). BHEX HEAH)

*11.1.15 REES
FRH= 2 —a8F— (0.2%). ¥7 v - N —JEREEH (1.4%)
HEOMBRREND LDLNL I END 5,

*11.1.16 EELMARE
SRR MG ARE (0.1%) . I (HEAR) . MEB0R 2R
fE (4.5%) FERMELFrpERISAE  BHEEARNBE) 55 00 55 70 L
ENHLbNALZ ENH D,

11.1.17 EBiRMAEERE
RESEAR AR AE (0.1%) . KTZEfeiE (HUEARH) 55 OBk MR 2E
BIENRH HbNLIENDH D,

11.1.18 #&#& GHEEARH) [9.1.420]

*11.1.19 Infusion reaction (0.2%)

Infusion reaction?i2& & N 728 121E, ARFIOFG- IR O]
BALEAITH L L IS, ERDEET 5 £ TEREDIREL 141
BT nZ L,

11.1.20 RESEK (0.2%) [8.10&H]

11.1.21 MER CHEA)

RANMAE 7% h R 2% /NI A 2% [PUiT vh Zkfl i bufk (ANCA)
PIEIME %, [gAER, REMERT L] bbbl &
DB 5o

11.1.22 MEREEM Y > /EBERE (GHEEAT)

*%11.1.23 EEOER. BER

RIEPUBITERT 2 L Z 2 bNLAEEOE 4 GHEARY]), Al
HEEARW]) 23 5 d 2 WD bo REDVRD bNIY a1,
BB RE AV E R OBRGEOBY) R NEZATH 2 Lo

*11.2 ZDMOEHER

10%L). 1 1~10% i
MEB L) Y IANEFOE VDA ETOE VB
AT A (69.0%) . FHILERHL I, 1) >/ Bk
A (65.2%) ) x|

WA (59.1%). #F
RN (55.2%) .
IMIMGEA (48.1%)

19 A i

*




10% 2L £ 1~10%A;i 1%

B L OV
e

ik

=R SENOE 80
&£ Ot Fra

AL SR AERE

FIGE: %

*

Concentrations (ug/mL)

FRRREAREE | ALTHI (33.7%)
ASTHEIN (44.1%)
ALl-PH11 (30.4%)
GRS ACVE
i (24.3%)

B B & OB | 585
LR P

TR BRI

*

HHERS O
LR 5

B, 5 AR | BE T 5

—f% - e HEEE| T il
B L OG-
DI

*

i R AR A VAR NG R AL RN i
(44.7%) . CK1H
mo(22.3%). 7
L7 = Em
(19.8%). #U v
LA (29.5%)
/A BBV B |
(15.0%)+ F+ MV
v LiEA (48.0%)

14. BRAEDEE

14.1 EEIFARFDER

14110 NATUVERREL VW &,

14.1.2 HRFN, MR ERZOOFEE BRI K VRS 5 2
Lo BN TV DHE, WA T30 5N 5541214,
INATIVEBEET LI L,

14.2 EEIFARBFOEE

14.2.1 XA 7OVIHRS FICE LI S, BEREEZ NS T A5
WEMY . HREIEIER O Ny ZIEA L, SR 22~
Smg/mLE § 5, Wiy ZawWwo ) lin S TRMTLHZ &,

14.2.2 RENIBAFE 2 & F 2o MPRITHRL BT 5 2 &,

14.2.3 WHUE %2 3 CIEHETIRE T 2561213, T2 & 5#
T ECOWM%2~8C T2AUMMMUNE T2 2 & AR E IR
T L72%HEE, S5y Z 2 WiIC RS 2 L,

14.2.4 FHGEIIHE SE W &,

14.2.5 FANZLAEOBF TH 5o /N1 T VHOFEIEIIFETES 52 &,

14.2.6 MHI L OWRFIZL 2V &,

14.3 FHHIREEOEE

14.3.1 RHO¥GIZH7z> T, 1 ¥ IF4 71007 — (0.2
0.22um) #fHH$52 &,

14.3.2 [{—D 57 1 ¥ & L T35 % fFH FE IS L 2w
ek,

14.3.3 LR T IA V%2 7Ty vaTh I E,

*15. ZOMDEE
15.1 ERERfERA ICE D 1§
15.1.1 GEEM
BRREERIC BTl 216/111661 (19.4%) 12305 A LY A= 7
RATFED H AL, /111661 (0.7%) 1ZHLTF A L 1) X< T HRELED
RO BNTze PiF ALY A~ THUR I O FIHUAR B 50 <l Btk
Bl & e L CARFI O MEE i AT 3 2 A 25F20 B 7z,

16. EYENRE
16.1 Mg
16.1.1 BERE

HAR N O B R F R B 1060112 . ARHFI200mg % 338 [ i i T %
HEEIRATG- L7z L &0, FRH5-% 0 M hig R L 05
BHEST A—F BUTFTDEBY THHo 7Y,

AN IZAH200me & BIRNEE G- L 72 & & o il il EEHERS (°F
WYEHEAERZ, n=10)
Cycle 1

1000
® 200 mg(n=10)

0 72 144 216 288 360 432 504

Time (hours)

HARNEZ ICARHKI200mg 2 FHIRNIE S L7z & EOIYBRE/ T A — 5
(n=10)

WY FRE/ ST X — ¥ ) MESEERE

Cmax (ug/mL) 73.3 (21.9)

AUCo-214ay (ug-day/mL) 672.9 (23.8)
Tmax (hour) 1.29 (1.13~1.62)

Tr2 (day) 18.8 (27.3)

CL (L/day) 0.161 (34.9)

AT (EICV%) . TmaxlZ oW CldiIlE (F/h~HK)

16.1.2 RE#®RE
L REIE D & 5 G I AR 2 AT - FF3E 0 B AN AR L
BeHiE B 25001 . AHI200mg % 338 [ [H] B C A FIR N G- L 72 &
EQMIEHIREEIUTOLBY) TH o727,

H PRI n M{FEH#EEE (ug/mL)
Cyclel Dayl 5% 25 63.17 (23.9)
Cycle2 Dayl RN 24 17.61 (26.0)
Cycleb Dayl 5 13 43.67 (30.6)
Cycleb Dayl 5% 13 115.11 (21.4)
Cycle9 Dayl v aoA -] 9 57.29 (33.2)
Cyclel7 Dayl 2511 7 33.93 (121.5)
AT GRICV%) . 144 7 )V Id21 H

17. ERPRERIR

171 FHIHERVOCREMICEET 555

GRABYIBTEE L EIT - BROBERE)

17.1.1 EREFES M558 (BGB A317-306:%E8) (JRCT2080224669)

ALEEFREIE O 7 WARTA IR AN RE 2 64T - TS8O £ IR T b 2 i R
F64961 (HARNG6HIZ &te) ZxrRIC, ARH LALEHE L O
(T+C) #H5H2DH MR LEMED T T 1R L AL & Off
M (P+C) $GH2 25t L -4 L - EE MR CMa &
Nizo FEFHEEH CH 2 AEFH (0S) 1&. P+CHE & IR L
TT+CHETHAIAMICEE R IEE 2R L,
BRI 28 R A G 324651 31361 (96.6%) (H A& N33
31 A& &Ee) ICRED BN, FAREEM (20%LL F) &, &iM173
Bl (53.4%) « Wi ERE AN 15301 (47.2%) . EIMERELH 214351
(44.1%) . ERIFELLI66] (35.8%). HL11261 (34.6%). Fhk
JBHE = 2 — TN F =736 (22.5%) TH-72% (F=F v hF
7 H :20224E2A 28H)

F1 BRMERGE (BGB-A317-306745%)

T+C P+C
(32611) (32311)
0S™ |Mdfii [H] 17.2 10.6
(95% IS HAIX [H]) (15.8, 20.1) (9.3, 12.1)
N — RILE 0.66
(95% IS HAIX ) (0.54,0.80) -
P& <0.0001

n
+
§ Blog-rankf5E

SRR O 7 — & 1 20224E2H28H A v M7
D ERICORILBINY — FEFVIZ L BP+CL D ILEL
=



196 Median: 17.2,95% C1 158 -20.1
06,95%C193- 12,1

Survival Probabily

024 SN

K3 HIIERAE (BGB-A317-302505k)

15304 285 268 254 239 217 195 176 158 147 135 129 122 115 112 102 91 80 71 63 54 45 40 36

Time (Months)

30405 6 7 8 9 10 11 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 20 30 31 32 33 34 35 36 37 38 39
326 320 311 300 287 277 264 256 253 236 227 216 201 190 183 178 167 150 136 120 101 90 79 70 58 50 41 34 28 19 14 9 & 6 4 2 1 1 1 0

22 RS 8 8T 63 1100

X1 OS?»Kaplan Meierfif# (BGB-A317-306:45%)

TAP [HEBFHIEOD ) 5.

HIHL AL

Sete TR

L6 B L B MR A K O

e 5% 8 S0 L S22 ML % o o> B MR 7 sl (JRELOES e N T2 18 12 P D)

DEE N SHEI SN 5 PD-L1FEHE]
PD-LIZEBURILHIL

H28HT—% 71 b4 7). [5.22#]
2 OSOE MR (BGB-A317-306548#, PD-L1ZEHLIRILH)

2B BRI 2D &
IR AT o 72 (MHEBTRO 7 — 5 202242

ARFH B =2Es
(2561) (2561)
0S™ |l [A] 8.6 6.3
(95%15 #E X [H]) (7.5, 10.4) (5.3, 7.0)
N — N 0.70
(95% (5 HHIX ) (0.57, 0.85) -
Pfii® 0.0001

ival Probability

survi

\ " hgefis () N — R
PD-LIGHY | #x58 | fi —
I BEGHE | PR oo | (o590 Eik )
11.8
T+
TAP < 1 ©1® (6.2, 16.3) 1.34
P+C | 25 16.1 (0.73, 2.46)
(10.4, 28.9)
13.0
T+C 59
1< TAP < 5 (10.8, 18.3) 0.93
. P+C | 64 9.6 (0.61, 1.41)
(7.9, 13.7)
26.8
+
e . (16.4, —) 0.44
5 < TAP < 10
P+C | 79 9.8 (0.28, 0.70)
(8.0, 13.0)
16.6
T+ 11
TAP > 10 ¢ 6 (15.3, 24.4) 0.67
) P+C | 107 10.0 (0.49, 0.94)
(8.6, 13.3)
- CHEEARRE. 'l PD-LIHERRE TH o 22 B kBt sz, *2 0 JEER

CoxtflN— FETFTIWIZL BP+CE DL
1) AHI200mgXid 7T b ARIFM MHE & LU O b5k GRERIE S B A B 2 & 1258
DTN R L7z,
CHERA T VATY T YN Y AT T F 260-80meg/mP ik A F A T T F
130mg/m?. KOS 7 VA a5 2ob 750-800mg/m*/day (5 H 4G sk 5) % 3
i 1 B o
CHEBK+ IR I D VAT TF 60-80meg/mP kA F4) 75 F 2~ 130mg/m?
% MM TG L. A _Y % ¥ 1000mg/m*% 1 H2[ ., 2308 B % 51412 1
RS
CEERA 87 ) 5 F Rl 0 Y AT T F 260-80mg/mPid A F ) 7T F 2 130me/m?,
KO8 1) & X4 )V 175mg/m?% 3 M H b 5o
H2) KITIEYATIF o+ 704077V VORHIEIRENT

17.1.2 EEEFRSET#5E (BGB-A317-302:ER)
(LEEFRIESD D B B BRI BE 24T - B O EER R E
BESL20) (HARASOBI % &Te) 2 ARSI, ARAI200mg 338 R b

DAY VLA S E M AR L 72 LFRE 0327 )
xRN, FeyFLVdA) /78 y) 2rRE LCEES

(LI EMRABRCHES S oo REGTHMIEH Td 2 2401 (0S)
(3ol & R L CARRIBE TR A MIC A R IER 2R L7z,
RIAE 2 A1k AT Ak 5225581 18741 (73.3%) (HANZ5HIH17
Bz Et) IR0 b, EREIER (10%E 1) 13, ASTH#N29
B (11.4%). #ZIm2861 (11.0%). FIRIRFEEEILTE266] (10.2%)
ThotVs (F—%Hhy M4 7 H :20204F1251H)

TR O T — & 2 20204F12H1H A v M AT
T AR & DL
§ : JEBllog-rank s

97 Median8.6 95% C1 7.5 - 10.4
Median:6.3.95% C15.3 - 7.0

HR (95% C1) : 0.70(0.57 - 0.85)
0.64 N Log-rank test p-value : 0.0001

b,
019 =

0 2 4 6 8 10 12 14 16 18 20 2 2 26 28 30 3
Time (Months)

§ 9 10 111213 14 1S 16 17 18 19 20 21 2 23 x4 26 27 28 29 30 31 32
umab 226 204 191 172197 144 134122 110 96 88 §1 73 63 8 52 44 33 30 23 30 53 |1 S
TG0 256 738 219 191 147 143 134 105 93 3 77 S0 S1 42 36 %4 2 36 21 15 15 1 7 21 1 0

{2 OS®»Kaplan Meierfifi# (BGB-A317-3027k%)

13) WA WA EE 2 AT - HIEO AR LRI LT 1oL REEOH 5 BE

BRGR L SNFz, 1272 WEUSRBRIIAE (L he U L B o
ST 67 B DI ATES & N BE LI L SI7z, BB, RIEF Ly
KA ¥ MEANC X 2 EHEDS S 5 BETHAANS N h 5T,

CRRYIBRTEELEIT - BROBE)

17.1.3 EREHFLE 14855 (BGB-A317-3055%88) (jRCT2080224723)

ALFHEEIE D 72 WHER2IEVE DO YIBEASEE 20 AT - P50 B T &E
BT EEITH (HARALOIGZ &) 2R RICARH 1L
SR L OB (T+C) G OEE R MLt Rl 7T RE
b & OB (P+C) 5 %2t e L AL EEHR
AERTHE Sz, FEEHETEHE TH 5 PD-L1ME (TAP=5%)
FEAT R A B OSTT TN R SR FC 81T B 20 (0S) 1
WTENROERIZBWTH . PHCHE & Il L CT+CHETHRET I
BEREE%R L7,
BRI 22 4V A Aok 5249811 Fh483%1 (97.0%) (H A A5051H150
Bl &) ICRBO LN, EREER (20%LE) 1. 02376
(47.6%) . ERRIFIE18261 (36.5%) .\ I/ A 174450 (34.9%)
I Bk E0% A4168%1 (33.7%) « MEME16141 (32.3%) . & 1115841
(31.7%). TANTF BT I/ bT > A7 27— XHim14561
(29.1%) . FIMEREHA 1198 (23.9%), 7I9=vT3I/ hT¥
A7 xT—VHIMI3E (22.7%). FHILILE (22.3%). EHHE
JEHE = 2 — X F—10661 (21.3%) TH-72Y (F—=FH v bF
7 H 1 20234E2H28 1)

#4 PD-L1ME (TAP=5%) @M SRERIC
(BGB-A317-3053%E%)

B B ARG

T+C P+C
(27411) (272151)
0S™ |Mgfii [A] 17.2 12.6
(95% IS HEIX ) (13.9, 21.3) (12.0, 14.4)
A= R HE 0.74
(95%fZ HAIX ) (0.59, 0.94) " -
P& 0.0056
T TR 7 — % 20214E10H8H A v A7
I P+CE DM
§ 1 @Bllog-rankusE, i (R7 V7R oMo ) KO 04

2 X BB, ARk (i) 0.0092
1 HERHEITRIE L7298 2% X E (0.56, 0.98)
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— TRCin=274, cvens= 130, Medin 72, 95% C1139-213
09
P+C =272, cvenis = 161, Median126,95% C1 120- 144
05
074
HR (95% C1): 074 059094
£ 06
H ogrank es prvalue :0.0056
| Logrank st v 0,05
Z s
LT
o
03 H
S
o PR
[rS—
o1
004
0 2 4 13 5 v 1 16 s 0w o= % 2w w0 @
Time (Month)
Number o
Time 405 6 7 8 9 10 1 213 14 15 06 17 08 19 20 20 2 25 24 25 2% 27 3 2 30 3 R
e 2 264 54 227 219 196 185 167 164 12 109 93 77 0 62 52 47 3% 35 0 2 19 1 1 1009 6 3 1 0
PAC 272 268 261 254 237 26 215 203 159 168 156 141 1S 94 50 70 5 49 44 35 26 20 06 3 12 9 6 5 2 1 0 0 0

X3 PD-L1BsME (TAP=5%) AT SRERNZ BT 2 H I FATEES O
OS?®Kaplan Meierffifi (BGB-A317-305:45%)

5 ITTIAT A RERNZ B 5 HIERAE (BGB-A317-3055U5)

T+C P+C
(501%1) (49611)
0S™ |l [H] 15.0 12.9
(95% 15X 1H) (13.6, 16.5) (12.1, 14.1)
NHF— P 0.80
(95%Z HEIX 1) (0.70, 0.92) " -
P ¥ 0.0011
T RRATIE O T — & 202342 A28H v N A 7
LI P+CEDIEx
§ : I Bllog-rankiisi. Mk (7 2 7 4 2 O o i) . PD-L1ISEHIRIT (TAP

=5%. TAP<5%) KO MEBEEROAMEZ X 2EHMt. A&k (FH)
0.0226
N A ERHEIZRIS L7295, 5% E X HIE (0.69, 0.93)

— THC 0= 501 events = 370, Median:15.0, 95% C1 13.6- 16.5

P+C =496 ,events = 406 Median:12.9, 95% C1 12.1 - 14.1

HR (95% CI): 0,80 (0.70-0.92)

Logrank est p-value : 00011

Survival Probabiliy

-+
T g
g
HH L e

T ——

2 14 16 18 20 22 24 26 2% 30 32 34 36 38 40 42 44 46 48 S0

0 2 4+ 6 8 10
Time (Months)
Number o Pasents at Risk:

Twe 0 2 4 6 8 10 12 14 16 1§ 2 22 24 26 2% 30 32 34 36 38 40 42 44 46 48 S0
THC 501 477 45 404 35S 316 278 254 26 202 179 165 12 130 107 77 9 53 43 31 2 13 10 4 1 0
PAC 496 472 431 398 344 304 264 218 186 155 136 119 109 96 73 52 3% 20 25 20 15 6 3 2 0 0

B4 TT TR SRR 31T 2 I fEATIRE RO OSDKaplan Meier Hifi
(BGB-A317-30535%)
TAPIZBET A 808 MI2 D EPD-LIEIRIL (TAP) BIZHERE
I 70 SR 24T o 72 (Rt RE D 7 — % 20234F2H 28 H 7 —
Yy bt 7). [5.55H]
76 OSOE MMM (BGB-A317-305248%, PD-L1ZEHLIRR)

" " heE (H) N — N
PD’Ll’W‘I *1 JU I o -
R B R osnefmmcn) | o5
14.1
+
B e (11.9, 15.6) 0.91
TAP<5
P+C | 224 12.9 (0.74, 1.12)
(11.3, 14.7)
13.8
A (10.8, 16.2) 0.91
5 < TAP < 10
P+C | 127 13.3 (0.70, 1.20)
(12.0, 15.0)
22.5
TAP210 e s (16.4, 26.4) 0.57
) P+C | 145 12.3 (0.43, 0.76)
(11.3, 14.9)

*1 : PD-LUHIEARE T d - 7B IR s 7z, 2 0 ERBICox W — FET
WIZ L BP+CE DI

14) AHI200mgXidk 7T 2 ARIFAM MG & LU O bRk GRS Bl B 2 & 1258
DWFNDPEPH L, 691 7 VETHS Lz, [7.120]

CF XN TITF AR FE Y F FA) T T F 2 130me/mP & 3 R C A R
EL, ARV 5 ¥ 21000mg/m?% 1 H2l8], 238 B 5-02 10 DR RSE, MERR: &
LCOHRYFEIMERE L BT, 778 T & 2wtk 2 oo 54k
S\ DT B F THS TR

CYATTFATINFTTTUN VAT TF 80mg/ m kST VA a5 YL
800mg/m?/day (5 H [HFefe A4k 5-) % 38 M 4% -

(BRI EREE2HT 5 LIRER)

*17.1.4 BHEMAERE: (BGB-A317-309:K88) (NCT03924986)

{LEERREIE O 70 WS L E IR & 5 5 LIRS B35 2630 %
THRACAA LA L OB (T+C) GO OHRMER V%4
YT T REALFFLE L O (P+C) #55 %xfiH E L -
TEBAL —HE BTG Sz FEFEMIEE T 2 a7k
LS & 2 I EA IR (PFS) (&, P+CHEL L L CT+CHE
THAMHERICEE R ER 2R L,

FIVE e 2 M EF A 5213360 461 (100.0%) 12780 S, F: 7
BIVER (20%LL1) 13, Bm11460 (85.7%) . Wk 48261
(61.7%) . HIMERBGHA80BI (60.2%) . HEL7661 (57.1%). M/
MREGRAT260 (54.1%) « BERBLEG2H1 (46.6%) | WEH5251 (39.1%)
B ERIR A REATHI (35.3%) . HIMERI A E466] (34.6%). T T =
YT M T VAT 27— BEIN3TE (27.8%). T AT X VR
T3/ b UAT T —BEM36H (27.1%) . HEF:3561 (26.3%) .
FUIRBEARREAR T ESSH] (26.3%) . 56953361 (24.8%). Mz L7
F = 3B (23.3%) . HEEIE28H1 (21.1%) TH o729, (77—
Z 71y M4 7 H 20234E12H8H)

7 HRERGET (BGB-A317-309745%)

T+C P+C
(131%1) (132f1)
PFST |igefii [H] 9.2 7.4
(95%fE HEIX ) (7.6, 10.1) (5.6, 7.5)
N — R 0.52
(95%1E HEIX ) (0.38, 0.73) 1 -
Pfi’ <0.0001

T TR O T — & 2 20214E3H26H B v M AT

L ERICox b BN — FETFMIZ L AP+CE Db, My (B, &) KO
T (Y. ZL) 12X 251k

§ @ Bllog-rank#iE. A EKEE () 0.014449

9 A EKEEIS L7297 1% 5 HEX L (0.36, 0.75)

— THC:n= 131, events = 65, Median®9.2,95% C1 7.6 - 10.1

PHC:n= 132, cvenis= 87, Median7.4,95% C1 5.6 7.5

HR (95%CD): 0,52 (0.38, 0.73)

Log-rank test p-value : <0.0001
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X5 PFS®Kaplan Meierffif# (BGB-A317-3095%5%)

15) ARHI200mgX ik 7 T 2 RIFEM MM & LT obE 2 A L. 4025614 2 Vv ET

. {jj\;’;—;‘/#fA\‘/?E‘/ A EIA 2V E L, Y AT T F 2 80mg/mPE Day 1
W25 L. 745 Y ¥ € r1000mg/m?% Day 1% UDay 8124459 %,

18. FEnhEIE

18.1 fEA#RF
FALY A< 7IE, b FPD-1ICRS$ A HETH Y, PD-1&ZF0D
) # Y F (PD-L1JLUPD-L2) L O#E&#HETLILICLD,
WS APUE R B 2 TR o B3, 3G VEAL K OVBE S5 M L2 k3 % A
Nt S 2 e L, I A2 Wl 2 L E 2 5k,

19. B3R ICEET 3 IEB{LFAR
— MR F ALY AT GRfa TR Z)

Tislelizumab (Genetical Recombination) (JAN)
ST #9147,000
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(S226P. E231P. F232V. L233A. D263A. R407K) &h
Twb, CHOMIBIZ X W s Db, ALY A T,
445D T 2 BRFRIED S 7 HHEE (p485) 28K U214 0
T REEN S DL (k8 2RTHER SIS »
RO (T #9147,000) TH D,

20. IRV EDEE
WAk T WA 2k,

21. ARERM
211 FIEE ) 2 7 EHEEZFOEO b, BUNIZEET S Lo
(BRI EREE2H T 5 LIRER)
*21.2 HZEILEMER 245 5 HARN BB S 1205 5 AH O
HRMEEMERST A 2 L Hig L Lo REle itz EL 72 b
T, BFHAHEER T LIRS 5 & &b ITERBBI I8
ey 22 &

22. Ak
10mL (134 7 V]

*23. EEXH

1) vt - ENES THER (3023455 H ARsubstudy) (281) 5 F A
L) X7 03mEE (202543027042, CTD2.7.2.2.3.7)

2) HNEAL - ERSIEE S TAHRER (30235%) (2B AF ALY X
~ 7 OFEWFIE (20254:3H27H A, CTD2.7.2.3.3.2.1)

3) ARPAEEL ¢ IR 4 T AHBUR (3067A05%) (20254E3 A 27 H K72,
CTD2.7.4, 2.7.6.4.1.1)

4) FRAERL ¢ IR IR 4 T AR SR (3023405%) (20254E3 A 27 H K72
CTD2.7.4, 2.7.6.4.1.2)

5) FRAEEL ¢ IR I £ T AR SR (3057A05%) (20264E6 H 19 H K72,
CTD2.7.4, 2.7.6.1)

6) FLPVERL b AR (300%R) (20264F9 H 16 H KRR,
CTD2.7.4, 2.7.6)
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26. RERTEES
26.1 BEERFETT
=1 X574 v AEFREH
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