%k %k 20264E9 HeE] (B56h. RhREZ W, A W)
% 202648 F 2L ZT (#5500

Bp &G T, 2~8TC CRAF
HxhEE - 3674 A

nEMEEA
b MEBLe FPD-1E/ 70— F )Ltk

BAEEER DM EES
874291

ARES
BR5cRatA

30700AMX00073000
20254F7H

FALY X7 T (BInFHEEZ) 8

eSS NN E N E e t“ 7“_®,.-‘§5H§§51
J h " 100 mg

TEVIMBRA |.V. Infusion

OB HEAE S A T 4 2o Gan H

ok (— ) S A & KGR B

)R - RSO EI L DT 52k

1 SR A

1.1 FEZ, BEBCTIRETEIEERRICHEVT, PAL
FEEICTOEMNE - BREF OEMDD & T, FEOFERD
W EHIENBERICOVWTDHIRET B E, £, BE
BARICKIL B, BEXEZOREICABFDOENERVEKRMZ
+2E8BAL. AREETLIOBETEHI L,

2 BEMMRESHS DI, SETICE>HEASRES O TV
20DT. MEER (BEih. MIREEE, ZHEE) OBIERLUKE
HBEGRREDERE. BIEEZTHICITIZ L, £/ BEHPR
HONEFZEICEFFDOHRELEHEL. BIBRERIVECHOD
BELZOBEYILMBEEITHO>Z L, [8.2, 9.1.2, 11.1. 18]

—_

2. 2R (ROBEICIIB/ELEVI L)
ARH DB HE LABBHE BRI D b 5 B3

3. fERk - MR
3.1 #
HiFE 4 7Y A7 T HiERHELI00mg
ARG e (v g
227 GEIETH
(LS4 705 FALY) XY 7 (#EFAHIEZ) 100mg
TN 7 I UWF ) LKA 67.6mg

WA 7o) | 7 = Y BRKAIY 4.2mg

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

b Lo — 2K 718.8mg
K1)V R— 120 2.0mg

AANGBETHBZHAFICL D, Fr A4 == a2 5 —GIEME
THWTHE S NS,

3.2 WEIDOHRK

Wise 4 7 ¥ A7 7 HiE#HE100mg

G It~ L OEIA I DA S L 72
pH 6.2~6.8

REELL #91 (EFESRSE T 5 )

*%4, FHEE ISR
ORAVIBRTEELETT - BRORER
AEUIBRATRE L ETT - BROBE
OBF#X L ERGEE%H T 5 LIREREY
B et & ASHIE DR

5. MMBEXIZRICEHET 3FE

GREBVIRATEELETT - BROBERE)

5.1 REIOFM ORI BT 5 H L LMy L Cw
R\,

5.2 AL E ARG OMRIG YA HEAT - TS0 fEHE X3 A Al
OPCEMEIESH L OfF TGO, PD-LIZSEH (TAP) 12X
0 B2 HAEAIARIZE STV B, TAPIZOWT, [17. BRG] O
DONER B REIOFNER & r T3 R L7z BT, &
F% &t fEEBEO LS OW T EICHIT§ 5 2 &, [17.1.158]

GRBYIRTEE £ ETT - BROBE)

5.3 KRHE O T ORI BT 5B MR L EMEIFRET L T
2\,

5.4 HER2ZBHEDOBE I T 52 L,

5.5 o P EEIES A L oS OF %X, PD-LIFHE
(TAP) 12L& 0 874 2{H 2R ST b, TAPIZOWT, [17.
BEIR B | OHONEA I L. KFOEMEN Vel r 15
(BB L7z BT A & S OO REREE O LB O W TEE I
W22 &, [17.1.381]

*x6. FAERUVHE

GRBVIBRTRE R ETT - BROBER)

TINFaT T VIR ATTF EDORICBWT, @, K
N2k, FALVY) A7 (#EEFHiRz) & LT, 1a200mg% 3
S B T605 21T T EIRRHET 50 DAL AIHE L 72
PG CIEABE 2 AT - BRE O BB I L Tid, AH) % Bl 5
THILLTED, BB, WEEGEOXFESRIFTHILUL, 2
H LU #% 5.1 132305 £ TR T & 5o
GREYIRBRTRERETT - BROER)

O PrEIEEF & OFEHIZB VT, dlE, A, FALY
A< 7 (EETHIRZ) & LT, 1H200mg % 33 [ [ T605%
CHEEEET 5. B, WG OREEDS B ChIUL, 200
H LU #% 5112305 & TR T & 5o
(BRI =REEEE T 5 LHEER)

PRV I UEBER Y AT SF 2 EOHIZBWT, #@HF,
BAZIE, FALY AT (#fafHikz) & LT, 1200mg%
3IA R IR T605 2 CRIERE T 50 2B, G OEE ML
BIFChiud, 2l H PO SR IX305 £ TRMiT E %,

7. BERUVHAZICEET X5
GREYIRATRERETT - BROBRE)
7.1 BT 2 o BUEEREEHE 17 BRBGE ] OHOPWE % 3
LERT 52 &, [17.1.33M1]
(heESE)
7.2 RHFLGA X DREIERIA R L 2561213, TRESHIZ, K
HIOREFELERT L L,
BIVEH T JLiE
R A il o A Grade 2054 Grade 1ML TFICHET 5
FCOARAERRIES BT,
Grade 3P FIIXFEE | ARH A Hi1k§ 2,
DGrade 20356
ASTH7 L < IZALT#%|Grade 1L TFIZHET %
FHEME R (ULN) | F T A H & R34 250,
B ~5RE LT, ik
WEYILE Y HBULN
D155 ~3RELLT IS
BN 223
ASTH L CIFALT AN AHF Zdikd 5,
ULN®DGRERE, JAx#
YL E rAULND3
R H L 7236

JFpERERE S




BIER AR QL AIER R HLE
2 P I - Grade3D# 4 + Grade 1PLFIZMIfE 5 e LA Grade 3LLEIEs b| - Grade 1PAFICIIFE S
- RS ORGSR AE BE | A F T AKIRREET T R—=Y AR HE 5 F T ARHEARIES
(Stevens-Johnson| %™V, R DA LD
FEMERE) ST | - SJSZUITENA B b - Grade 2LNFIZEAE L,
A RRE| BB A2, SIS A YA yHEEETay
(Toxic Epidermal| TENTIZZ\WZ & 2% bOa— VITRE R A
Necrolysis : TEN)| B3N 5 FTHG*H PETHILE, Rz
MEELN DY H BLZRWwZ &, yhu—vizikh e
- Grade 4D KEEHIET 5, HHTE %,
+ SJSXALTENDSED
YV ey LRLPAL OB & LRS-
KIssE - TH Grade 23i33D¥%;6  |Grade 1ML TIZRHIE T % L7,
T AHERES T, BB RE R i 7 L7 F = ¥ %% |Grade 1M FIZEET 5
Grade 43LIEFFFMED |(AHI % HILT 5. ULNX iR =2 F 1 |F T KHEAREST L5,
Grade 306 ¥ D1 5B~
i 9& Grade 2133054 |Grade 1PAFIZHIET % R A
I COAFIARES 5, Mgz L7 = EEzehiEs s,
Grade 43I HEBED|AHK % R IET 5, ULNX Z~X— 254
Grade 3DO¥4 v D3RR E TN L
FIEHEREAN 4. T |Grade 20554 FVE CMIFEREIZLD IRV
B YoV ENLLET s Grade 2L EOBE  [AH&ETIET bo
AR OWIEERET 5o TR E Grade 2085 & Grade 1T IZHET %

- Grade 3Ll oFE|®
FAEA 23 T A
RKOWE

CEBEE T EA RO

A
=

- Grade 1L IZM4E
% FE Ty KHI & ARES
Z)&l)o

- Grade 2L FICHIFEL .
RIVE VFEE T
Y hu— VIR E
LETHIUL, RIERE
B AV E CHNE RS
WE5EHMATE %,

EREDS DY A RS
L2\,

FURIR A RE VO A

Grade 3V ED#&

- Grade 1LLFIZM4E
% F Ty K& ARIES
Z)i,‘tl)o

- Grade 2L FICHIFE L,
PR ECTa ~ b
O — VI REZ 56, Fl
R E ARV H WK
RIS 2 HHTE %,

ERELAN OB i R G-
L7Zvy,

FURPR AR RE A T

Grade 3L ¥a

- Grade 1LLVFIZM4E 3
% E T, KH & RS
2D

- Grade 2L FIZHIFE L,
RIVE SHFEHELETa
v ha— VIR A
DETHIUL, BB
B ARV A
KOG ERHTE %,

LREbA o mi s

L&\/\O

% T AR RS B,

Grade 3L\ L&

AFZPIET Do

- Grade 3D DY

A
()

- Grade 3L ko
TIT7—E XT3~
Yo &

Grade 1LLFIZHIET
F T AWK B RS B ED

Grade 4054 KEEHIET 5,
Infusion reaction |Grade 1D¥;4& s R OG- L. P
HOEIEE M T 5,
- P G % 50% R E
;Q)O
Grade 20354 C RAFNEIRES D,

- Grade 1DV ICHI4E L
TeWa. 5 EEE
50% 0% L CTHe 5%
B3 %0 KElOFGF
X, THiEORIES %
EGERE

Grade 3P\ LFo¥é&

AHZ AT Do

ERELSL ORI

Grade 304

Grade 1A FICHET 5
FCARK R RIS T,

Grade 433 H3EMHD

Grade 304

AFZPIET Do

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

WV F OG- BIAG A 5 1238 LINIZGrade 1PUTFICIHEL L 2 WG, USRI
FVEZHIE TV F=vn S RSETI0me/ HARYS & LU £ TL28 M DI R <

WA, B ERIET A L,

8. ERLEFNERE
8.1 AADTHIRLEEALIERIZ X ) . BEEDRIZE U ITER S 2 &
ZAONDEA BB RN HEDNDL I END L. BlGEE T
FUATV BEDRLO SN2 EI, BEORIEIUSIZ L % F
TEROSERZZE L. MY 2ENZM 21T 2 Lo BEDRIER
IS X BEIVEH D BED I 81213, BIEEE RV E VR oS
FEFETHI L, T, AHHBGRTRICEELEFHA?S 5
DD ENHDLOT, KHFGHETHROVBEZ 01247 2 &o
8.2 MIEMEMREDL D S bN D Lsd b DT, WHER (B,

0 PRI WS ) oDl AR B O B X s A 0 S i 55 |

Bz 1

SIATH Tk F7o. LEITG LT, MECT. MiF~—7 —FD
Mt a FEfid 52 &o [1.20 9.1.2, 11.1.12#]



8.3 IFARL, IFHEHERI S, WAV HSLNL Z LEDDHDLDT, KHl
e 5-BAGET B O ¥ S5-3I B i 2 IR I TR e 2 T . BB O
REEZ T IBlig 5 2 b, [11.1.280H]

8.4 L. LEENHSHLNLZ EHHLDT, M. CK LS.
LDENEESOBEL 512479 2, [11.1.113H#]

8.5 Wide. MBUBRIBRED D S bND Z EDHIDT, BT,
e, CKEFZEDBIEE 512179 Sk, [11.1.128H]

8.6 WREMMIIFEDS D HbND T L Dd 50T KT I T,
WP R G, T R RS OB 24T S ko [11.1.138H]
8.7 HURBRBEREREE ., TIHMIEAEREE L ORIEHAEREE D &b
5B DT, KENOFG-BMG K OG- H - e B
NS RER AT (TSH, #E8ET3, ##8ET4. ACTH, M I )VF v —
VEORIE) #E-BT L L. T BEICS U TEERESED

EhbEETHZ L, [11.1.5-11.1.78M1]

8.8 IEEIRINA S SN DI EHNHLDOT, i, B, R
FEIRDFEBLL MAEE O LA THEET S 2 L, [11.1.880H]
8.9 HEEENDHOLDLNDL I LAHLHOT, HHAEHRAE L EWNIAT

W, BEOREL THICBIT 52 L, [11.1.102H]

8.10 REINEENHHLONLEZ ENH LD T, IROEFENRD S
AT, RN ICEEREE 2T L) BEREET L
o [11.1.202H1]

9. HIENERZH I 2REBICETEE
9.1 &fHE - MEEEDH 5 8%E
9.1.1 HERERBDAHIIEMNE L IBREMHOBECRER
BOREEOSH 3 HBE
GEEEORIEHA B IINEST 2 BZNHDH 5.
9.1.2 HMBEMMEBRDH 2 BERIZZTOREEDH 3 BE
BV B T B A BE N 5,[1.2.8.2.11.1. 1]
9.1.3 [EeBIERE (ENRMRBEELZ2ED) OHhdEE
RANOFL512 X 0 B0k 2 HEHE BSOS USRI R* 16 T
WEBRTLEBENDDH 5,
9.1.4 HWEOBLEIIRTEH T 2RE
WEERBETA2BZN0H 5. [11.1.185H]
9.4 £JEREEH T %
RS 2 W REE O & 2 L2 id, REFE G-l O 54 A
M2 B\ TR 3 2 B N OV ) 2 BT 12 D WG 5 &
Lo [9.550]
9.5 1T1@
TR IR L C 2 W REME O & 2 L2k, E_ OB RN
faltEx L2 BT SN2 EICOAKET 52 L, KElEH
W7 EFESSE R R BRI T I L T AR v As, BER~ Y A CHTPD-1
PUASUIPIPD-LIFUE 24459 2 & | WEEDSHIT 5 2 & 2%
HENTWDLZ RS, BiRPOLHIZHT 2 AKH O#S X, K
WK L CHE RS RIZTTEEEDSD 5. 72, & MaGidfE
KPR SIREABITT A Z PSRN T WA, [9.42H]
9.6 i@
B EOF MR O BARBOF ST E R L. #ALOME T
ik RE T2 2 L, AFlO L FITHANORBITICET 57— %
A, e MeGRATHICBITT 2 2 L0 b, RAILBITT %

THeED D 5
9.7 NRZ%

INBEE R G L BREEII IR L TV v,
11. BMER

KOBEWERID D bbb 2 WD BT, BEL T3V,
BB BN ARG 2 Ik § 5 % Sl 2 RE 2 AT ) 2 &
1.1 EX%ENER

11,11 FEMMERR (1.2%) [1.2. 8.2, 9.1.22H]

*%11.1.2 AL, FREEEE. R
A4 (0.2%). AST. ALT. y-GTP. AI-P, BV )V E V5D I
I % 0D IFRRRER R (3.1%) VT 2£(0.9%) B3 5 b s 2 L 3d B o
[8.3%:MH]

11.1.3 hEMREIRIEBAAE (Toxic Epidermal Necrolysis :
TEN) (HEAW). BEHEIRIERS (Stevens-JohnsonfEfZEE)
(HEEAH) . AL (0.1%)

*%11.1.4 KIBR (1.1%). ‘MaE (0.2%). EEOTH (0.9%)
Feed A ML B8, MESEFORERD D S bN725A11E, KF
OG- EPIET 250MY) 2 MEEITH 2 &,

11.1.5 FIRIREEEREE
FURIEASREIC T E (0.2%) . HURBRARRETCERE (HIEEANH) . HUIRIR
95 HEEANI) S O HUR AR BERE E25 & b b 2 L 05d 5, [8. 75 ]

*%11.1.6 BIBHBEEESE
EIEHREA L (0.4%) FORITRERESH O bNDLZ DD 5,
[8.7&1]

11.1.7 TEFRERES
THEEMARSE (A . FEMEBEREICTARE (0.2%) Fo T EERE
FEBEENH S LNLEZ LD L, [8. 78]

11.1.8 1BUSERTS
ITROBEIRAE (BHE LR R % &) (0.7%) 2% b, BRI
Wr 7Y F=Y ACELBENND S, 1BREIRIFE S DN
B2, KFloEG 2 RIEL. A4 v 2) Y EF 0¥ GE oY) 7
WMEX4TH 2 &, [8.8%H]

*%11.1.9 R (0.9%)

11.1.10 BEE
BAA (0.8%) . WRANE M EIEE %5 (0.1%) . SEREE . HEA
W) SOBEEEND S LNLI DD DL, [8.95MH]

#%11.1.11 DHR (0.2%). DERX HEARY) [8.42H]

®%11.1.12 BiK (0.3%). HBIUEHRBHE (0.1%) [8.5%H]

11.1.13 EEHEHNE (0.1%)

EIEESFEIC L B 27 ) — ¥ D70 S IR LD T 5
DB LT, WLREOEALIZ TR T A2 L, [8.62H]

11.1.14 BK (0.6%). BEEER CGHEZEAH). BHEX HEARH)

*%11.1.15 #EES
FRH= 2 =87 — (0.2%). ¥7 v - N —JEREEHE (1.4%)
HEOMBRREND LDLNLZ LD 5,

*%11.1.16 ERLMARE
G PEMIMGEARE (0.1%) B (HEAR) . M0k 2R
fE (4.5%)\ FERMELFrpERIAE  (BHEEARBH) 58 00 55 70 I
ENHOLbNALZ ENH D,

11.1.17 EBiRMAEERE
RESEARIMARAE (0.1%) . KTZEfeiE (HUEARH) 55 OBk e 2E
BIENRH LML ENDH D,

11.1.18 #&#& GHEEARH) [9.1.420]

*%11.1.19 Infusion reaction (0.2%)

Infusion reaction?%i2& & N 728 121E, AFIOFG- 1 IEEFE O )
BLEAITH L L B2, ERDEET 5 £ TEREDOREL 141
BlETHZ L,

11.1.20 RESEK (0.2%) [8.10&H]

11.1.21 MER CHEA)

RANMAE 7%, h AL 2% /NI A 2% [PUiT vh Zkfl i bufk (ANCA)
BIEIME %R, [gAER, RELERET L] sbbbhb Il &
5o

*11.1.22 MEREEM Y > /VEBERE (GHEAT)

*%11.2 ZOOREER

10% L) 1 1~10% i 1% A il
*HMEB L) V[ ~NE7OE Y RP|~E/OE L]

ISR (69.0%) F1MBKIK| N, 1) >/ <5k

A (55.2%) 1) ¥ 73

il (59.1%). F

HERIRD (55.29%).

IV (48.1%)
RH B & 0% B
e
RS, WS W, I R
X Uit RE
R HIM




10% 2L £ 1~10%A;i 19%Aif

st k| IH R

sy
IH

_k*

ALTHN (33.7%)
ASTHN (44.1%) |
Al-PE{N (30.4%)
e )ive i
m (24.3%)

PR B X U 3895 Z ) FEAE S IEETE
Lk
w3\ EHE AL LU BB A5 AL | PR3 2%
il A L
—ik - A G| FEBL
B L OG-
DIRFE

AN IZAH200me & BIRNR G- L 72 & & o il il EEHERS (CF
WYEHEAERZ, n=10)
Cycle 1

1000
® 200 mg(n=10)

Concentrations (ug/mL)

0 72 144 216 288 360 432 504
Time (hours)
HARNBEZIZAF200mg % RN G- L7z & EO3EYERE T X2 —%
(n=10)

* | AR A2 Y R YN
(44.7%). CKH4
mo(22.3%). 7
L7 F = v
(19.8%). A1) ™
24 (29.5%)
/NN B |
(15.0%). F ~1
7 A (48.0%)

14. BRAEDEE

14.1 FHIFARFOER

1110 N TNVEREL W &,

14.1.2 %A, WP RPERECOFEY BHIC X D EET 5 2
o BHME > TV AEA ., IR T 25580 5 N B HA 121,
INATIVEBEHET LI L,

14.2 FEHIFARRFOEER

14.2.1 NA 7 WVIERS TISHN IR S &, LEREEZ NS T 5H
WERY . HRAEBEIERRO SNy Z1EAN L iR 22~
Smg/mLE 5, HiE/Ny 72 ®wo ) RS TRMNT LI &,

14.2.2 RHNIHAFE % & F oo MPRIEERIHHT 5 2 &,

14.2.3 MR § CICEHETRE T 256121k WD S 5##
TETOWE %2~8C TURBLIN &5 2 & o A% ST
LB, 5Ny 72 Wi R 2 L,

14.2.4 FRGRITHARE SR NI &,

14.2.5 RFNLRVEHOBHK)TH % o /N4 TIVHOFRIIRET 52 &,

14.2.6 A& ORFEIZL RN T &,

14.3 FEHIRE5ROER

14.3.1 BHOFEGNZH7TzoTE, A v IF4 7405 — (0.2
0.22um) %fEHT22 &,

14.3.2 [A— D7 1 ¥ 2 L T35 % fFH S L 2w
Zk,

14.3.3 HGHRTHICHEIA v 27T v aThHT L,

*%15, ZOMDEE
15.1 ERERfER ICE D &3k
15.1.1 seiEEMH
FERFAEEIZ BT 216/111661 (19.4%) 12HiF ALY A~ 7
RASFRD B, 8/111661 (0.7%) (LT A L) X~ 7T HHIPUEAS
RO NIz, PiF ALY X~ THUR I O FIFUA R 1450 <l Btk
Bl & i L CARKI O MEE R EE AT 3 2 A0 5 7z,

16. RYEHRE
16.1 MAiRE
16.1.1 BHEKRS

HANO i1 FE BB, AHI200mg % 336 ] i 8 T K
TIRN G- L 7e & & O V55 0 ML i i FEHERS T 036
B ST A—FEUTOLB) ThHo 12l

Y FRE/ ST A — ¥ o) 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)

T2 (day) 18.8 (27.3)

CL (L/day) 0.161 (34.9)

AT (EMCV%) . TmaxlZ oW ClEIE (F/h~HK)

16.1.2 RE#®RE
L BRIE D & 5 G I AR 2 AT - FF3E0 AN AR L
BeHie B 25001 . AHI200mg % 338 [ [H] B C A FIR N G- L 72 &
EQMIEHFIREEIUTOLBY) TH o727,

5} PRI 217 n I iR (ug/mL)

Cyclel Dayl 5% 25 63.17 (23.9)
Cycle2 Dayl RN 24 17.61 (26.0)
Cycle5 Dayl ERaA] 13 43.67 (30.6)
Cycleb Dayl 5% 13 115.11 (21.4)
Cycle9 Dayl 55 9 57.29 (33.2)
Cyclel7 Dayl 251 7 33.93 (121.5)

AT GRICV%) . 144 7 )VId21 H

17. ERERELEE

171 FHIHERVOCREMICEET 555

GRABYIBTEE L EIT - BROBERE)

17.1.1 ERHFES M358 (BGB A317-306:%E8) (JRCT2080224669)

ALEEFREIE O 70 WARTA IR AN RE 2 64T - TS8O £ IR 1 b 2 7R
F64961 (HARNG6HIZ &ts) ZxrRIC, ARH LALEEHEE L O
(T+C) #HGH2DOH MR LEMED T T 1R L AL & Off
M (P+C) $GH 225 & L 22 AL - EE MR cMat &
Nizo FEFHEEH Ch 5 &AEFH (0S) 1&, P+CHE & IR L
TT+CHETHEIAMICEE R IEE 2R L,
BIVE R L Ze e R A G S 324650 31361 (96.6%) (H A& N33
31 A& & Ee) ICRED SN, FARBIMEM (20%LL F) &, &iM173
Bl (53.4%) + Ui BRE AN 15361 (47.2%) . HIMERELH 214351
(44.1%) . ERIFEELL6H) (35.8%). HL 11261 (34.6%). Fhk
JBHE = 2 — TN F =736 (22.5%) TH-72% (F=F v hF
7 H :20224E2A 28H)

F1 HRMERGE (BGB-A317-306745%)

T+C P+C
(326%1) (323f1)
OS™ |l [H] 17.2 10.6
(95% 5 HAX ) (15.8, 20.1) (9.3, 12.1)
N — FIF 0.66
(95% E HAX ) (0.54,0.80) -
P’ <0.0001

SRR O 7 — & 1 20224E2H28H A v M7
D ERICORILBI N — FEFVIZ L BP+CE D ILEL
=

"
+
§ Blog-rankfsE



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

Survival Probabily

02 R P

#K3 AIIERAE (BGB-A317-302505#k)

T T T T
0 2 4 6

I Patents a Risk:

Time (Months)

0 1 2 3 4 5 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 216201 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

15304 285 268 254 230 217 195 176 158 147 135 129 122 115 112102 91 80 71 63 54 45 40 36 32 25 22 15 11 8 & 7 6 3 1 1 0 0

X1 OS?»Kaplan Meierfif# (BGB-A317-306:44%)

TAP [HEBHED ) 5.

AL A L

et TR

L6 B L B M e K O

455 B 2l S M N 0% o o0 B B e (R 957 I ORI i 1 ) )

DEE P SHEI SN HPD-L1FEHE]
PD-LIZEBURILHIL

H28HT—% 71 b4 7). [5.22]
2 OSOHE#MERHE (BGB-A317-3065t8#, PD-L1ZEHLIRILR)

2B BRI 2D &
RN R AT o 72 (MR O 7 — 5 0 202242

KB =2
(2561) (2561)
0S"™ |l [A] 8.6 6.3
(95%15 X [H]) (7.5, 10.4) (5.3, 7.0)
N — N 0.70
(95% (5 HEIX 1) (0.57, 0.85) -
Pfii ¢ 0.0001

ival Probability

Survi

\ " hdefis () N — R
PD-LIKHY | #r58 | fi —
R\ BEGHE | PR oo ) | (9590 E ik )
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 - 2 BB kBt sz, *2 0 JEER

CoxtflN— FETFTIWIZ L BP+CE DL
1) AHI200mgXid 7T 2 ARIFM MHE & LU O b5k GRERI S B A B 2 & 1258
DTN R L 72,
CHEWEF +TVFTT T VAT T F L60-80meg/mP kA ) T T F
130mg/m?. KOS 7 VA a5 2L 750-800mg/m*/day (5 H 46 sk 5) % 3
i P P 5
CHEBK+ AR I D VAT T F 60-80meg/mP kA F4) 75 F ~130mg/m?
Z3MBE BTG L. 7Y% ¥ r1000mg/m*% 1 H 200, 238 B 85412 AR
PRIEo
CHAEEF A7) T F R L VAT TF 260-80mg/m* kA F ) 7T F ~130mg/m?.
T U821) & %42 )V 175mg/m*% 338 [ % 5
H2) AFTEHY AT ITF v+ 7N 40T 5V VDRIERENT,

17.1.2 ERHERAFENHRER (BGB-A317-302558)
(LZEFRIESD D & BB IHTIRABE 2 e FT - RO EERT R E
HBES1260 (HARASOB % &) % AF5%12, AHI200mg 330 f R F

DAYVER VLA S E M ASEIR L 72 LFRE 0327 )
xR, FesyFeVdA) 2 7h ) 2RRE L CEES

{LIEE BB TR S 7z FEFHIEN Th 5 &4 (0S)
WAL & i L CARAIE ORI NI B R IR 2R L7,
BRI & 22 4V RTAMo 525560 FR 18761 (73.3%) (H A A2561H117
Bl &) ISR S, FREIER (10%LL 1) 1&. ASTHIN29
Bl (11.4%). #1286 (11.0%). FUIRERFEAEAL T 2651 (10.2%)
ThotzVe (F=¥Hv M+ 7H 1 20204E12H1H)

TR O T — & 2 20204E12H1H S v M AT
T ALTRERE & DL
§ : JEBllog-rank s

97 Median8.6 95% C1 7.5 - 10.4
Median:6.3 95% C1 5.3 - 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 24 26 28 30 3
Time (Months)

§ 9 10 111213 14 1S 16 17 18 19 20 21 2 23 x4 62728 29 0 31 %
umab 226 204 191 172197 144 134122 110 96 88 §1 73 63 8 52 44 33 30 23 30 53 |1 S 1o
TG0 256 738 219 191 147 143 124 105 93 3 77 S0 S1 42 36 %4 39 36 21 15 15 1 7 A

X2 OS®Kaplan Meier i (BGB—A317-302ﬁ5ﬁ>

i13) MAR R EE 2 AT - HIEO AR LRI LT 1oL EEOH 5 B

AR E STz, 7275 L RERDUSH BRI (IR L AL B

SLHCT 567 B MPUSHE AR & ML BH I & SN Fee BB, BEF = v 2

HA Y MHERNC S B HRIED D 2 BH IR AAN DS Lo 720
CABYIBRTEE L ETT - BROB®E)

17.1.3 ERFHFEZE I 4H5ER (BGB-A317-305:5%) (JRCT2080224723)

ALFHEEIE D 72 WHER2IEE DO YIBEASEE 20 AT - P50 B T &E
BRI EEITH (HARANLOIGZ &) 2R RICAKRHK 1L
R L OB (T+C) G OEME R MLt r 7T RE
1bgged: & OB (P+C) 5™ %20t e L AL EEHR
AERTHE Sz, FEEHETEE T 5 PD-L1GME (TAP=5%)
FEAT R AR B OTT TR R SR FC 81T 2 2L (0S) 1
WTFNROERIZBW T, PHCHE & Il L CT+CHETHRENEIC
BERERE%R L7,

BRI 122 4V A Aok 5249811 F483%1 (97.0%) (H A A5051H150
Bl &) ICRBO L, EREER (20%LE) 1. E.02376)
(47.6%) . ERRIFIE18261 (36.5%) \ I/IMREBA 174450 (34.9%)
I Bk E% A 168%1 (33.7%) « MEIE16141 (32.3%) . A 1115841
(31.7%). TANTF BT I/ bT > A7 =7 —LHim14561
(29.1%) . FIMEREHA 1198 (23.9%), 7I9=vT3I/ hT ¥
A7 T —VHEMI3E (22.7%). FHILILIE (22.3%). EwHE
= 2 — X F —10661 (21.3%) TH-72Y (F—=FH v bF
7 H 1 20234E2H28 1)

#4 PD-L1BYE (TAP=5%) fENTAISEERIC
(BGB-A317-3053%E%)

B B ARG

T+C P+C
(27441) (272151)
0S™ |Mgfii [A] 17.2 12.6
(95% IS HAIX ) (13.9, 21.3) (12.0, 14.4)
A= R HE 0.74
(95%fZ HAIX ) (0.59, 0.94) " -
P&E*® 0.0056
T REETEEO 7 — % 20214E10H8H 1 v M AT
I IP+CEDIER
§ : @Bllog-ranksE, i (H7 V7R DM ) KO 04

2 X BB, ARk (i) 0.0092
0 A EKHEITRIE L7298 2% X I iE (0.56, 0.98)
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— TRCin=274,cvens= 130, Medin 172, 95% C1139-213
09
P4C =272, cvenis = 161, Median126,95% C1 120- 144
05
074
HR (95% C1): 074 059094
£ 06
H ogrank est prvalue :0.0056
| Logrank st v 0,05
Z s
LT
o
03 H
S
o PR
[rS—
o1
004
0 2 4 13 § v 1 16 s 0w o= w2 ow w0 @
Time (Month)
Number o
Time 405 6 7T 8 9 10 1 213 14 1S 06 17 08 19 20 20 2 25 24 25 2% 27 % 2 30 3 R
e 2 264 54227 219 196 185 167 164 12 109 93 77 0 62 52 47 3% 35 0 2 19 16 1 1009 6 3 1 o
PAC 272 268 261 254 237 226 215 203 159 168 16 141 1S 94 S0 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 IR S O
OS®Kaplan Meierffifi (BGB-A317-305:45%)

F5 ITTIAT A RERNZ B 5 HIERAE (BGB-A317-3055U5)

T+C P+C
(5011) (4961)
0S™ |l [H] 15.0 12.9
(95%1Z FEIX [H]) (13.6, 16.5) (12.1, 14.1)
NHF— N 0.80
(95%Z HEIX 1) (0.70, 0.92) " -
PfH® 0.0011
T RRATI O T — & 202342 A28 H A v N AT
L IP+CE DR
§ : I Bllog-rankiisi. Mk (7 ¥ 7 4 2 O o i) . PD-L1ISEHIRIT (TAP

=5%. TAP<5%) KO EBEEROA M X 2EHML. 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% C113.6- 165

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
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 501 477 445 404 35S 316 278 254 226 202 179 165 12 130 107 77 59 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 U5 6 3 2 0 0

B4 TTTHATH AR BT 2 BT R T O OSOKaplan Meier
(BGB-A317-30535%)
TAPIZBE§ 5 808 MI12 D EPD-LIFEIRIL (TAP) BIZ#HE%RE
I 72 SRR 24T o 72 R TRE D 7 — % 20234F2H 28 H 7 —
Yy bt 7). [5.55H]
76 OSOE MMM (BGB-A317-305248%, PD-L1ZEHLIRA)

" " hefE (H) N — N
PD’LI’W‘I *1 JU | o -
R B RCT osnemncnn) | 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
e (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 - 72 B IE R s 7z, 2 0 ERBICox Y — FET
WIZ L BP+CE DR

14) AHI200mgXidk 7T AR MHE & LU O b5 GRS B2 BRE Z & 1258
DWFNPEPH L, 691 7 VETHES Lz, [7.128]

CF X TIF AR R FE Y F FA) T T F 2 130me/mP & 3 ] R C A R
EL, ARV 5 ¥ 21000mg/m?% 1 H2l8], 208 R4 5-02 10 DR RSE, MERR: &
LCOHRYFEHMERE L SEHET, 778 T & 2wtk 2 oo 54k
S\ D ET B F THS R

VAT TFUATINATTTUN VAT TF Y 80mg/ m kN7 VA a5 YL
800mg/m?/day (5 H [HFefe A4k 5-) % 38 M 4% 5o

(BRI EREE2HT 5 LIRER)

%%17.1.4 B EMHEHE (BGB-A317-309:%E8) (NCT03924986)

{LEERREIE O 70 WS L E IR % 3 5 FIREEE B35 2630 %
THRACAA LA L OB (T+C) GO OHRMER V%4
T T REALFHELE L O (P+C) 55 %l & L2
VEBAL —EE BTG Sz FEFEMIEE T 2 a7 g
IS & 2 AR (PFS) (&, P+CHEL LR L CT+CHE
THAMHFRICEERERZ R L,

FIVE R e M EF A 5213360 461 (100.0%) 2R8> S, F: 7
BIVER (20%LL 1) 13, Bim11460 (85.7%). Wk 48261
(61.7%) . HIMERBGHA80BI (60.2%) . HEL7661 (57.1%). M/
MREGRAT260 (54.1%) « BERBLEG2H1 (46.6%) | WEH5251 (39.1%)
B ERIF A REATHI (35.3%) . HIMERI A E466] (34.6%). T T =
YT N T VAT 27— BEIN3TE (27.8%). T AT X LR
T3/ b UAT T —BEM36H (27.1%) . HEF:3561 (26.3%) .
FIRBEARREIR T ESSH] (26.3%) . 56953361 (24.8%). Mz L7
F = 3B (23.3%) .« HEEIE28H (21.1%) TH o729, (77—
Z71y M4 7H 20234E12H8H)

7 HRERGEE (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 7 — & 2 20214E3H26H B v N4 T

Lo ERCox b BN — FEFMIZ L AP+CE Db, MR (B, &) KO
T (Y. L) 12X 251k

§ @ Bllog-rank#iE. A EKEE () 0.014449

9 A EKEEIS L7297 1% EHEX 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% CI 5.6-7.5

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

Log-rank test p-value : <0.0001
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+
‘ +
20 .
H |
LRI
02 %,
wd +
U I +
00
0 2 s 6 s 10 2 14 16 8 0 2 24
Time (Months)
Number of ainis t Risk

Tme 0 1 2 3 4 5 6 7 & 9 10 1 12 13 14 15 16 17 I8 19 20 2 2 23
TAC 131122 15 108 105 98 0 69 44 42 20 20 13 13 12 6 6 [ T T
PC 12 125 108 98 9 75 S0 49 15 14 9 8 6 5 4 2 2 10 0 0 o

X5 PFS®Kaplan Meierffif# (BGB-A317-3095%5%)

15) ARHI200mg X1k 7T 2 RIFEMMIE & LT oL 2 A L. 40561 2 VET

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

18. FEnhEIE

18.1 fEA#RF
FALY A< 7IE, b FPD-1ICRS A HETH Y, PD-1& 70D
)% F (PD-L1JLUPD-L2) L O#E&#HET LI LICLD,
WS APUE R B 2 TR o B3, 3G VEAL B OVBE 5 MR L2 k3 % A
Nt EG 2 e L, I Al 2 L E 2 b b,

19. B ICEET 3 IB(LFRIAR
— MR F ALY AT GRfa TR Z)

Tislelizumab (Genetical Recombination) (JAN)
ST f9147,000
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445D T 3 BRFRIED S 7 HHEE (p485) 24K U214 0
TR EN S R DL (k8 2RTRER SIS ~
N (T #9147,000) TH D,

20. IRV EDEE
i R iy N

21. ARERM
211 FIE) 2 7 BEHEEEFOEO L BUNZEET S Lo
(BRI EREE2H T 5 LIRERE)
*%21.2 FIEIALERBER 45 2 AN LIRS EE 1205 2 K H7 0
HRME MRS A 2 L Hig L Lo REle itz EtL 72 b
T, BEHAHAEER T HLPITRIL S 5 & &b ITERBBI I E )
ey 2 2 &

22. ax
10mL (1234 7 V]

*%23. EENM

1) #LPvEHRL - ENES THIERER (3028545 H ARsubstudy) (281 AT A
L) A= 7 OSERE (202543270, CTD2.7.2.2.3.7)

2) HNERL - ERSIEE S TARER (30235%) (2B AF ALY X
< T OHEYRE (20254327 HA&ZE, CTD2.7.2.3.3.2.1)

3) ALAEEL ¢ IR £ T AR SR (3067A05%) (20254E3 A 27 H KR
CTD2.7.4, 2.7.6.4.1.1)

4) FRAERL ¢ IR 2 T AR BUR (3023005%) (20254E3 A 27 H KR
CTD2.7.4, 2.7.6.4.1.2)

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

6) FRAEEL YL TTAEER (309350 (202649 K 16 H AR,
CTD2.7.4. 2.7.6)
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