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BAVENCIO® intravenous infusion

) EE-EMSEOMTEIIL YT AL

IEERHEET A N7 4 R

g

r-=%

A FFNE, BRI TE 2EFEMEEICHWLT,
PALZEEEICT A MG - BREIFOEMDD & T,
AENOFER I EY) EHET S BERICOVTOAEET
3¢, £/, RERIRICEKILDB. BEXIZZOXREIC
MRV ERMEETAHBEL. ABEETHOHHRET
32 ¢&,

1.2 BEMHEREFHS5bh, ETICE > EREHE S
hTWa0T, MEER (BRY)h, FFRES., K%
DOEDRUEEIXEREORRE. BEz2+2ITH
Eo £, BEPROOLNEBEICIEIAFOBEEHIE
L. BIBRERILVECHOBRSEDOENLLEEITO C
&, [8.2. 9.1.2, 11.1.1BH]

1
1

.82 (ROBHEICEBELLEWVWI E)
ARFN O3 LS BUE D BERRE D & 5 B #H

3. 4R - MK
3.1 #Rk
. NA T
yas
s (10mL) Ho53ik
BRI | 7NV~ T GRET-HR L) 200mg
D-~vr=bh— 510mg
. RV IVAR— 120 5mg
=
A KRR 6mg
KEEILF MY Y A 3mg
FHNETF ¥ A == AN Ay —JIRAE W TRESINS,
3.2 WHIDOMER
I RS ON4 T7)
PRIR |~k B I o
pH 50~56
EELI | (AR 500

4. FhEERIEFNR
ORETBRTEE & A IV IV iliRaTE
ORETBRTEER (S &5 14O B #fifafE
ORI VIR EE & JREE L RIEIC & (T BILFBR R OMSER

5. 2hEEIIZIRICBHET 53R
(IRIAVIBRTEE R (3 Ef5 14 D B TE)
5.1 RHN DM AEIIFE I BT 2GR LA LT
W2,
ARAYIBRTRE & FREE LR IO 6 | DILREER OMEFESE)
52 {LyRIETIHREETIRO LN TR WEZFEZ IR ET S
NP
5.3 KA O FA OFBIFEN BT 5 R LA VEIEHETL L
TV
5.4 FRRAB A A AN BN BH OFGHEFIZONT,
[17. BRI OHOWNEZ R RHOHIER 04
Pzt oIl @ Lz LT, BOEFEOZRZIT) 2 L,
[17.1.3%:M]

6. AERUHAE

GRIBYIBRTEE L X L4 LIRS,
IZH 1 2R EEEEOHHTES)
WH L WAIIE TNV T GREFEBEZ) & LT, 1A
10mg/kg (KIE) % 2080 M0 CIRE I DL B 200 CiimEiE 3
b

GRABYIRTEE R L 557514 O Bl fasE)
TXTFTEOPHICBWTC, @E,. HAIE TNV T
(EfaT#¥ez) & LT, 110mg/kg (KE) % 208 B 14 I
TR DL B2 TR ET 4.

RYIBRAAE & PR E& £ TR

7. AERUVHEICEET 5 FR
GRIBYIRAEE L X IV IV HRE.
IZH(F BILHEER OMIFES)

7.1 OPEEMERH] & OPEHIZDOWT, FRhE R e

WS L Cuwipv,
(GhREE)

7.2 BRI OS5 2383+ 5 2 & A58 Ainfusion reaction % §E R
B D700, REPGANZPLe A8 3 VH], BEGERHIS O
5 %479 2 &, [89. 11113%H]

7.3 RFFEIC X D BIEHAFEBLL 72361213, DN o &z
B, RHIOKREEFEZERS S Lo

FIVEF S BURE o0 FH i i 2 i

BYIBRTEE & PR B8 _E R I=

EIVEH e L&
Grade 200354 Grade 1LANIZIIET % &
THRES 5,

N
MRS e 3. A H R D | ARIOTES & 1T B

Grade 20354

ASTH# L < IZALTA 2L |Grade 1L IZET % &
fili LBRO3~5f5, XII#|THRIET %,

VOV A IR LR
D15~3EHIN L 725

TR eI &

ASTH; L {IZALTH I \ RF oG % ikd 5,
fii ERROSEE, AR
VIV v EHEfE FRO3
RIS L 729G

Grade 233D ¥4 Grade 1LANIZIIET % &

THET 2.

K% T e TR R D Grade A OIEE & T T 5%

3O%E

FUIRBEPEREIR T E ., |Grade 331340 B4
PRI BE R TCAESE |
B RREAN 4T i ILHE

Grade 1LANIZHET % F
THhES 2,

7z 5Bl L 720, (RS G kT b,
ANIES FRIR AR A ST LB
£ B R DR

Grade 2301304 Grade 1LANIZIAIET % &

THES 5,

R
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Grade 40334 AR OG- Z IS o




BIEH Y L
Grade 1054 LG A 2o R
5o

Grade 2054 X & Y 5. BED
REPLE LS E
(Grade 1LLF) 121, Hlkr
B D205 O G- B TH
5% T %o

infusion reaction

Grade 3313404 AR OG- 2T %,

Grade 2313304 Grade 1LLFICZIITES % &

THET 5o

- Grade 43I0 | AH OGS 2 HIET 5,
Grade 3DO¥; 4

CREIEHOREE L To
BB RE ANV E CH
L R=vno fRET
10mg/ HAHYSm LN E T
1238 LIPS & T &
mE

S 12 x 2 B IREER
4 Grade 1DLF & CllfE
LaWEE

FREPALoREIVE R

%) Gradel¥NCI-CTCAE (Common Terminology Criteria for Adverse Events)
VAOIZHEL B

8. BEELEAIE

8.1 AFIOTHMALEELERIC X V. B ORIE SRR 3
b EEZONDIA BRESCHRENPHODONLEZ LD S,
Bl 13147V R ASERD LA IR, WEORE
BUBIZ X Z2EWEH OS5 A ZE L. B R @RZ 2179 2
Lo MEORIENIOIC L ZEIERPEONLHEIZIE, B
BEARNE VR ORGELZZETH I L T2 KA GH#
TRICEEZEENSS S5 b b ZL0dH 50T, KLY
HTHRLBIEE 5247 2 &,

8.2 MEMMIEENRH L LNL I ENRHLDT, KADFKGIZ
7o TE, WIER (B8, TR, BE:) OERR
RO WX A O FMiSE, B2 101247 &, 72,
VPEZIH U CHERCT, M~ — 7 — oA % T 5 2
Eo (12, 912, 11.1.1Z0E]

*8.3 fFA 4. HFHRERE., Tk, MtEE RSSO bis 2
EDHDHDOT, EMWIIIFRERERAEZ TV, BEOREL T
SlCEET L2k, [11.1.32H]

8.4 HURPRIEREE &, RIEARREREE ) OV T AR EREESDH &
bitd Z &b OT, BN EEREMRE (TSH. #%
MET3. #EMETA, ACTH, M3 VT — VEORE) %179
Tl Tl BN U CHEMASFOERS ZRT L
&o [1115. 1116, 11.1.7&0E]

8.5 1EUBE RIGE S H N D Z EHHHDT, 15, Fi, I
HEDREROEHRLMBEHED LA I THEET LI L,
[11.1.8%H]

8.6 Lk HOLHLNDLZ WD HDT, MR, CKLEFA, L
MEESEOBIZEY 02T ) 2 &, [111958]

8.7 M gs. WRUMBRIEA H LN D Z EHH5H DT, Mk
T, AR, CKES, MAKRPRRIA 7By LASD
Bl x 512979 2 & [11.11231H]

8.8 BHENHLDLINL I LNHLDT, EMIIZEHEEMRA
AT, BEORELY T8l 52 &, [111112H#]
8.9 infusion reaction?¥dh Hbit b Z &3 5 DT, KHIOFxT-
122 B Dinfusion reaction|Z fiii 2 CTERAKEC 04X 6D T &
LN AT o 72 ECRIMGT 5 2 &0 F /2. 2 H LBEO KA
% 5-W¢ | Zinfusion reactionSdh H b b Z &b H LD T, BH

DIRFER T $ 5 2 & [72. 11.1.1320K]

8.10 HIEMHMIIEDNH HbNDL I ENHAHD T, HIKT .
RN T e, MR, e TR ORISR L 14912179 2 &,
[11.1.14&H]

L.HBENEREH I 2BREZICHT EE

9.1 AHHE - BIEEZEDH 2 8F

9.1.1 HCRERBOAHIIZEMNELCIIBEEODBECR
RERBOBMEREDH 5 E8FE
SRR E DR E DB HES 5 B2 N0 H 5,

9.1.2 BMEBEMHERBDH 2 BENIZOHREEDH 2 8E
MEEEEPFEHILIHET 2820 H 5, [1.2. 82,
11.11=8]

9.4 £JEREEF T 5
RS B TREE D & B et id . ARFIE G- B O 5-1%
—EIRE. WY R VA L) ICiRET L 2 L,
(952 5]

9.5 1Tz
TR IR LTV B REED & B it R LA R
WEmMEE ER L &SN LGEICORETTH I L,
REN & 7S A BRI EBE S N T v, B b
IgGIBHEA BT 2 2 EBMOENTEY . RANIRHED S
JRIBABATS 2Rt S 5o AFIZRG$ 2 &, BRI
T HRIEBERDPE S, TEEIIFCEEDIHINT 5B
NDH 5, [945ME]

9.6 3L
ERELOBERER I EOGFE T ZE L. 2Lk
IIH kA RE T 5 2 Lo KEIOE M FFALHFANORATICE T
L7 =713 was, k MGl MR S 2 &
WHISEN TV 5,

9.7 NRZE
NIRRT G & L 7RI S L T\ v,

9.8 EEE
BHEOIREEZ IR L o MEICHES T2, —
WZAEFREREDER T LT\ b,

11. BMER
ROBEWER 2SS S5 bbb Z EHH 5O T B 41247\,
HEAFRD NG A IIE G 2 Ik T 5 7 L) 2 LiE &
752k,

1.1 EXZEIER

1.1.1 FMEHRHERE (21%)
[12. 82, 9.12&&]

11.1.2 % (0.6%)

*11.1.3 RS (HEEAW) . FF#EEREE (127%). FF% (04%).

B EMEER (01%)
JFA 4, AST, ALT. »-GTP, Y VU %D LA %089 ITF
FRERIE, IF 5. THLHIIE DD S bN L Z WD b,
[83511]

114 KBBR (17%). EEOTH (25%)
B3 2 TR 8. S OREIRDTFED O N7 A 1213k
BRI 5 2 b,

11.1.5 FRBRIBREREE (19.6%)
FUIRIEE B TE (16.3%) . HUIRIRERRECHERE (5.1%),
RIEE (1.6%) O HFIRREREES D b s 2 L23d
5, [84M]

11.1.6 BIEHaEEE
HIEHERE A2 (15%) SORIBREREDH Hbid 2 LA
b, [845H]

11.1.7 TEFHEREE
THEAR (02%). FIERMAWEAEILTE GEEARY) SoTE
B E DD 5N D Z e WD B, [84BH]

11.1.8 1BUBERR (0.3%)
1R (BUELTTREIRR A &) 23d bbb, MRS
N7V R=YRAZELBEND DD, VRHERDEDNT:
WA, AFoFKG 2L T v A V3K ERG5 5
LOWMY R NBEEITH 2 L, [85BIR]

1.1.9 DR (02%)
[86511H]



11.1.10 #iEES

KR = 2 — a8 F— (28%). ¥ v - NL—EFER (O
JEARI) SEOMREEEND S bNDL DD D,
11111 BEE (1.7%)

SRR EEE (0.8%). RAEMIEMEE % (02%) Lok
VBHOLbNDLZENH DL, [88FH]
1112 BE (02%). HERUHREFE EEEAD)

[87&1E]
11.1.13 infusion reaction (22.9%)

TFT 4T EE, WREESNS S bNL
L h3d A, infusion reactionZSEled HIL/ZHGA L. AHFDOF
H&pIET 25085 0MERIT) & &bz, MR EE T
5 F CHBEOREL THICBIRT L2 L, [72, 89%HH]
11.1.14 EFEBHENE (01%)
FEREFISEIZ L 2 7)) — ¥ D702l | IR EANET S
LHIENDHEDOT, WIREDEALICHEET LI &,

I

O 5%LL L 1~5%Aif 1% i HEEEANH

FEA - AR B, RS BRI F v R, AR,

FbEE BRRRE S AN IRAE . R il

. EIR R XA E

PATE SVAVAVE 5N
VYR =R,
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=

% O IR % EPR, IR 7 | ECRIEEE %

s = L7 I =8

W 2. M| 36 7 B S L M| R B L S A

S5 % ONHE P | PR TPEMR S,

i - i

F2 8 M Oz | F 5 - IR SR BER B IRE B |, BEIRF %,

THIARE S RN SRR 2 ) RS (fEEEE . &

(162%). % ) #
fEL &5 B
Liaes

FLBE. BEEAE.
SRR E 4.
B, R %
HINE

BB, R
L. R,
SR, R
Wi, WE,

[8102:H]
11.1.15 BR CGHEEAHH)
11.1.16 SefEMEI MR AE CHERB)
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I
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fi . PHERTZE.
Mg g, FEERHG
% 51tk B 5 g%
FREETRIE W
R, BAHTY v
~F. AREig,

R RALE

14. @A EDFE

141 ERIFRARBFOER

14110 BHUZ X 2WEREEZ ATV, SMBL EORE 20 72354121
EHLZWZ &,

1412 RS L L CHRBABRAERZ T2k,

14.1.3 AF| O VTt % {E4HE THE Y . @ 250mLo H /A
HAEHIZAIML TR 52 &0

14.1.4 {05727 K912, B2 BRI L, L <L %
Wz ik,

1415 KHNIHAH 2 & v izo, fiflikh, Ewep S
52 L, AT CICERETRET 256121, 25CUT
TAREE 13 2~8C T2 R LN G 22 T35 2 & A
W& W RE L7230, BGMICRRIRT b, £
7o NA TR R OHREORITFERET 5 2 L,

14.1.6 ARHGRIT S ST &,

14.2 ZRIREBFOER

14.2.1 b & DRFIT L 22 &,

14.2.2 KH#Z, 02umdDA > T4 2T 4V F — %l L THGT
Bk,

15. ZDMDES

151 BRERfERICE D 158
E N O EEIRFERZ BTy REN RS9 2 Uik o L 5t
SNTnw5b,

16. EHEhRE

16.1 MeRERE

16.1.1 BERS
H A N HEFT BT 8 |2 A1) 3~ 20mg/ kg % 1R R R A 9% 5
L 7= B2 o M il FE e R 2 LIS, £ 72, SR BIRE /ST A —
¥ HFEUTT o Con LITAUCITHE G2 21T ILH L CHEn
L72Y,



1000

ML 7 OV 7R (ug/mL)
3
L

0.1 -

O :3mgke T

A 110mgkg

O :20mgkg

0 24

48 72

T T T T T T T T T
96 120 144 168 192 216 240 264 288 312 336

151 (hr)

M1 HAANEITEIZEES C 7 NV~ 7 % #%583~20mg/kg T
TR L7 o i e RS (BT + RS
3mg/kg : n=5, 10mg/kg : n=6. 20mg/kg : n=6

1 BERBEREICT NV~ 7 & 583~ 20mg/kg T LRI AT FHE L 72 F
DIEWTHHE/ ST A — ¥

pe5a 3mg/kg 10mg/kg 20mg/kg
(n=5) (n=6) (n=6)
Cax (pg/mL) 640 (22.2) 179 (19.6) 459 (136)
AUGo. 6060 (32.0)™ 21510 (454)™ 53700 (24.3)
(ug - hr/mL)
t,, (hr) 940 (31.7) 122 (331) 112 (116)
twe () 168 (097-207) | 153 (1.00-308) | 1.683 (1.00-492)
CL (mL/hr/kg) | 0496 (320)™ 0471 (44.1)™ 0.373 (24.2)
Vz (mL/kg) 610 (253)" 738 (17.2)™ 60.6 (21.7)
AT GRITCVY) + e+ FPLAE (FEFH)
1) n=4
16.1.2 R{E#HRE

I A0 A 7 BT 18 1 A5 3~ 20me /g % 2312 1L 7
BRI L 7252 0035 54T 15 00 L o FE S 5 12
20 b T T IBEORR E 3. AR IRIE SR
DU D EH OB T - 727,

800 4

600 4

dbe

w7 SOV 7 (ug/mL)

i

o s

mg/kg

A 10 mgke

O :20mgke

1 15 29 43 57 7 85 99 113 1;7 VIH 1;5 169
IR (day)
2 SAEHGRORG#T RO MG PR EHER (AT = FiEfF)

3mg/kg :n=5 (Day 1), n=4 (Day 15~43), n=3 (Day 85). n=1
(Day 127 % 1169)

10mg/kg : n=6 (Day 1~43), n=3 (Day 85~169)

20mg/kg : n=6 (Day 1% 0*15). n=5 (Day 29). n=4 (Day 43). n=2
(Day 85). n=1 (Day 127~169)

120 O :3mgkeg
A 110 mgke
1004 O :20mgke
=
g
e
3 80 +
#
%
> 60
Q
k¢
~ 40
&
puind
£
20 4
o —F s - |7 _ 7|7 _ T _ T T T
1 57 71 85 99 113 127 141 155 169
5 (day)

M3 SAEHGRO N T 7R (BT = =)
3mg/kg :n=4 (Day 15~43). n=3 (Day 85). n=1 (Day 127% *169)
10mg/kg : n=6 (Day 15~43), n=3 (Day 85~169)
20mg/kg : n=6 (Day 15). n=5 (Day 29). n=4 (Day 43), n=2 (Day

85). n=1 (Day 127 1*169)
#2) AR OKESN-HEROCH= I, 10110mg/kg ((KFE) 2 2.8 [ [ B
T LA EA T T RlEECh 5,

17. ERERRR &

171 FHERUOREMICEET 5 55%

GRIBYIRRTEE & X L4 IV iRRaE)

17.1.1 EREES 14858 (EMR100070-00354E%)

IR A AT A MBYWRAREZ 2 V7 Vg i s o 9
B, N— FATIZLFRDBED B 5 BEHSSH (HA NEES
Bl& &), 73— FBTIIALEEEIE O 70 v B8 296 % 3 5
& LT, AHI10me/kg % 2.8 [ [# b C Sl L7z. 78— bA
O EEFFMIE A TH 2 ZWER1331.8% (95.9% 15 HHX M
21.9~431%. 20164:3A3HT—%H v b+ 7) Thoizo
B, HENIEE L-MEZREIZ20% TH -7z, 78— B
OREIWREEAIE B T d % 2855 o b AT 5 1362.5%
(95%EMEX [ © 35.4~84.8%. 20164E12H30HF—% 41 v b
*7) Thot?,

1) RECIST# 1 FJ A ¥ LIMUC 3D {5812 & 5 CRIUZPR,

D) AT SRR DD B, ARG HAHRISEY EHE s hl6

B Feo
2 AHMIERHE (EMR100070-0035%5%)

IN— A J5— B

B (%) B%k (%)
SEZER) (CR) 8 (9.1) 3 (188)
WsrZEs (PR) 20 (22.7) 7 (438)
925 (SD) 9 (102) 2 (125)
$#47 (PD) 32 (364) 3 (188)
BRI 19 (216) 1 (63)

AFNIDHe G- SN11760 (HARN3G % &) W858 (72.6%)
WZEWER SRR Bz TRBITERIE. 95572961 (24.8%) .
infusion reaction 17f5 (145%). TH#HI11%1 (9.4%). F.L1061
(85%) - 5895881 (6.8%) « MEJJE M ONE 9 FERELTH] (6.0%)
BER LB IR 2 B OV ERGRR 4661 (5.1%) Tdh o7z,
(IRBYIBEATBE X (I G- O B MiamE)
17.1.2 ERFEFESE THEFEER (B999100375#%)

ALFFERE O 72 v ARG UIBRASRE AT M O ik B M g Y
Ml B 886K (HARNBEZOTR &) #xfg e LT,
AFH] (10mg/kgx 2B B IR CRERNS) L T7F > F=7
(BA%a =L L Clm5mg#% 1 H2MFEE#S) oG- & 2
=F =7 (50mgl H1M % 4:- M &S L, 28 K3E) o
HRE R et ety 52 L2 HWE Lz, IEERME
Fo AL 7] 55 TAH SR 2 9506 L 720 EZEEFIE H 13PD-L1
B B2 30T 2 R (PFS) o US4 tE A7 R
(0S) THY ., FIRFFMIEH & L CPD-LIOZEH % b 4w
S EFII BT DPFS KOS & FHli L 720 FHRTIZFTE L 72 Hr i
M (20184E6 H20H T —% H v b4 7) 1I2BWT, KA &



7 X F = T ONHES IEPD-LIG B IC BT APFS L Y
PD-L1O%EL % Fib A WA B I BT APFSO LT IZOWN
THAZF =710 L OREHENICE B A ERE 2R LY,

T3) MRS 3517 2 Sl OPD-L1 S 1%L 1

K3 MEBEAATI I R O e A AT ] o R

PD-L1 4 83 4 ] Exuep TFi|
A + PR S PN
TEFFT A=T=T TFLFZT A=T=T
(n=270) (n=290) (n=442) (n=444)
PFS™ | thaefii (H) 138 72 138 84
(95%fE#EIX M) | (111, NE) | (57,97) | (1L1,NE) | (69, 11.1)
INH— T 061 0.69
(95%1ZTEIX [H) (047, 0.79) (056, 0.84)
B flpfi ™ <0.0001 0.0001
0S  |hukfii (H) NE NE NE NE
(95% 58X ) | (21.3,NE) | (21.0,NE) | (NE,NE) | (210, NE)
NI — R 0.82 078
(95% 15 HHIX ) (053, 1.28) (055, 1.08)
Fr filpfi™ 0.1911 0.0679

NE : JEEARRE.

E4) TR EICHED . 7#5) ECOG performance status

(0. 1) ROHg CKE. 755/ Wa—avx, Zofols) 12k 5@
FCox FLBI /N4 — K E 7V K UV flllog-rank i 52

BT OBSCHMEDII L CREMAICE Z 2 OSDIL &
2R L72Y,
E6) ROVT N 72T B4 % PD-LIBME & 5 L 7=,
EEEIL O 25%L) 1 e AR B o
CEE IR L 72 S M O 0 A S 1% A0 S M > 259% L -1

PABOLN D,
- RS R L 7 IR O H 525 1% 52 ML 0 100% 12 St
MROEN D,

FA EEATHIE ORER

G PD-L1 g B3 5 [
AH| +BSC BSC AH| +BSC BSC
(n=350) (n=350) (n=189) (n=169)
oS |Hgfii (H) 214 14.3 NE 171
(95%IZTEIX 1) | (189, 261) | (129,17.9) | (203, NE) | (135, 23.7)
IV — R 0.69 056
(95%(E#EIX () (056, 0.86) (040, 0.79)
Frlp ™" 0.0005 0.0003

BSC : Best Supportive Care, NE : JfE5EAFE,

7)) — AL RO R ER A

R GEEFENTHIER, ©E) ROWEEE (). 2L) 2L2E
FCox LB N — FE 7V O Blllog-rank R 5E

(1)'2‘ — TRLIRT+TFVFZT
0.8 — A=F=7
0.7
B 061
05
044
=03
0.2
0.1
X
0 2 4 6 8 10 12 14 16 18 20 22 24
B I EAAAIN ()
At risk %L
TANRT+THFLF 2T 270 227 205 154 120 76 53 32 23 13 3 1 0
A=F=T 290 210 174 119 85 49 35 16 13 5 0
X4  PD-L1FGYEREEN 2 3B1F 5 PFSOKaplan-Meier |l
(1).2« — TR THTHEIFZT
0.8 — AZ=F=7
0.7
§ 0.6
g 0s
%04
03
0.2
0.1
oo~
0 2 4 6 8 10 12 14 16 18 20 22 24
B SRS ()
At risk£z
TRV T+TEYFTZT 442 364 321 250 193 127 94 57 42 24 8 1 0
A=F=T 444 329 271 192 144 90 64 29 20 8 2 0

X5 4B EEFEIZ B HPFSOKaplan-Meier i

KENE T F T F =T OBHS % 51 F 7243461 (H 74 A3361
wEde) 41460 (954%) ZEIERASERD Bz, FRREIE
FiE. FRi23561 (54.1%) . L2086 (47.9%) . 955156
Bl (35.9%). FH - BIKFERHENSIEBERE144510 (33.2%)
FEREEELLI6H (26.7%) . L1076 (24.7%) . FIRIEAR A
THEL056] (24.2%) . IPI%9661 (22.1%) . EHkiEE86%5]
(198%) TH -7z,
GRIBYIBRTEE L RIR ERIEICH T BRI ABOMITEE)
17.1.3 EEEREZE I HEHER (B99910017K5k)
7T F F AR GO —RALARE (A~63 A 7 V) IZTERE
HEATASFRD LT, BRAYIBREE 2 IR % Bz #5700
Bl (HRNBZTO Z &) 2x5E LT, & (10mg/kg
% 2B R CHIRPIFXS-) & Best Supportive Care (BSC)
DU D £ BSC HMELEO AR et % b d 5
ZexHME L7z, IEEMBEEA LRSI R A AR SR % 5
WL 72, FEEHMAIEH IZPD-LI1OSBL % Wb waBE RO
PD-LIB ™ BE 12817 20STh - 720 HRIICEHE L7z
AT (20194E10H21HF—% A v M4 7) 1I2BWT. &AH
EBSCOBEHE L, 287 L UPD-L1GHEE O W I

—— TN)Y 7 +BSC

—— BSC

R
=3

0 2 4 6 8 101214 16 18 20 22 24 26 28 30 32 34 36 38
) LAEAEE (R)
At risk#%

TV 7 +BSC 350 342 318 294 259 226 196 167 145 122 87 65 51 39 26 15 11 5 3 0
BSC 350 335 304 270 228 186 153 125105 83 68 554133 1812 9 2 1 0

X6 ABELERIZB 1T 50SDKaplan-Meier i

— 7)Y 7 +BSC

—— BSC

R
=3
S

02 4 6 8 101214 16 18 20 22 24 26 28 30 32 34 36 38
. LA ()
At risk%5
TV 7 +BSC 189 185 177 165 146 129 114 95 81 70 49 38 3226 18 9 8 4 2 0
BSC 169 165 152 132 113 89 76 67 54 453730232112 8 6 2 1 0O

[X7 PD-L1F1E & H£EZ B 1) 5 0SDKaplan-Meier i

AH| & BSCOBEHIED: % 1) 72344061 (H AR A3661 % &)
H26661 (77.3%) \ZEIWERARRD Siz. EAREWEMIZ. £
I FEEATH] (13.7%) . KBS RRICTAE36H1 (105%) . T i
3560 (10.2%) EAIZHED O35 (10.2%) . #E77E3441
(9.9%) . 9573361 (9.6%). F&E2561 (7.3%). HIE244]
(7.0%) . H02461 (7.0%) . BIER2361 (6.7%) . #2361
(6.7%)  HIRBRBERE TCHERE21 (6.1%) B2 JE 6251851 (5.2%)
THolz, [5AZBIH]

18. FExhFIE
18.1 {ERIHRFF

TV <7E, & FPD-LUCKT T Ak TH D, PD-L1& 2
DEZFHRTH HPD1E OfEE T HE L. BEEHUREERN T
MO EEEZ MR 5 2 LI XY, EEoMims
Ml s EELLNSY,

19. ERRR A ICE Y 2IEEFHHME

CTNVR T (GEE TR Z) Avelumab (Genetical
Recombination)

#9147,000

C6374H9893N 169402[)10S44

ﬁﬁﬁ C2194H341()N578067()816

$jx:$ﬁ C993H1543N269033586

—

OTE

T



A H e FPD-LUICH T 2 fa iRz v MgGE/ 7
O—FWHETH ), Fr 4 =—ZANAAF7 =i
MABIC XD EASNL40BOT I 7 BEFRIEN S 7
LEH2R R O26MH DT 3 WD S 7% b2
KRR ENLHEY 20 HTH b,

REo1 AR
FHn ) A7 EEETE 2 RED B BEIIE/T L L

22. ‘aik
10mL : 1SA 7V (T AL 7))

23. EEXH

DAEPVERL © EINE TAHRER CEYEIEE) (2017459 H 27 H KRR,
CTD27.2.2)

2)FPE R - ERSLR S THRER (EMR100070-0037388%) (2017
EYH2THAFE, CTD2.76.2)

) FEER - BB ILE G MARRER (B99910035ER) (20194E12
H20H 22, CTD27.33. 276.1)

FEPrE R - ERRILE S AR RER (B9991001585%) (20214E2H
&G, CTD2733, 276.1)

S)ANE R - EHIREE (20174:9H 27 HKFE, CTD26.2.2)

24, XEEERER VBV EDEL
AN 7 INA F T 7 — < RSt
ATANNV - A THA—=av
FRARES X — T B3#%k 15
0120-870-088

26. BERTTREESE
26.1 BLEERSET

ANINLF T 7= th &4t
PMERCK  sssmmsa-TaiEs
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