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PFS : J@h ' — R (95%(E X)) 0.772 (0.624, 0.955) , Miffl] P=0. 0170 (&% log-rank
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IIRIBRI T « H BRI RREZR IEMAEIT, Va XiXIVb #] & Bl S - . M OURIARI TN « HuFipsikig O
DREDPHMBAN ST,

110 iy B O R D 7425%) (CR) . #4528%) (PR) OHIEIL, 4 L EOX B HIRIC L 2 e 234 5, W% E (SD)
OHE NI ERIED S 6 ﬂﬁ@%mi TfA GEhEN SD TH D Z L, ORR ITA AR IS EEH DO T CR XX PR & 7o
7= BEOEIE

(FV—5 (4) —1) —8. EHNFE IR (Marble illf) | 2H4)

Ty NY 7 RGEEE 1200mg 1, 2F L FRIERED 720 Child-Pugh 4338 A OEIFRAEEZR
FEfAa g A1 & R ARK & 7 S ATF > OOF G (RAIDHREE) OB MR VLM%
VT 7 =7 (RHHREE) & bhig U7 [EER IR S ARG AR (IMbravel150 #R) T, ITT 4
MIZBWT, BEFHEE Th 2 24 (0S) (MFEMIZRMETE H) K OV A 77 1R
(PFS) (MRFEMI7RFENTIEE) OFFHFIABZENTRD D, AAIFHRECIS T 2 Bl 2
RESAL72 (OS: Jghl vt — R (95%E#X[H) 0.58 (0.42,0.79) . Wiffl] P=0.0006 (&5 log-
rank 7€) . A REAERIH 0.33%, PFS: EH ¥ — Kb (95% (5 #HX ) 0.59 (0.47,0.76) .
Ml P<0.0001 (J&51 log-rank #7E) . A EAKUERM 0.2%) (REEZMHTEE), OS H1
BV, AFIGERABE S RE HEERRE) . *TFREES 13.2 4 A (10.4, 4 EARFE) . PFS Hfif X%
nenes8 s H (5.7,83), 4.3 7H (4.0,5.6) ThH-o7T=,
NRFHE LT & ) — VAL, T DA RIS, ~ 1 7 0 B EeE, FFBIRIER R I B R (L S AR IS
FORHRRRIESS) OIS & 72 5 BE LRI S,

(IV—5 (4) —1) —9. HEHELFRSBIMERKKRSR (Mbravels0 RER) | SHR)

T MY T REEHE 840mg (X, #55 - BRILE ISR 2 2 HEORNRRIED e 55 -
B SUTRPTEITHED RV 2N IRENM D> HER2 MO L 2 X RITAAl L nab-
N7V EXELOHEREE (T2 hU 27 +nab- 327 U ZXvARE) OFNER LM
77 &R +nab-/X7 U Z xR L g U7z [EERIL RS ARG AR (IMpassion130 #5R)
T, PD-L1 LRI W T EEFGE B T 5 My EA R (PFS) (*ﬁ%ﬁﬁ@ IR E)
DWEFHFHIFEENRO LN, T N 7 +nab- 37 U & X2 LB 5 E M) 3T
Stz (BRIAY— R (95%(EHEX ) 0.62 (0.49,0.78) . iifill P<0.0001 (J&5] log-rank
BE) . AREAKERM 0.5%) (MAEH7efEZirEE), PFS 9 (95%(E4EXM) 17 &> b
U7 +nab- 7 VX Xxv/#E7.46 7 H (6.70,9.23), 77 AR +nab- 37 U X & /L 4.96
s H (3.81,5.55) ThHoi-,

(IVv—5 (4) —1) —1 0. EE&LFEFIHEERAEGR (IMpassion130 ikbR) | &)

Ty NI 7 EEEHE 840mg & TN 1200mg 1X. 2 L EOUIFRAEE 22 i B R ERES A R &
KERIZ 18 LA EOBFITITT B MY 7 SlERE 1200mg 2. 2 kL B 18 kil o B

4



15.

16.

17.

Z7 > VU 7 16mglkg (Fc Kk 1200mg) %5 L7z & & OF MR OV 2 % 55l 4 5 i
A58 ARG AR SR (ML39345 #lR) (BT, FEFHMBEE TH 5 =503 (M HirEES A
E) 1% 24.5% (95%IE4EX MM : 13.3,38.9) ThoT=,

(I'v—=5 (4) —1) —1 1. #AFELIMAERRE (ML39345 ilbR) | =)

TR Y 7 EREEHE 840mg & TN 1200mg 13X, 16 sl EOYIBRAEE 72 i BLIREKER A IE R
BB 18 Wl Lo BFITIXT B MU 7 A{EFE 1200mg %, 16 kLA B 18 mA D &
FZET Y FY 27 16mglkg (K 1200mg) %85 L7 & & OF MK OV M % 79
% ENE KRR (ALBERT #5) 2B\ T, FEMER Th 580 Sz mes
BEPHITE) 13 10.0% (95% EHHIX ] : 1.2,31.7) ThH V., 95%FHX MO FIRITFFNIIHRE L
B2 (5%) % Tl ., 72 U7 OFRMEFREES R0 272, BIRAFEGIE EH C
& % RECIST v1.1 (223 < FIREFT OZE2h=1T 15.0% (95%EFIX[H : 3.2,37.9) TH-o
7=

(ITv—5 (4) —1) —1 2. ENEIMHEEFRRE (ALBERT &) | &H)

T MU 7 i 840mg K TN 1200mg (. F3E XX EEAMEOEisME NK/T Hiflg Y oo

fif - ST EBE1214 B2 b5, 18 bl EOBFIZIXT ' U 7 1200mg % 3 #H[H I bE &

B 12580 B 18 iR o B 1217 R Y 7 15mg/kg (B Kk 1200mg) % 3 @R T

B b LTc & & OFNER OV NEZ 5 3 2 FE N TSR (ATTACK #U5R) 1238\ T

FERHMBEE Th 528808 (B I E) (REERZRMATIEE) 13, 53.8% (95%F#H XM :

25.1,80.8) TH Y, FHANIHE LIZBRERDFE (6%) 22 5 FHEMFRIL>99.99% & 720 |

T M) 7 ORI RRES LT,

2 FAME NK/T filia ) o o%0F « BANCKT 5 1 LA VP EDIBRRERH D . 3>, SMILE & (FXV A2V A b
FoFP—h, AFRAT77 IR, LL7ANRTXF—BRO=Z FRY RN) X DIERBENH 5 XTI & 72 bV EBEEN
xg stz 2B, WOO~@DWNTNINIHEY LizAIl, SMILE BHEICHEIS & 72 b WEBF Ll sh : O
ECOG PS 2, @70 %Ll k. OMANANIN S IALFBFIEIC LY, KRRk & UCGHE 1 [EILL Eolgn a2 L8 E 35
IRHE, @AM Y >/ SEEK 500/mm3 A, O mEpMIBBRIESH 5, ORMIEZL, LEMEE L LR EET S
DEMEREIRY 1 DL ERD NS, OEERHE 50%ATH,. XIT@OSMILE LSO 23 A YRR L CORIHA
THD,

(Tv—=5 (4) —1) —1 3. EHNE IMHEEKRE (ATTACK #ER) | &)

frgesXis

BERAREWEM & LT, MRS, FReiEE | 5, sbrEinag &, RIBJK, BEEE O T,

FEge . 1 BUBEIRIP . ORI RERE . B HEREIE S . T ER(REREREE . Mok, B, TREK.

PR, EAEAL I, EEE O SRS, BHREREE, SR, BURUTIRMEE, (O J, ek
BRAEMERE, oM/ OBE, Wi PEE N, Infusion reaction, ZEENMAELFHERE (1
IWIRTZF U RO Y 2RV HEAFE N ONNR T TF o, X7 ) ZxB )L RO
A~=7 (BiaHHz) OFHK) NHEILTND,

Flo, EREWEH (B%LLE) & LTHET ., TR, B, BEGELER, B, B2, £ 5 FIE,
BAfim, &, f/ s, arR ek EE, BEEREO LTS,

B b S T SCEORIEH O K ORFIRAGE DO L RMEOREREZ BT 52 &,

(IVI— 8. RBIWEA) &)

DR R O IR O 7L SN =W SCEO kR OH R, R SUIRIZLL FToR#ETH 5,

K & oINSl xt3 2 KR AER OHE (2025 4 11 A KRR -

WE, AT H 1R, FEXXEAE LT 60mg/m? (KFREE) % 1 BRI 2T T 3~4 WM MIE CaliEET 5.
e, BEORBICEVEEE TS Z &, 2L, 1 ERESHRIL 75mg/m? &7 5,

H R T T F o DI K OVt NI (26 2 & HIE R O & (2025 4 11 A FERD) -

WA, RACIEAINVRT T F L LT, 1 H 110 300~400mg/m2 ((AFRHA) &5 L, D &b 4 BWEAET S, =
nNe17—nbl, #H5Z2EVIET, ok, BG5EIT, Fin, KA, BRIV EEEET 5,

VAT T T OIR NBRARE 6T D AGRAE L O R (2025 4F 11 A RS ¢

e/ NHERMRE X, EEA AL - RS L, BEOREBICE Y FEEEIRT 5,



Eik: v A7 T7F L LT 70~90mg/m? (AL % 1 8 1E#E L, bl &b SEMKRETS, 2he 17—t
L., #&5%808T, Fik: P A75F L LT 20mg/m?2 ((REMME) % 1 H 1M, 5 HEEGERS L.,

MRS 2, Zhz 1 r—ne L, B5E2§VIRT, 2k, Bk FIEORGRITEE, ERIC XV ETHEET 2.

~NA B LR FOAGRREUTE, FHELOHE (2025 4F 11 AT ¢

SRE ST ¢ BN R, BIERANE

BhiRik
TIERREZRHEAT « PR8I/ NI

B72IEAT - RO/ NHIIANTRE, R LRk 2 Bk < IR/ INABRITRE (2 3 1) 2 IR

lZxt4 5 HiE RO -
W, RAIZIEAA LB RELT, 1 H 1A 500mg/m2 (EFKER) % 10 4R, CTAEFEFREL.

MARET 2, 2hzx1a—xEL, #52EVIET, 2B, BEOREBICL YV EERET S,
T B e OIE NIRRTk B ARG AE LR OV & (2025 411 AR -

BE . RAZIZT A Z e & LT 1IE 1000mg/m2 % 30 32> CRflardE L, 3 1 BS54 3 ke L, 48 B3RS
T5, Thxk 1 a—RELTEEERVIET, VAT I7F 0 E0AT 85681, /7A vEAEELT 1 1250mg/m27§:
30 32N CREEREL, 3 1 G4 238

D EES D,

At L, 3WAIIAEREZ 13— EF52LHTE 5, B, BEOIRE

X7 Y B X VO NI 2 ARMAELROHE (2025 4F 11 AR -
WL, A N7 Y xR LT, 1 H 118 210mg/m? ((REERE) % 3R CRiEL, 27e< b 38
WS D, a1 r7—e LT, #5280, ok, B5EIL, BEOREICLY EEHET S,

nab-/327 U & % LD IE/ N i K OVFLIE 12

FLREICIT ATESUT B k& /il it
AL @E, RANIZIE 7 ) 2% L LT, 1 H 1A 260mg/m? ((KREFE) % 30 557N T CTHRIEHEL.

IR D AREAELOHE (2025 4% 11 AKRER) -

13 BIkEMEMT 2,

HRARET D, Zhae 13— LT, &EZ#VET, 2k, BEOREICLVEERRZET 2,

Bk @, BRAIZIZRZ Y Z%E0L LT, 1H 1A 100mg/m? (%%ﬁ*ﬁ % 30 T TRIBRHEL, A<t b6

HRIREES 5, I8 1 [F#5-2 3 MR L.

15,

Inx1a—A& LT, &E&f0iRT, 2k, BEOREIC

E % : o FUuEMEIEREAl & OO HIZB W T, @H, RACIE N7 ) 2580l LT, 1 H 18 100mg/m? (R i)

ST TCORMRHEL, 27K L b 6 AMIRET 5, 3 1 EEG%2 3 HEdEk L, 4 8B IIMREST S, Zha1la—x&L
T, BEE#BVET, ok, BEOREIC

RV EEET D,

L e s ORI 6 DGR HIE R O & (2025 48 11 AR -

WE. AT E S LbE & LT 1 E 20~25mg/m? % 1 38 [HIEIRE CTREIRPICRER

WEHHERT 2, 2720, 1 E&&AREX 26mg/m2 &35,
T bR Y RS O/ NI 33 2 KR AER OH & (2025 4F 11 A KR

T MR RE LT, 1 HE60~100mg/m? ((KFEmfE) % 5 HWEGAMEFEL, 31

L a0 iR, Rk, BHRITEE, ERICI Y EEEET 5,

/37:%7\‘@@3&%%‘1‘%&%55@% 29 2 AGRAE L O (2025 45 11 A RS -
WA, RACIEY 7 72=74L LT 1A 400mg % 1 H 2[EEAO#KET 5, ok, BEOREBICX VEEEET S,

3. EEOBE|IFES
Hriz7p L

4. BEFERICEAL TEMT NE5HH

S R B 5 B A

o A KT A % | I 74 by, SRR
RMP A (TT—6. RMP Oz &)
BIMOY 27 BMEIEE & LT | 4 | EBREEE T EH
TERR SN TV D& CEIEERS AR

BEMTEM -

cBEN R T
(TNI— 2. ZofoEEE M)

I HAEET A N T A >

- e HAEET A KT A >
7TV X7 (BB Z)
~ Jfi) figeE ~
~HisME NK/T g U > fE - S~
~ He BECHR AT A i~
~ IR ~

\f/L‘ =)
~ i~
FLIh

Dl b 2

Dl Ed 20 A

Dl e 20

&0 S E

CHERT D, B, i, ERICEY

WS 2, Zhz17—ne L,




A RITAVOREISED BEFEHIZOWNT (FRR
304 H 17T H {RIEF 04175 4 5)

- 1 PD-1 JUAPUEMIEE A & Ot PD-L1 fuiApriEs:
NEIEAN AR 2 Fcom i FHHERE T A KT A > DSETEIC
PO HEFEEO—EHIIEIZSWT (ERL 30 4F 12 H
21 H fREF 12215 3 %5)

- 1 PD-L1 HUARTLEAMRE AN AR D e i A HEE T
A RTA L OREI S B EFHO—HHIEIZ DN
T (BFfocH 8 H 22 H fREH 08225 1 75)

- 1 PD-L1 HUARTLEMEME S AN AR D e il HEE T
A KT A OWETIZHE S B EFHO—HIEIZ DN
T (oo 11 H 22 B fRIES 11225 2 5)

« §1 PD-L1 SR RE 5 A2 AR B e i F HEE A7
A RT7A4 L OREIES BEFHO—HIEIZON
T (BHFTE 11 H 26 B RES 1126 45 3 75)

- 1 PD-1 HURHUEMEIEE A & OPL PD-L1 $UAHLE
PEREEANC AR D ol HHEE T A4 KT 4 O EIC
PO EEFHEO—HLIEIZSNT (249 A
25 H fRIEZE 0925 55 2 75)

« P1 PD-L1 HUAHUEMERRS A AR 5 e i HHERE AT
A K74 OUGETIZFE S BEFHO—HLEIZ DN
T (B2 12 H 25 H fRIEFE 1225 5 4 7)

« PL PD-L1 HUAHUEMERRS A AR 5 fe i HHELE AT
A RT7A4 L OREIM ) EEFHO—FHLEIZ DN
T (Bf445H 26 0 FREF 0526 5 3 &)

- 1 PD-L1 HFUAPUEMEIEL A £% 2 few i e 77
A R4 L OREIE S FHEFHO—FHLEIZ DN
T (BRT742H 208 FREF 0220 5 3 &)

- 1 PD-L1 HUAPUENERRS AN AR 2 e i HHEGE AT
A RT7A4 U OREISE D BEFHO—HLEIZ DN
T (BMTH9H19H FREH 0919 5 3 =)

- §1 PD-L1 HUAHUEMERRS AR 5 e i HEdE AT
A K74 U OREISE D BHEFHO—HIEIZ DN
T (BRMT7412 H 22 fRIEF 1222 5 3 &)

(IX —14. RIS EOWEE] 2H)

LT o a1 &
EMHGE S A R | g4 b, B
oy T
~ I R~
CHSTATECE A 3K b A 2 00 [ 38
B~ DB
RREN LomEImEe | & | - it PD-LL b B 5 m b e 7

<FVERFHEERDIBEICONT>

AFNT T/ INRRE ) 2 T ERhEE - 218 L LT 2018 4F 12 H 6 HIZEA @ REIC LY . &4

RPEIESOFEE GEEET : (3034) #5421 %) 2T T\,

KRR S AVTZZNRE ST AN A, « IR/ Nl Jito

]

AFNT TUIBRARE R fRgE | 2 T ERhAE - 2L LT 2025 45 3 A 31 HITEASBAREIZLD .,
#FD IR AERLOfEE FEEES : (RTH) # 684 5) Z=%iFT\W5D,



5. &
(1)

(2)

REHRURE - FRALOKIREE

AEBEMH

EEL Y A7 EHEE AR ED L, WUNCFEmT L 2 L,
<BREXITHAMOESMENK/T A 2/ E - 25>

BLEIREH . —EROEFNIRD T — 2 DNEF SN D ETOMIX, NEOFIUTEEMEOHi
S NK/T ffa ) o Sl - BRI OV TILAE R & k5 o T 2 25 2 &,
(TV—5 (6) —2) KEBRLMHELE LTEBYEONE XITER L-HE - RBROME] 2R)

20181 HO 7> b U 7 Jifl#E 1200mg RE R 7E A RIS RE, LT ORBSIEN STz
25, EHRETE (BFERE) OFEMIZ LY 2602 6] GREZEEIEGE) OF —2 2 HEf LT
ZEMB, 2022 4F 2 AT YRGB DMRBR S Uiz,
<AbEEEBLAEDUIBRT e E1T - BROIE/N R AE >
EN TOEBIEFI RO TRONTWD Z &b, BERTER., —ERDIEFNARSL T —4
DEFEIN D ETOMIL, REMZXIRICHERMEREZ RS2 2 L2k, RFIFEHR
FOBEFBEREAET D & & bic, ARl LZEMER OFEIMICET T —% 2 BHICINE L,
AFN O M LB EEZHECDZ L,
(TV—5 (6) —2) KBRLMHELE LTEMYEONEXITEM L-HE - RBROME] 2R)

A - EALOHREE

AFNT, FoBEERHEET A BT A > Ofisx i - EREMFICESSHHAZHIRL TV 5,

AFN DA A B R R 2 My OV B O RERE S OARANC B9~ 2 1 Ede ik & e 5 728, fitid
BHZIT> TV,

6. RMP O#IE

EERVRVEEHEEZ RWP) OHE

1. REMREAFE

[(EELEESNIYRY] [(EELEEMNYRY] [(EELTEIER]

R i DI - DRI - DS AT | AL
—7

FFRRERE T - F28 - REAERLRE S | (L PamisOf RO MURFRME (R

KM% - EHED T BRI, FEBMEAT R ERIBAE)

% B FERIBE (IR T T F

1 B PR i Y RORT Y SR VRO

WIS (FURIRRERE S, B | (SO VAT 7T, "7 Y ZSe

ghEREE | T EAERERE) RO X7 (s AL
Z) BERIEE) ZER<)

JiiZe - B - 6% L FRREDT RO BYLE

R (X5 0 N U—JElERER | IR - A

ate) WRERR R (3 AR A M %

TE A 4 J7E Bte) DB EH D

IO A1 00 [FIRE R A R

BrEAEREE RIS %) | B 2 EE DA DHERRD Y

1% - BERUT RE 27 DY [ i 2]

D%

L ER S R

S/ MR AE

VAR I

Infusion reaction

FERPEAF PERIAE (IR T T




F U K ORT U & X 0 FHERIE
WNZHANVKRTTF o, R7 U HF
TR RN X+ 7 (s
#z) DFRRE)

1.2. BhEICBEY S RETEE

12 5% PA F 18 s O FR 56 TR TED ENKL B T 2 I T I T 2 H 30k

| ERRICEES S LMD 2D OTEH)

| FEUZHEAS U 27 F/AMED 7= DIEHE)

2. EEAREMERAEOHRE

4. ) R &IMEEEDBE

BEODERGTEMERTE

BED') R &/IMEEE

EMOERGREMEREE

BID Y R &x/IMEEE)

INHIR R R (VR T T F e haRY R
) x5 & LIz f{ERke#®% s — 4 X—2*
R UbREOEAR O Mk (AP ERK
D FEWELF R EREAE) ] (TEC2001)

ERRBISRE ~ DG et GEIEFEA AT A F)

BE~ONHRIEMH, (BE N T v 7)

3. BEEICET SRE - HERDFTEDHE

12 LA B 18 5k AR O 5 X EER E o
ENKL E#E 255 L U= fre il Al iaa
(2flFE4E) (TEC2501)

RO WIL, MSATEIEN RIS R

A
N

N

EHERE D EIR ST HIR R~ — Y THERBT 5 2 &,




0. AMICEET HIEH

1. BRF%E4

(1) #4
T MY 7oA 840mg
T MY 7oA FE 1200mg

(2) *4%
TECENTRIQ® for Intravenous Infusion 840mg
TECENTRIQ® for Intravenous Infusion 1200mg

(3) AMDHEE
T cell (T#fd) (ZHKT D,

2. —f&%
(1) #& (@Ax)
TN X7 (Eis g z) (JAN)

(2) F8 (@ma%)
Atezolizumab (Genetical Recombination) (JAN)
atezolizumab (INN)

(3) RTL
bt M/ 7 a—F ik : —zumab

3. BEXRITREHEX
TIEBAI4AEO L2 AKET X /i 448 HO HEE 2 AN DB X X0

4. DFARURDFE
4 HE (C2191H3362N5800665515)
L #{ (C1032H1593N2730334S6)
531 1 144,610.56

5. ¥4 (MfE) XIFXE
TV X< NE, B b a s T AHEY 2 R 1 (PD-L1) (261 A& iz v MeEe
7a—FAHETHY . B F RO~ U AFUERHSROFEMIERER, WNZE F IgGl D7 L—2AU
— 7 E R OVEF S0 HEHD 298 FH O T 2/ BAFRIEHN Ala [ICEHBR SN CWD, 77V
AT, T A =—ANLAX—IRRMaIc KV EA SN D, 77V ) AT, 448D 7 2
RN G HEH (v 18) 2 RKKO 214 HD7T I VKN L2 L (x $0) 2 A THE
ENDE NI ETHD,

6. ER%A. Aa. BS. B5%8S
MPDL3280A, R05541267
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M. BRSICEYT HEE

1. PRSI

(1)

(2)

(3)

(4)

(5)

(6)

(7)

e - IR
EH~F At B D A~ Hi8E DR

BARE
M L

R
A LR

e (MR, e, BEA
BARSAYA

I ELARBE T JL
PSRN

PECRE
PSRN

Z DD E L RMEE
pH : 5.5~6.1

2. HPHSTDERERTICETS2REN

PRAFZRAT: LRI AR A7 RE il R
FEWIR TR —20°C 36 f& H AT U VARE | B L,
JIBEEEN 2~8C 6 & A ATV VAR | BN R DT i B L E RO 1=,
R 40C/ 30 H HT AL T I | BB i) DB 2380 72,

75%RH

ABRIHE - PRR. pH, MUEERBR. EE, Tl

3. AMBS DOHERHARE. TEEE
MERSBRIE - XTF P~y 7k

E

5
®/ik AU e R

s SO PTRIROE BRI E T

11




IV. 2KI|(CBEHY 5I1EH

1. Flfz
(1) FlRzDRAH
MEFEANZ AR L THW D SR (N1 7 L)

(2) HEDHERUOMER
EH~A A B D A~ TR A DR

(8) #Aa—F
PSRN

(4) HEDOYE
pH : 5.5~6.1
RFEEE 0 0.45~0.80
B 1.03g/cm?

(5) itk
ESAI OB G ORRRRIROAHE - L

. HEI DB
(1) ARy CEMERS) DOEERVFHMHE

N

W5e4 | 7' b7 siEeE 840mg

T MU 7 SIEEHE 1200mg

1347/ (14.0mL)

BRRS | 7TV RvT GRETMBL) P

134 7/ (20.0mL) H

TFY ) RwT (R TFABZ) P

840mg 1200mg

1347V (14.0mL) 134 7V (20.0mL)

L-eEXFTv 43.4mg L-exFTv 62.0mg
WA | OKEEREE 11.5mg IKERE 16.5mg

K b 575.1mg FE i B b 821.6mg

AU Y _—k 20 5.6mg AUV _— | 20 8.0mg

) AHNE, FrA=—A b2y —IEMaEZHWciliEsh b,

(2) BREFORE

L7

(3) &E

EARRAA

. RBRAOHMERUVERE
L

L
M L7g0

- BAT B EREMED B B Y
fis EAER ok DNA, Z0fifi, %

12




. REOZFREFHTICETIRER
840mg HAFIIZ &1+ B R E MR

PRAFZRA: LRA7 3T PRIFERE i R
FEWR TR 2~8C 36 4 A H T AL T )L 27z L,
P IBEERN 25°C./60%RH 6 &5 H HF AL T )L BB R Do 0T BB &
DT,
T P R R 40°C /75%RH 30 H H T AL T )L RREFRIN Sy i) D AL 3R 1=,

AUBRIEE - MRIR. pH, MIEERABR, ER. O,

1200mg A= & 1+ 5 REMHER

RIESAM RA7HAM RAFIERE AR
MR AR 2~8C 36 f4 H HT AL TV 27z L,
T R 25°C./60%RH 6 &5 H H T AL T )L BB RY Do 0T BB &
DT,
wEEEER | EE | 40°C75%RH 30 H HT AL TV BRI o iR D B AL 2 B T,
b SRR 120 7 Ix+hr DL L T ~JVI T ANA | R OB L RO T,

MO SE A BH © x L X — | TAUTREIC AN
200W -h/m2 Ll ED Y& BRE | TERIF, xHIRIZT L
SHRANTEATEY
T AL T ),

BRI - PER. pH, MUEERER, EE, . %

. REERVBMBBOREMN

HEES

(14, BRLEDZEE (Rr#)]

14.1 ERIFANBFOEE

14.1.1 FARIEF I, BRABEREIRDAMIMH Lan &y

14.1.2 BRI IS CEEEIRT 5 2 &,

14.1.3 HRFRR L, JHRZITECICERTL 2 L, 0, BRRIIEETLZ L,

14.1.4 BEHRFIZIIAF ZEHE CHhEmY . HRERBERICHRML, KKRELZ 3.2~
16.8mg/mL & L7z ECAEFET 2,

BREOREMN

HERBIERIZKDFREDOLEM>

2.4mg/mL &Y 9.6mg/mL & 722 L O ICABRRER CAHIN L7T-ARIZ, AU ke =1 (PVC), K
VxF L (PE) IRV A L7 1> (PO) RAEBEAHE/KSREEHE NNy ZIZZENZENANT, 2~
8°C -« HEIEIRAEI NT 30°C - |NLITHRFE LTIRAE T 24 fIRAFE LT, £ DR, A T A4 7 4V
B —Z P T2 5ok AT 2R T L SBIRICT 2.5 BEIDNT TR 100mL/HE O B T i aR v 7
ZHWTERE Y M@ L7,

F7o. % 16.8mg/mL L7822 L5 ICAEBAER CHAIR L7-AKZ, PVC, PO X(IHR) 7oLy
(PP) AP S » Z1IZENENAINT, 2~8C « HFERAEI N 30°C - SNFEICHE
2 L7-IRHET 24 FFMRIE L=, TR, A 2T A 7 4 NA—Z AT T25E & T 720 T =
IR C 2 BER DT TR 50mL/IF OB E C iR o 72 VLRl >~ M@ L,

ZTORER, FEORATSRM T 24 FERIMBUL FMNCZETH D 2 L 2R LTz,

AFN DAL, AT SHEE Ny 7 ofE (PVC, PE, PO XiXPP), A > T4 7+«
B —DFEE (R = —F L 2R IR Y 2Lk y) ROEREY v MEofEfE (PVC, PE, R
V7R IR =T LX) ([ZE 67, AR T TEETH- T,

. thFIEDERETIE (MEIEFEMEL)
P -v A
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(14, BRALOEE (k)]
14.2 EFHIFRERFOIE
14.2.2 | & DIREZ LN Ly

9. A
LN

10. &3 - A%
(1) FESREGES - 8. SENEFRGES - 2RICHT 1ER
R L7

(2) 2%
T2 b)Y RiEeEE 840mg>
14mL X1 XA T )L
<TEY b Y RiFERE 1200mg>
20mL X1 XA 7

(3) PHREE
RN

(4) BEOME
W T2
AR A
Fyrv X R Fa Ly, TIAI=7A

11. BERREINLEMEE
o L

12. Z0ith
L
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V. AEICEEY 5IER

1. EEXIEER
(B 3 38)
OYUIBRAREZREELT - PRI DIE/INHERLAfifes
OPD-L1 Bt I/ N fitiee (2 3 1 2 1% i B vk
O /N e ez
OUIFRAHE 7 Hal PR Py il
OFF T EEAMEOHISME NK/T Hifg V > i - S
(Ttr MY 7 S EHE 1200mg)
O UIBRAHE 72 e
O UIBRARE 72 i i
(Tt MU 7 50MEE 840mg)
OPD-L1 [t D s v 2 KM 7> HER2 [ 0 T4 A RE U F 8 FLE

2. MEEXIIHRICEET HEE

5. MEEXIEHRICEET HEE
(UIBRARE7SEST - B RO IE/MERaffhsE)

5.1 AL FFERIER D PD-L1 [P R LB B 36 1T 2 ARF O A DM e OV A L 3R S
L TW2RYY,

5. 2 ALFFIERIER D UIRARRE 2 ETT - B O I/ NI 1k L CAK A Bl TR 59 55
BT RS K QMBS RS AIIZ 351 % PD-L1 EERIZHOWT, M7 BRG] O
HOWNKZRFN L, +o72fkBa A4 2R E I AR T 2MAIC L v, PD-L1 ©
BENHER I NTZBEFIE G T2 L, REICHTZ > TL, ARSI RIN2 W R385
IREREESREHWD 2 &, 7ol KRR SRS I AL SO R RR I B9 D 1 I
DNWTIX, UFDO T =7 %A b AFARETHD ¢
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

[17.1.2 ]

5.3 BRRGFABRICHAAN BB ORNRRE, EGFR BinTARXIT ALK @a8InFOf
BEICOWT, 117, R OHONK 2 L, AR O 0% 22 o0 CHR
L7c BT S BEOBREITH 2 L, [17.1.1-17.1.5 2]

(PD-L1 Bt D I/ NBREFHIE 1 & 1+ S TR B R E)

5.4 JEIGMNLIZ 1T 2 PD-L1 FEHRICHOWT, NITHIRAART) DEOWEZRM L, +5372#%
B a A9 DI BRE TR RMERIZ BT 2BAEIC LY . PD-L1 OB HERINICEHITERE
THZ L, MEICHI - T, KRB SN ER G SUIERESG WD 2 &, 72
B KGR ST RS SUTERES TR T D FRIC O W TR, LT v =741
FNOHAFAETH D :
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
[17.1.6 2]

5.5 FRARFEBRICHLAAN DIV BAE ORIEHIEE, IOV T, NITHRRRRT OHONE %
BIENL, AFNOF MR L2 2+ B i LT B CL MISEE ORIREITH 2 &, F£72,
AR OIEABIRIT, PD-L1 FEELER (TC) ICX Y RARDMAAFRINTND Z Linb, KA
DA RNEK O 22 o3 B L7z BT, BISEFEOBRIREZITH 2 &, [17.1.6 ]

(GEREV/INRafhE)

5.6 ERARAERITH AN DI B ORERM O LI OV T, TI7.ERRRE ) OHDONE % 2
L, AANIOHIMER Nt 2 3 CB R L7c BT BISEE OBIREITH 2 L, [17.1.7
Z ]

(CUIBR A Re 7 AT Ra e )

5.7 RWPTE (R = 5 7 — /VIENERE, 7 UL, ~ A 7 v idGeEps, HEksE

e/ BN L P28 s BORBRIES) DOEG & 7 D 1T B I T 2 RO HX)
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PE R OV PRI RESL L TUM R,

5.8 ERIRFBRIZH A AN DT BE O IR E ORREEIZOWT, 117, BRIRAGRE ) OO

KEBA L, REOGINER L 2%+ CHR L7 BT, #ISEFORIREITH Z Ly
[17.1.8 ]
(PD-L1 BZHEDARILE > ZRIKIZMEMN D HER2 IEMED F M ARER (XBHALE)

5.9 ARAIOITHT « it FpiiE L U CORME R ONLEVEITMENL L TV,

5. 10 PD-L1 Z ¥ 8L L 7= JEE =i i fifn o 5 8 2 EE I HOW T, +o ka4 5 EE X
IIRAERRRIZBIT HDMAEIZL Y, PD-L1 OBIANHERINTZEE IR ETHZ L, MAEICH
oo T, AR SN2 ERL OIERESRZ WD 2 &, B, ARSIz kst

W EIR S SOIEREECET 2RI DWW TX, U T =273 A F)H AFARETH

%
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
HER2 : Human Epidermal Growth Factor Receptor Type 2 (t b~ _ERZHASEK 52 K 2 B BUFF : c-erbB-
2)

(RIS AEOESMENK/T MY >/ E - 23

5. 11 BRARRERITHAAN BT BE ORHEEEFEICOWT, [1T7.EFRAGE] OIEO N Z 7%
U ARANOF INE R V2R % 40 C g LT O B OBIREITH 2 &, [17.1.12 %
]

(VNIRRT BE7 MORRIE)

5. 12 AHIOIHTHMBIFEIE & L TOFIMER OV EVETHENL L TR0,
SR>
(VIR e/ ETT - BFOIE/NERafhzE)

5.1 ERNIMZIW T, (LFFIERIGE O PD-L1 2P0 i LR EE 2B 1T 2 ARKF O MER
LEVEITHEL L TWRWZ LD DRRE LTz, AL, ALFERIEIC X D2 A 2 RpTitk
17/ SRR IE /NIRRT B AL SERIERE O 7o\ R S B RO % B < YIBRAAE 72 1T - FR D
FE/ N it R B QMBS IEE O 720y PD-L1 BEME O UIBRAGE 22 HEST « PR8I/ INHEE it
BEICBWVTHIER O ZEERHER I TV D,

5.2 b7 2 XA W R IC O X PD-L1 GMES MR S NI B AR 2 &R 5 S D M3
NHDHZENLRRE LT, IMpowerl10 ik Tl b RIERED 720 PD-L1 Bt (TSR AE X
VIR S AR C 81T 5 PD-L1 BN 1%LL E) OUIBRAREEZe 4T « A3 DI/l
fitides B DS A AN BTz,

BB, EKBEIN-ZWEEIZETAHERICOWVWTIE, LT =7 A 6 AFARETH
%

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

5.3 AAIDMERZ S T- > TIE, TI7TERIREGE) OEDONEZ I L, AAIO AR Ve etz +
SPICEE L BT, BEOBRZBEUNITOMLENHDLT-ORE LTz, OAK R,
IMpower110 ik, IMpower150 7%k, IMpower130 ik & O IMpower132 il Cix. £
N TROBEDMAANN BT,

OAK R . 7' 7 F A2 G e/t IR (EGFR &5 1A RBME T ALK @G-8 1k
DRFTIX, 77 FFHFIZE0LFREIINZ, i EGFR LEER X ALK BHEE
HaBT HPUEMEEEANC X 210RE) O b 5 UIFRARREZR2 LT « TR O IE/ N it B
IMpower110 5% : (L FHIERED 72\ (EGFR Bn T2 RGN XX ALK & Bin Ttk o B
F T, i EGFR HEFEHA XL ALK HEEH 267 2 JUlBrEESANIC X 2 a4
A3 %), PD-L1 [t (R e S 3R R e e fiia i 3 1 5 PD-L1 B3R 1%L 1)
UIBRABE 7R AT - FRF8 DI/ Nl fitiges A8

IMpower150 7, IMpower130 R : {LFIIEFED 72\ (EGFR BT 2R G M3 ALK
e BT D B Tk, £ EGFR HEEH WX ALK FREEH 2 A3 2 Hrskii
AN X DWW H T %) . R R 2 bk < GIBRARNREZR AT - FRIE D IF/ IR R fitips
IMpower132 & : {LFHRIERED 72 RV EREA RS . EGFR &A1 ERREMER O ALK
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A EBUn IR PEDOUIFRANRE 21T « FEIE DI/ NI e R

(PD-L1 (&t D IE/NMlIRaTREIZ & 1T 5 T &R EE)

5.4 AR|OMRHIZHT= - Tid, @Yl7e o /=4 Bk -5 & PD-L1 BE0 HERR S 7= A
FNWCARN B G SNDHDVERH D Z ENHRE LT, IMpower010 7%k Cid, PD-L1 5% (fE
BHIIIC I 1T 5 PD-L1 OFHFE (TC) 7 1%LLE) @ I TIMA BEMIZ W TH MM KO
LGEEPHER I TV D,

B, KRINT-ZHEEEICETAERICOVWTIE, UTOU =7 A R B AFAHETH
Do

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

5.5 ARE|OMFEHIZH 7= - Tik, TITHERERE ] OBEONE 2 L, AEIOF R VL4221
IICHESR L7 BT, B OBREBWUNAT O MERH HT- 0% E Lz, IMpower010 BT
X, FRLOBREFEDMAAN ST,
IMpower010 38 : 77 FF T %2 & Tl t& A B EE O Z R ERRH 1 B (IS =4cem)
~IMA (UICC/AJCC #5855 7 hi) DI/ INifafiieE O se Ul REE

GEREV/INHRa R

5.6 AF|OERIZH Tz > TiE, TR OBHONEZHRF L, KFIOH L Vet %+
STCERRE L T- BT, B OB ZEUNCAT O LERH H 72D E L2, IMpowerl33 BT
1L, FRLOBEDMAAN ST,
IMpower133 #XER : (LR IEIE O 722 Wi R A N R it s fe 3 (HE R o 1T Veterans
Administration Lung Study Group (VALG) staging system for SCLC (Z 325U CH|lr <41
7o FTo, FRIBA NS 235t 2 ARIE L PO RS (CRT) & MifT L, 23 DELEE Ofk
TR, S REIE T CRT 205 6 7 A LA Bkl U 7o |2t Al Nl i fifies & 2 S vz i
FHAANDIIZ,)

(IR RE 72 T RS )

5.7 EWAMCBW T, R (R & ) — VEEARRE, 7 DARBEINaE, ~ 1 7 ok
WL, ITEMIRIERIEENTEINR L FIERR . HURRIRIES) DRSS & 72 2 TS (B35 (2t
T DARFN DA IE R L BVETHEL L TORNZ ENHERE LT,

5.8 REIOMFERHIZHT- - Tk, N7 HREAE] OHORNEE BRI L, KFOFIER Vet s+
SIVCERR U7z BT, BEORIREZHEYNAT O MERH D=0 E L=, IMbravel50 kT
L. TRROBEIHEAAN LN,
IMbravel50 ik : 2HLFHRIERED 720 Child-Pugh 70%8 A OYIBRRHE 72 i e s

(PD-L1 BBt D HILE > ZRIKIEEA D HER2 R D F M FAER (FEHELE) [840mg HUF
5.9 FLEE O - R EIEMFIEICIS T D AR OF MR O EMITHEST L TR\ T &b E

L7,

5.10 @it/ o L R=A V2R I S % PD-L1 SRR INTZBEICAAZ®R S IND %
HRHDHIEMBERE LT,
B, KR EINT-Z2MESEIZET A ERICOVWTIE, LT 27V A v b AFAHETH
%)o

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

(BRUTHAMEQESME NK/T #1781 /I8 - BE)

5.1 AFOHAICH 2o TIE. TITERRED OEONEZBM L, AAIOA IR %25
FANCERAE L7z O BE ORI AT 5 B B B 1 O LT, ATTACK 3B Tl
TROBHPEH AN SR,
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ATTACK 3B : fighk NK/T Mifa Y >Nl - SRICxd2 1 LY A DL EDIRRIERH D |
Mo, SMILE #&iE (FxF P ALY AV FLFt—bh, AFKRAT77 IR, L-7 AT XS
—PROT FRY R) (K DIBEREN S 5 s & R B 0ERE, B, kOO~@D i
MY LA, SMILE JEiEICHES &b 2 0WEE Sz : ODECOG
Performance Status2, @70 ikl L, @FLAIUVATIZ S S bFRIEIC LD . XFRRIE L
L CHE 1 B Lol 2 3 &3 5 0RE8, @AM U > /3EkE 500/mms A, © & i
BN H 5, @iMIEZb, DEMEE L IXEEZET 2 0FEEAEIRD? 1 DLl ER
5N 5, OEEBRHER 50% A0, IT@SMILE {5 LIAN D M3 A YRI5k L CTRIE TH
Do

(UIRRTFREZ: AR FE) 1200mg S
5.12 MRIE AR DEINZIR T A BT A AW T, IFRTBIRIE S TR R & LTSRS T
WD AFIOHTHIAIERE & L TOFMIER OZEMEITHEL L TWRWI LB RRIE LT,

3. AERUVAE

(1) BERUVHEEDESR

(heEILIE)

TN X=T GBIE T Z) OFIEEEHENT 60 2372 TAREHE L, FIEE5-0 25N

BiFchiiX, 2 BHLBEOR5RIL 30 o CHEMfTE 5,
ZhHE X3 2h 5 kKO &

VIR R e AT - | (LFPIRIERIGR O R LR 2 B < BIBRNRE 72 64T « FI8 O FF/ Il it
BROIE/NEREM |
& D HFUEMEIEZH] & ORI W TUEE  RAIZIZT 7Y Y X~ 7 (&

fafHfaz) & LT 1[E 1200mg % 3 HEREIENR CHREFET 2, O
%, BB TARAICIE. TV YR~ BTz LTl
il 1200mg % 3 HWRARIME % 1 5] 1680mg % 4 i R iR T s Ed
50

B FRERTGHE O PD-L1 GO UIBRARBE 7R LT - F338 DI/ NH e it
W EANET 7Y U A7 (B F#Hz) & LT110E 1200mg %
3 MMIE S 1 (8] 1680mg % 4 # [EIEIBE CAMiHET 5,

(LRI BEIR IR DO YIS RE /2 HE4T « BRI D FE/INHI AR fifigea
BE. RANZIET 7YV X~7 (B fiz) &L T11HE 1200mg %
3 A EIRIBE L 1 5] 1680mg % 4 ¥ [N CASiEEiEd 5,

PD-L1 Bt 3IE/I
MREMEICESITS

WE., RAEET 7Y ) A~7 (BiEF#fz) & LT1[E 1200mg %
3 WM IE 1 18] 1680mg % 4 MG CAlEiET 5, & 58X

ik B EE 12 WA ETET S,

ERBNBRERE | VLR T T F KRR RS REDFERICBW T, @HE., ACIZT T
VY X7 (BIETFHE#Z) & LT 11E 1200mg & 3 BERREFET 4 5
ST S, 2ok, TV RXvT (BETMHEELZ) L LT 1 [H
1200mg % 3 MG i 1 18] 1680mg % 4 MMM CAafEiiET 5,

UIBRTEEL MM | NV X~T (B lfiz) EofFHIZBW T, @%., RAIKIEZT 7

V) X7 (Ein##z) & LT 1E 1200mg % 3 i R R C A &
HT 5,

PD-L1 DRIV
TURBREMED
D HER2 [E1E D F1#7
TREXR T EHILE

RV EXRNL (TA7 I UBER) EOFRICBW T, @, AL
7TV A~ GEa#Hz) & LT 118 840mg % 2 @[ HIkE X
1% 18] 1680mg % 4 # [ F R CAfEEET 5,

YIBRF Rl R K

W ANCET 7Y VA>T BB L) & LT11A1200mg %
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e X I3 %h 5 RO &
BERAIRE 3 AR CAMFEET S, @, 2 U Eo/NRIEZT Ty ) X~T
(Lm%ﬁmz)&Lxdﬁjwmw@(WE)@%kmmmg)%S
[ C AR ERET b,
BREXIXITHAED @ﬁ\&kmﬁ7%f9fv7(Lﬁ%mﬁz)thlElm%g%
EISMENK/T AR Y | 8 BRI CAREmET 5, 8%, 12 l Lo/NRIZiZ 77V ) X~>7
VINEE - B3 (ﬁﬁ%ﬁmi)&Lxﬂjjwmw@(mi)mﬁkmmmg)%S
[ bR C A EHET 5,
UIBRAEeGIRE | ILVAR T T F KON U 2% EOffHIZBW T, @, AT
TN A~T (@R z) & LT 1[a 1200mg % 3 ¥ M IE TR
WEET 5,

(2) RERUVAZEDHRTERE - 1B
(RERUVRAENHRTEER]
B 1S sl RS Akt g L UToygohes T FEERRRRER (PCD4989g #BR) 128\ T, AHl
OHUEEIEENFE D B, 10mg/kg 705 20mglkg O HE THDRRENGEOND Z EP/RIE S
Nic, BT, EEHEBITORYMELRE LR, %Hmﬁ%uh@%i%lmm%(&_
MRERE) & L7z, F7=. EWNE THERRER (JO28944 #BR) 1B\ T, HA AEITE R
Fr e REGUTARHKN D 22 4k i%@b%@dbtﬁ%\E$A$%~@1m%g&517 &%
Z b,
Z D%, KT R 2 kS L Ui ARG R ER (POPLAR Bk, FIR i&ABR) . HA
A% & EFRILFE S 1A R (BIRCH &) K OEERL RS MHEERRBR (OAK #5R)
IZBWT, 1200mg (3 ARG (2B D ERE « RPN HERE Sz,
F 7o ALFRIERIBIE O RV ERE 2 B < YIBRARE 72 81T - IR O/ NlaiiEIc oW T, [E
B[R] 26 ARG R s BR  (IMpowerl50 #kR) THNRT T F o X7 U X FENL KRN X
~7 (B z) & O, EEEILRE S MRS (IMpowerl132 ibR) CThHNLKRT T T
VXIITV AT T FURONRA Xt FEDOOH, AV ETFEEERRER (IMpower130 #5#k)
THNRTZF 2 KO nab- 37 U 2%/ EONFH, {LFHRERIBFEO PD-L1 BttEOUIBR~R
REZRMETT - FR3E DI/ NI TE [ 2DV Tl [ERRIL R S AR ER R EER (IMpower110 #R) TA
FIHMEL 512 L D B0 - BEERHER SN0, FEROCHERRE SN,
PD-L1 5 kKRR Bl 8 (2 35 10 D i s Al BO IR IS Dy Tk, [ B G (R 25 T AH i R 3R R
(IMpower010 #f#) (23T, Kﬁl 1200mg (3 AR, &EMMIZ 12 7 HRET) O
M X DA - REENPHERE SN2, HIELROCHENHE S,
{EZIRIERE D 7o R Nt (2 oW i, ERS LIRS T /IR SR (IMpowerl133 7t
BR) THNALRT T FURORT ARy REDPRHIZL 2HME - BB S -o, Ak
O HEDNRRE Sz, YIBRARRE R IR IC DWW Cid, BRI RS AR R Bk (IMbravel50
RER) TNV X7 (B z) EOUFRIC L 2B - RetERHR S22, Ak
K OHENBRFRTE Sz, 840mg FHFC W Tid, EFRILE S AR (IMpassion130
#ER) T PD-L1 BEDRIE B> HER2 [aMED FAFARE X B HLmEL I
W nab/X7 U XL EOOFRICE 2 2 BERFRE S OB M OV 2P R S 4, 2019
9 AITKRERSG LT,
723 PCD4989g kB (2 TAKI DI MENREIL 1mg/kg 7> 6 20mg/kg £ THIE LM SN TRY |
800mg T 2 WIZ 1 B & 1200mg C 3BT 1 [A1f SREORIBERITR /25720 & %
%hﬁﬂuibmmm@%ﬁ OE%IE 20mL H1iZ 1200mg DT > b U 7 & TeEE) 5 800mg
EHRE5TH7-0121E, 1200mg BAI2 5 18.33mL Z T 5 LERH -7, & I TR OfEE
i%%z2ﬁﬁﬁ%&5@ﬁAi 1 FlOFRESY 14.0mL & LT, #5%% 840mg & L7z,
PD-L1 D R 5 R ENED D HER2 BEYEO BT RRE UL H B IEICX 95 nab-/37
)&%ﬁwﬁ%%@@ﬁAi nab-/37 V2 XL OFGArVa— (3% 14KkD 438 1 4
A7) ([ZEDET, A 840mg % 2 HMFE CHRETHZ L L LTND,
@%K%ﬁﬁiﬁﬁﬁﬁﬁpowfi WS ARG R EABR  (ML39345 #%5R) M ONE PN ITHH
EERRER (ALBERT #BR) 123\ T, 18 LA E & XS A A 1200mg (3 B . 2 bl E
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18 kAT (ALBERT 5B& 1% 16 5% LA _E 18 mEAi) O E & X G AK 15mg/kg(Hﬁj( 1200mg.

3 MMM OBME 52 L D5HFE « MR S, 2025 42 AICARERG L, 72
B, EWNE DMK (ALBERT #&5) Ti&. MR E N B S LR To Ry Eiies
—Z IR LNTWRWE OO NEEETE RS & xR & Ui R R B (G029664
R OFT — X & AV THEE L 7o REMIEMENEMYT (popPK) ET VDY 2 L— 3 U
RrD . RAOIEYERED H/NE OB REDONERIC L 2 THIITAIRETCH D B2 bl G
AL TVI—10. FFEOE A AT LEE] M),

B SUTEIRTEOFAME NK/T ffa ) > 3l - SALZB VLT, EREERBRO 2 ek [F
JEE R HLREE ARG RSB (ATTACK RBR) T 1200mg (3 MMM OARME « 22D
Wz, o, MREZBCREIPEES 255 E LA R R (GO29664 #ER) 0)*'7‘*“
— & % IO OIS U 72 REEH S BN REARAT  (popPK) BT /L KV | AR DIEWENRED & /N
HMENREIX TR FIRE CTH D72, 12 LA E 18 R O 3 I EH RO HisME NK/T #ifa )
VoSfE - BRIBRFICHT A HELOHESE LT, A% 16mg/kg (K 1200mg) (3 3R fkE)
EERE LT,

ST, HEITEEERE 255 L U5 VI A i mIF S EEER (JO44110 :ﬁ%ﬁ)
IZBWT, BARNEE TAAI 1680mg (4 HHMIR) OZeatt, AL OSBRSS it S
7oo BRARIEBLZM 72BN D OGOV J044110 Eﬁ%ﬁ%ﬂ*iz AFNHRAREE, R OARH ﬁ#ﬁ
FIER \CHERPR TR & U CRAIZ Bl Tk 3 2 35681, BEAROEL OHEISBM LT, &R
7l 1680mg (4 HEMM 2R ETH 2 & & Lz GEMI i VI—11. Zofth] &),

F 7o, UIBRAREEST - FR DL RRIEARIG R IR BE &t & U [EAT 855 D £ gk

LRI MRS MAHERPRER (Marble 35k) T, A% 1200mg (3 #HEFMME) . IR T 7 F
/&U/\ﬁ U &Z Xt L OFFIRIE TOAMER DV Z 2R I T,

TE) KIS R UL - W YR BEARHEST « FERE /MR IRE . PD-L1 Bk o0 H/ IR R fii

BT TR BRI, R NI, BIBRASRE 72 R BRI I, 7% X
L;‘E%YE“@@%%‘@ NK/T fifd Y > JE -

1200mg BUA YISRAHE 72 AP . BIBRAHE 72 Mo iR
840mg A PD-L1 Btk D A€ B IKEM 2> > HER2 B2t O FTARHE T

FETE 7L
(TV—1. SETHE) BH)

(R EREMORTER]

zfiﬁ' #5712 Infusion reaction 23T D A[REMENRH D Z &, YRl EIXHREG-FE %2 60
IFICRE L TWD, PIEERSGOXAEMEN B CTHIUX, 2 [\ H UABEOKRGEFIX 30 40 £ T

METE D,

AN & PRI 2 EHNOEEGITFIEIZHOW T, BIHFNOBALINTZHRALEICHKES =

4. RERUVREICEEYT HIE

1. BERUBEICHET 3 FE
(FhEEH @)
1.1 AFEEIC I VRERAREEA LGS0, U TORELR B2, AFOIKIKEE 2 ZE 4
HZ L,
BITEH PR L
Grade 1 LA TICEIET D E T, AF A2 IRFEKS
/A éo
BT e s | Grade 2 P98 12 W% B % 5 k3% b Grade 1 BT % Tl
D W g e BWLRWGEAR, AR E2FIET 5,
Graaol_e\ 3 VL ESOX s KEN A
DA
ArHsreEREE () | Grade 2 (AST &Z L <L | Grade 1 U TFICHET AHE T, KH 2RI
FRANREZ2 G | ALT 23 35U FRRD 3 4% | 5,
JE & R <) O B EU T IR E | 12 828 2 2KF % b Grade 1 LA T F CHE]
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UL e U PREEEE ERO
1.5 {E#87> 3 (LA F D
B 28 5 B AR A THE
T IRAE A

BLRWGAIE, KElEHRIET 5,

Grade 3L E (ASTH L
IZALT M EEHEE EFR D
5 [EE X Ik ve
DNEEMEE BIR O 3 5
) onae

KA 1925,

HTkRERES (4]
BRANGEZ2 T
HEOEE)

e R—Z2F 14D AST X
X ALT 2 EEMEEN O R
FCliE, AST XWUT ALT
DAFEUEME EIRD 3 58
O 10fELA NI L
ey

e N—X T4 D AST X
13 ALT 23 L YEE RO
1 fE5H#8> 3 LT D
B Tk, AST XX
ALT 7252 EfE ERRD 5
S>> 10500 FITH
mL=%a

e N—XZF7 A4 D AST X
13 ALT 23 YEE RO
3 B> 5 fELL T D
B Tk, AST Xix
ALT 23 5EHEE R 8
5D 10 fE LU T ICHE
mu=5é

Grade 1 LA FICEIET 5 £ T, AHZIRIES
Al

12 MfE % 2 H21KR3E% © Grade 1 LA £ TlHE
BLARWGAIEL, AAlzhikT 5,

AST # L <% ALT 733
Y FFRD 10 588 %
BE VL N Y
R 3 BN L=

AN
(=]

KA 19 %,

KGRI T

Grade 2 X% 3 DA

Grade 1 LA FIZIEIET 5 £ T, AFl 2R3
éo

12 B %2 H 2 IR % H Grade 1 LLH & CTlH
BLRWGEAX, AKlEHIET 5,

Grade 4 DFE

KAl 192,

TIPSR
B EAEE FRD 2 f%
I L 7=%6

* Grade 2 X% 3 DR

Grade 1 LA FIZIEIET 5 £ T, AFl 2R3
ZDO

12 B %2 H 2 H5IR3E% H Grade 1 LLH & ClH
BLRWGEAX, AFlEHIET 5,

Grade 4 UTFRIMEDORE

x

KA 19 %,

NS

Z¢ HEOWE A BE fE A3
250mg/dL ##

MAEEDNLZET D E T, AFI RIS D,

0> RO TR RE T
T
0D H DR 1

FEFEORIENBEIE T 5 £ T, A2 KES 5,
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HESE, ST FR A
A AEE 0.1mU/L
Al D EAE Btk oD FIR
R BE TUEE

Grade 2 VL FOREIBRERE
A4

Grade 1 LA FICEIET 5 £ T, AHZIRIES
50

12 M % 2 H1KR3E% S Grade 1 LA T £ TlHE
BLRWGEAT, AFlEHIET 5,

* Grade 2 XX 3 DT &

Grade 1 LA FICEIET 5 £ T, AH 2 IRIES

(LIS %
+ Grade 2 X% 3 O T | 12 M2 % 21KFEK% b Grade 1 LT & TlAl
IR RER TE BLRWGAIEL, AKFlEHIET 5,
- Grade 4 X {ZHFEMED
DEZRLNS
- Grade 4 T FIFEMED AAE LT 5.
T HE AR TE
b2, BRI 4 Grade AF 2RI 5,
Grade 1 LU FIZEIET 5 £ T, ARFIEIRES
%o

-
=
Fi
T
Ty

Grade 2 DEHE

12 M % 2 H21KR3E% © Grade 1 LA T £ TlHE
BLWGEAT, AFl AT 5,

Grade 3 LA L&A KK w1k 5,
4 Grade DX T« N
R AHFNZHIET 5,
FHE A 1 JTE 4 Grade AKHN & 1ET 5,
Grade 1 LA FIZIEIET 5 £ T, AFIZ2KHK5
oA Do
e R Grade 3 OHS 12 3% 8 2 5 K384 b Grade 1 21 F % Clal
BLRWGAIE, Aflxzhikd 5,
Grade 4 DA AKHFN & 1ET 5,
My 7 V7 F =A% | Grade 1 DL FIZEET 5 F T, KB 2 IKREES
B ERXIER—2F5 4 | 5,
D 1.5 fF#»> 3ELLT | 120 2 2 5K3E% S Grade 1 LT & ClAl
R L 725 "WLARWGAIL, AFlZHIET 5,
MiE7 L7 F = i
EERR YT _R—=RF A | KFlZEHIET 5,
O 3ERBITHIIN L= 5
Grade 1 LA FIZIEIET 5 £ T, AFlI 2R3
oA Do
e Grade 2 XX 8 OHE | 19 i 2 5 oI b Grade 1 84 F %l
R BLARVEAE. ARERIET S,
Grade 3 @ B 3 X 1%
Grade 4 DEIE KK w155,
DR Grade 2 L\ L& & AF 2 Ik 5,
MEREBIEMERE | 2 Grade KK &1k 5,
Grade 1 LA FICEIET 5 £ T, AH 2 IRIES
N %o
s Grade 2 D5 & 12 JAR & 48 % % U384 b Grade 1 LU % I

BLRWGEIE, AElEZHIET 5,

Grade 3 LA L&A

KA P14 %,
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BGHEZ 50%ICHEHT 5, 7RI, BERL

Grade 1 D4 % 30 rERmEIZ L, B3 LaWIGaITidse
Infusion HlEA TR Z LN TE D,
reaction Beh a2l L, BIRZ IS 5 2 50%208
DR
Grade 2 DR HELUEMT S,
Grade 3 LA L&A AAF#BEHICHIET D,

Grade /T NCI-CTCAE (National Cancer Institute-Common Terminology Criteria for
Adverse Events) v5.0 IZH#EL %,

(EZEERBEDRFELREZR CUIRTRELET - BROIE/NHERAME)

1.2 OFRT 2O HUEEMEIEG AL T17.EIREAE] OHONEZR#MUERT 52 L, [17.1.3
17.1.5 ]

(EZEERGED PD-L1 EHEDO VIR R EST - BFROIE/NHEEME)

1.3 ¥ LRgmOSE . MOFUEEMEESAIE OOFHIZ W T, AMER LML LT
720N,

(L2 EEBUAEDOUIBRT Re L ET - BROIE/RafmEE. PD-L1 B0 e/l & 1+ 51
FrEEEE. VIBRTREGRERKTIAE. BRITE A OEME NK/T M) /g - 23

1.4 OFEEMRELA] & OOFHIZ OV T, AR OVLZ M T L TR0,
GE R /NRRa Rz
1.5 INRTZTF RO bRy REDOHAICER LTI N7ERRMERE] OEONE, Fiz, Of
HAT 2 PEEESGH OHEROHEZ HoIc8B g Lz EcEG4552 8, [17.1.7T ]

(UIBRARE7S MORRIE)

1.6 ANVKRTZF L ROANT Y ZXEVEDOHMICEL T, 8%, AL, 3 ERHMERT,
JINRTZF 2 iE 1 Bl AUC 6mg + min/mL #8252 30 3 LL BT CRIEEEL, X7 U 4
F /LT 1[5 200mg/m? Z 3 Rl T CTHRIRFHET 5 2 &, 72, BEDOIRREIZ LV @@ E R
m=THT L,

<R

(ZhRELLE)

1.1 KFNOFEIZ L0 RBELLIZEHWER ORISIZHOWT, Rl HEL HLILET HZ L,

UEFFRERBRORFE LRIEZER  UIRTREGEST - BROIE/NMRME)
1. 2 ALZEPRIERTBIR O RV LR 2 i < BIBRANRE 2T « FR3E 0 I/ IR L2 d Ty ARHI &
OFHS 2 PUBMEIESANIC SV Tid TIT R OHORNE 22 Lz ET@IRL, sk
OMBERETODMLEND D ENOLRIE LT,

(e gERAED PD-L1 [BHEQUIBRTEE 1T - BRO IE/NHEIRMME)
1.3 AL IEARIEHE D PD-L1 5tk OUIBRARRE /R ST « B O/ NI IRV T, R LR
DA MOFEEMEIESES & ORI O W THEIME R VLRI STV RN &b,
PFRPEEICBE T 2 FEEMUE 21T 2 72 DITERE LT,

UL ZBEBUAR O VIR AR R ST - BROI/MAREME. PD-L1 I5MED I/ MEREAHREIC & 1T 5 fiTk
HENEE. VIRTREGEEREMAIE. BRI RO MENK/T HEY) »/\E - B8)
1.4 ALZEFREBHRR O UIBRANRE 2 AT - FFIE O IR, PD-L1 Bt oo/ et (2 s 1
DIRABIRTE. BIFRASHE 72 R BRPR AT A M OV SRR PE O FisE NK/T #ifg Y o)
il - BARUZIBWT, MOGUEMEIESA & O ORI 2 AME R O L2V ST
WIRWZ LG PRRBIEICBT DI 21T O 7o OITRUE Lz,

GERZY/NHREANRE)

7.5 EREA NI IC OV T, 0P 3 2 BB RESA O ik R O &, EaR T4 874
v (2018 ERR) ICREHEH SN TV HELRUOHEE R D 2 LD, FHELROHEICET SE
BEMLEL AT O T2 DIZERE LT,
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(UIBRTF BE 7 AR )

76@%7%&%%5

WZxf L, Kﬁ&ﬁﬁ#éwwf77?/&vﬂ7)5%%»@%%&0%

B AR 21T O TR E LT,
5. ERERAEE
(1) BBERT—2 /8y 5 —3
<UIRRABE/Z T - BHE O IE/NHREAHEZ>
#IEI A FERF
. o RER . % ; = Be S FOR
g | HWERES H S poE ik Ak - AR SEE | K4
sk | PCD4989g | 1 | JEEM |RATEIT 3| 4810 |HEWMAT— | Z4at | Ml
(GO27831) 18 |MEEREEE. b 0.01, 0.03, 0.1, 0.3.| MTD K}
BN E L 2R 1. 3. 10, 20mg/kg DLT
B PEAT— o5 L ARRBR
10, 15, 20mg/kg, HELE B
1200mg/body
EN | JO28944 I | FEEm | ETEBEEE 6¢ aR— b1 et | Bl
17 10mg/kg| (FEHS
akR—h2: FOr
20mg/kg| DLT)
ERN | GO28915 M | 7% b | BT s | 20K 0 | AFIRE HahtE | A
o) (OAK) LIS | PEIR/ N R | 1225 1200mg/body (08)
sk 28 | FH CHIBERC| BARAN | FEZFBVE
=RIRIE) 101 75mg/m?
#E4h | GO28753 0 | 740 | RAET IR | 287 | AAIEE Hahtk | B
(POPLAR) {LIEGE R | PEFE/ KA itges 2B 1200mg/body (08)
28 | F (CRIBEERD K& & L8
=GR 75mg/m?
EN | GO28754 I | 5+ |PD-L1 BMmar| &k 1200mg/body Hhi FEAT
o | (BIRCH) 18 | T OTEEBMIE| 667 (FZh=)
s+ ANHIRa R (| BASA
B, IRIBIE K 27
O =RIGHR L)
s | GO28625 I | 5% |PD-L1 BH/maAr| 138 1200mg/body HE | P
(FIR) 18 | T ORI (FEZh=)
/NIRRT (—k
TR N O IR IR
LLRE)
MTD : g K&  DLT : HEHIR#EE  O0S : £4FHIR
a: T RTOERBRT, AH (RO FEZF®/0) 133 3R CAEHE L,
b: T =40y NATRERTARANOERG 22 T - BE L, ZOWN, e/l EE T 88 fi
c: ZOWN, IS £ 1T 8 B
AiZERUAZEMAER
OAF|EM S (IMpower110 R5R)
. o AR . N . . F5 Hrt
Hirdsk R biE| S x5 ik ik A& SEMEE | K4
EN G029431 M| 7% b | IVEIFE/NEIR | 2 | ARFIEE Bk | R
K | (IMpowerl10) e | MEEE (—| 572 | AHl 1200mg/hody (08)
s+ 2 Bf WIRIR) AARN @ (LRI
51 GERE R )
TR T T F
AUC6
RARMLFER
500mg/m?
XIET AT TG T
75mg/m?2
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TYA

T “rt

il M FEH | X

PSES Bil%k & - &

NRARLFER
500mg/m?2
(R - i )
HINVKRTFF
AUC 5
FhURE
1000mg/m?
XIEV AT T F v
75mg/m?
FhUEE S
1250mg/m?

0S : 417
a:3WEME 1Y A I VE L, KA, INVKRTIFTo VAT TFURORA MLFE REE YA 710 Day 1
W, T2 i3 Day 1, 8ITAEEIRNE S LTz,

QHUNRTFTF o X7V EXRILRONRANY AT (B z) L oftH IMpowerl50

)
e AR - . s Tm | Ak
sk | s || DT 4 e FE - R wmmn | s

EH G029436 | Zo¥ab (IVHIERIFEL| &k |ARE: Hahk |
& | (IMpower150) e | IR/ M| 1202 | AH] 1200mghbody | (PFS.
s 3 WEE (—W|BAERAN: [ IALRTTF 0S)
Ey)) 93 AUC®6
VAR & ¥ %
200mg/m?2
Bt -
A%l 1200mg/body
HIVRT T T
AUC®6
VA i
200mg/m?
NN AT
15mg/kg
C & -
HIVRTZF
AUC6
VAN Vi
200mg/m?
RN X<
15mg/kg

PFS : AT HIM  OS : 247HIM
a:3WME 1Y AT VE L, REL, INVRTITF o N7 VEFEALRPNANY X T34 A 71O Day 1
W R REIRN R G- LTz,

Ot oFrEEMEEE A & OPFH (IMpower132 7k, IMpowerl30 #5#k)

s EY . ‘, e ] BE
| wmEE | _;;?y 4 s FE - AT aﬂﬁéa E’j
[EI N G029438 M| 7yt | VHFERY E| &F: |A#RE: HwWE | R
&t (IMpowerl32) FHEM | LI 578 | AH 1200mg/body (PFS.
s+ 2 B mEE (—Ww|BERN: | IAERTTF 08)

1597 101 AUC6
XTI AT TF
75mg/m?2
NRARLEER
500mg/m?
B :
BV T ZF
AUC6
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Hiv RS

f TYA

PSES

Bil%k

& - &

T
EALESYE!

“rt

X5y

XIS ATTF
75mg/m?2
NRARLFER
500mg/m?

G029537
(IMpower130)

HEZAS

AN
EHSY
2 Bt

IV 391 9F i -
B2 71l e fifi
FEE (—&
1B9%)

N
724

ARt
A%l 1200mg/body
ANKTZTF v
AUC®6
nab-/X7 U Z X &/
100mg/m?2
B#E
ANKTZTF v
AUC®6
nab-/X7 U Z X &/
100mg/m?

Ak
(PFS.
08)

2

PFS : fEia a4 7 H1

0S : &AAFHIH

a:3WEME 1Y A I NE L, KA, INVKRTIFTF o VAT TFUROBRA M LFE REE A 710 Day 1

cv
=~

nab-/37 U % X /LiL Day 1, 8. 15 I AMERIRNEG L7z,

@4 HEFERE G (J044110 505k)
2 3 P23
wok| weEs | om0 | % B | s R e @j
EWN | JO44110 I/1 FER | ETEEE HAA : | A% 1680mg/body HpEhhe S
18 21 (AUC,
Cmav) &N
BEEFZK
U'DLT)
DLT : H&HIBREM
a4l E 1A 7 E L, BIRNES LT,
<PD-L1 & M IE/MARafmzEIZ & 1T S Tk B &>
By Y s
Wik REmEE | ?j?/ e i PR - R gﬁéa @j
EE1) G029527 M | 7> Zafb | 1B (BB | BRGRERE | ke s DFS ERii]
%Ot | (IMpower010) FEM | Z4em) ~MI| &fK: |UTLIAZ4HA
s 2 Bt AfiadE/ | 1280 |ZLET
W it o 5e| AR | R T 5 F 2 T5mg/m?
RUREE 149 |+ TFoWg i
e uEr
R 30mg/m?
EBFE | - 2 XL
EciE 75mg/m?
1005 | « XAy ZE L
A 1250mg/m?
117 | - _APLFERe
500mg/m?
Z B MMEERE
ARFIRE © AH

1200mg/body 16 ¥ -1
JNVET
BSC # : BSC

DFS : 55 4 77 1R

BSC : FpiRIE

a : Union for International Cancer Control (UICC) /American Joint Committee on Cancer (AJCC)
S (B TR 1TSS,
b:3HMZ 1A 7 vE L, KA, PATTF o, FEZIEAL, XA MLFE FIEYA 7100 Day 112,
v LAy, FAVHEUE Day 1, 8 I ATEFFIRINEES LTz,
c @ FERFE b B I/ N T D A
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<EREV/INHRfhRE>

. R L } o TE | GH
| wmaEn (W D0 4 g | e | s | PO
EH G030081 /| Zv&afe (b FFEREO | 2k | ARG HobE | FHE
& (IMpowerl33) | m | —ES VRSN 403 | Al 1200mg/body (0S.
sk 2 B mpafE s | AARN D | IARTFF PFS)
42 AUCSH
T fARVR
100mg/m?2
77w AROFEE
AV N
NIRRT ZF
AUC5
T fARVR
100mg/m?

PFS : a4 77 H1

0S : &M
a:3@MEE 1A vEL, KAl TTEREOCINRTZF 3E&Y A 74D Day 112,

WA 7@ Day 1, 2, 3 IAMEFIRNES LT,

<PRA R ERKBAE

T hARY R

=P > YR
k| HEEE | ?‘ff\/ % s P - L o aﬂaréa [iij
EPXN | NCCH1907/ I FEHR |UBRARERE 21 18 Lk k- ZE5hE | M
MKO008 HRE | BORERES A AF| 1200mg/body (IRF )
(ALBERT) B 16 #E 2L E 18 msoA i)
15mg/kg ( & K
1200mg/body)
HEFH ML39345 Il FEHR | TIBRTEE 2 M 50 18 mk Ll I - FhE | R
(NCD) LR B PR AR P A AF| 1200mg/body (IRF |
B 2 B Ll I 18 mEA - i)
15mgkg ( & X
1200mg/body)
24N G029664 I FEERH |30 AR D 90 18 LA | : et | M
BB G e AF 1200mg/body [OFSE
18 AT PR, SR
15mgkg ( & K| @& &
1200mg/body) P
AR
fili, A%
f:
IRF : 7 2R fhi R
a:21B& 1Y A7 0E L, £V A 2700 Day 1 IZEIRNES LT,
<ERERXITHAMOEHNENK/T HEEY) > /\E - 27D
s o AR . el . o Fe Bk
Hida R Zis S x5 % Ak - A& S N
EN| NCCH1903/ || e |BHH XIXEIE| 14 |18l L : HRo B | R
MKO006 HARE "o & s A% 1200mg/day S ERER
(ATTACK) NK/T #ifia ) > 18 A - (ORR)
X OfE - SR AF| 156meg/kg/day (5
(ENKL) & K 1200mg/day)
24N G029664 I JFEEH |30 WoRmOIMm | 90 |18 kLA L : MR O | FHMm
/ BB R,/ [EE AF| 1200mg/day =M. PK,
I 18 %A SR, A
AHA| 15mglkglday (B | A, A%
X 1200mg/day) JK8
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ORR : &R
a:21 HZ 1% A7t L, &Y A 27100 Day 1 ICEIRAERE L1-, &K 24EME T,

<UIBRARE7Z FF#RRasE>

F2 #f -
A 1200mg/body

- ep o B . , ; o 3 Rt
Mg AR5 A Sy x5 Bl Ak HE SHEEA | X4
EA Y040245 M| Z>yZufb | &a{bFEEk| 2K |ARE: BHahtE | B
J Ot | (IMbravel50) FER | OWBWEENR| 501 | A 1200mg/body (08,
HEFH 2 WRIFTET X | BEAN : [ _AR v PFS)
VRS 1 T A 61 15mg/kg
g g B :
Vo537 x=7
400mg
G030140 Ib | ArmA: |&H{LEHIE| 2 | KA 1200mgbody | A%tk | FH
HEM DIEEREN 72| 104 [ "RV T (ORR)
18 WHEAT T s | BARA - 15mg/kg
B RO X 12
Arm F : U ARBE Y| 2K . |F1EE: 5
FUZNME | AP R | 119 | A% 1200mg/body (PFS)
EISy b AARN: |~y =T
2 B 10 15mg/kg

08 : &AAFHIH

X118 400mg % 1 H 2 B AO&EE L=,

PFS . Mg aeA- {7 1R

b:Arm A %} O'1 Arm F Ox4H#E

UIRRT B3 RO >

ORR : &FL)H
a:3#MAE 1Y A7 LE L, KE, _INVA2T1EEY A 70D Day 1 I AEHIRNES L, VI 7=2=7

=t 3 Vol
k| RBES | A ?jf/ % B | A - R %i ; @j
EA JTD2101 | FEEM | RIGHFHT - B 48 | A% 1200mg/body | HHCHIE | FFAf
(Marble #R5x) R R H RN EE 2 b HIVRT S5 F O EH
IR R IR R O i AUC6| #*#(ORR)
1T « 3N BRI NVBR &%
200 mg/m?
ORR : 2&Z%

a:3WME 1A 7 vE L, &V A 270D Dayl IZFIRNE S L, 4-6 1 7 A E LT, AFNTHRK 2 FH

<PD-L1 5D HRILE O ZHKRIZMEM D HER2 2D F M ARER IS B HAE>

=5 3 I
we | wwES (W] D0 | 4% ik g e || E
=N W029522 M| Z o Z2ab|RIBEOEK| 2K AHIGFHEE FHhE | B
KOt | (IMpassion130) “HEMR |[BEHFENY 902 AH| 840mg/body (PFS,
st 2Bt FNXTAT 4| BARN: |nab-37 U ZFkL 08)
e R e 65 100mg/m?
7T 2RO
7R
nab-/N7 U Z %L
100mg/m?

PFS : 8 a4 77 H1

0S : 2R
a:4BfE 1A 7 vE L, KEKRT TR FTES A 700 Day 1, 1512,

7 v® Day 1, 8. 15 (28T #IRNIERE L=,
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(2) BRARZEHER
CHARNITRT % pifs>

ENE [ fHERPREER (J028944 iER) &Y

H By« AAI 10 KO 20mglkg #5022 et AR R O ERE DO it
BT A v FEER., HEEGAER

KR EITEIPEEE 6 5] (Z oW, FE/INRIa R EE X 3 #)

Be5J715 - ARK| 10mg/kg & O 20mg/kg % 3 3 [H IR C A& 5

AT E - REEHEE

FEHES HEHRBE#HE (DLT) OXRBETa 77 AL

BIRHFHEIA E ; KM HE (MTD), SE4Ehfe, o, FEEHE 3
ARG R  AEREGIT 6T 6 Bl 42 FRBLL, ZON 30 HNENEH TH 7=, BEELRAE
FRIT6 B 1 4] (10mgkg ERE) 124 7V U PEIREDZERD Hiv, KIFES
RITEE SN2 o7, DLT IZY T2 A HFFGIIRD LT, HEHHE TIEMTD
IZEE L7220 o7z, 10mglkg &GHED 1 FUZHEEMBURDRBLN A B T2h3, [F—
BHEEOMD 2 fll ki L TH, MIEH T 7 U X~ TREICERIIA LIRS
72 Cyclel Dayl }% U Cycle4 Dayl ®#% 5.7 30 43 L UM% 5-4% 30 4y, A f&BIERHRIC
DEMBREZ F i L7 R, 10mg/kg %580 2 2 450msec % 8 % 480msec LA
T @ Fridericia DHIERIZ L5 QT kg (QTcF) DIEENHGITZA, N—RA T A

B0 QTeF

DOEALEN 30msec ZHE X DIEE &/ LTZEBF XA Lo T,

CRENREICRI L il TVIL RHEREICEI 2HE ) 22 H)

) AR SNTZhRe UTRR

RSN EROHE

HREANTRT B R

BIRARREARIEST « FEFE O I/ NIRANGRE, PD-L1 B I/l fiips
W DAt Bk, R AL NI, BIBR A RE 22 fa BRI A, R3S X
TREEAME O EiSME NK/T Hifa U o <l - S
1200mg BUA YIRARE 72 AP . BIBRAHE 72 Mo iR
840mg HAI PD-L1 Btk &8 o Zw IR 2> HER2 Bt T REE T
AL
(TV—1. ZEEXIIEE) 2R)
TTVY AT (BB Z) OYIEIFE SR 60 43 00T CaiEFFE L, 48
B ORFMEN BAFCHIIL. 2 B B L0 £ 5L 30 2 £ CEMCX 5,
<UIRRBEZR AT « FEFEOI NN, PD-L1 BRI MBI 38T DIl
B, HEERY N>
1200mg % 3 ARG % 1680mg % 4 ¥ MR i i
<GB BE 72 A E>
1200mg % 3 i [ b C A
<PD-L1 Bt D v 2 K IKEM: >0 HER2 [t FAHFAHE T s L
840mg % 2 MG X 1% 1680mg % 4 i [ [k C Ak i
<UIBRARE 72 SRR A P >
A 1 1200mg % 3 38 IR C A ER e
2 LA ED/NR - 15mg/kg (KE) (e K 1200mg) % 3 3 il s C i e
<FFI& ITEEEME D Hish i NKIT #ifa U o SfE - s8>
R 0 1200mg % 3 ¥R TR 12 L /MR - 15mg/kg (IKHE)
(F K 1200mg) % 3 ¥ IR0 A s
<YIBRAHE 72 i s>
1200mg % 3 A MG T EE
(IV—3. HELRUCHE] 21)

BOE I HEERREER (PCD4989g EXER) 'V

H 1) AFIE G (3 WM G) OZeaett, AR, EMERE OGN OO
fili, MTD ORE, DLT O, 25 TARREBRHAELE I EOIRE

RRT A v HEER, TR

FEhaE : KE, 7T A,

H[E, AA v

KRB - RPTET OB E R BE . & D WITE sl B 481 4
PG50 - R 27— A% 0.01, 0.03, 0.1, 0.3, 1. 3. 10 %" 20mg/kg % 3 M@

B C R S E IR G-
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JLIEA T — 5 KA 10, 15, 20mg/kg & O 1200mg/body % 3 1 [if fHIRE C A i iE
5
FHMIEE ettt (BEFES. DLT., OEKX. JuEwiiR, ). EyEmne, gt
AR - e SBIC BT DA EEGIT. AKIRE 96.9% (466/481 i) (2RO i,
Grade 3 L EOHEESRIT 47.0% (226/481 ) Th-o7-, EELBIERIL 8.3%IC
BBl ERFELR CBREE 1% L) TR TH -T2, JEEAT — Y CilyEH 77
VN A TE L RXR—ZF A b0 QTeF OV B O ZMET LI-fk 8, K
FIn QT MIFRitE %5 & =+ aREME IRV E B 2 b=, 10mg/kg. 15mg/kg.
20mg/kg, 1200mg/body # G- HEZBWTFE LWIMIEF T 7V U X~ T RE DK T
ITA LT, FUEMHTUEROBBUC L2 MEF T 7V Y X~ TR EIC AT T 2K
WEEZ LT,
1) ARSI UTE - YR BEARHEST « FERE /MR IRR . PD-L1 Bk o0 H /IR R fii
I T D te Bk, R NI, BIRR R RE AR BRI A, PSS X
IZEEEPE O i SME NK/T il U oo SiE - g
1200mg BUA| GIBRAHE 72 I AmARIE ., BIBRASAE 720 M firse
840mg LA PD-L1 Btk AL 52 k1M 7> HER2 Btk o Ff ARRE I
T
(TV—1. ZhEeIshE) 2H)
ARINTAEROHE : 777 ) A~ 7 (BETHBZ) OYIEHEE 5T 60 490 F CaisE L. FIE
BE5-ORAMEN BAF T HIUT. 2 [\ B LA O #5513 30 45 £ TEMTE B,
<UIBRARREZRENT - PSR OFE/NRATRE, PD-L1 Byt Ik NaiEe <351 S i
By, HERED N>
1200mg % 3 @ EIMIE X I1% 1680mg % 4 ¥ [ R R A
<BIBRARREZ2 T >
1200mg % 3 R RRR C A ER e
<PD-L1 D L 2 25 (KB A v> HER2 Btk TR BE X IX A8 P>
840mg % 2 WMIRFEINE 1T 1680mg % 4 8 [ I TS
<GIBRAHE 72 e BLPR AR A >
BN 1 1200mg % 3 3 R REIRR C i s
2L ED/NR - 15mg/kg (KHE) (B K 1200mg) % 3 M bR C A i
<FIIE AT HEEBMEDOEISME NK/T fija Y o 3 fE - &>
A 1 1200mg % 3 3 R0 C i
12 L B/ 15me/kg (KEE) (Be K 1200mg) % 3 3 [ bR C i e
<YIBRAHE 72 s>
1200mg % 3 A B0 CAaiEE L
(TV—3. AEROHAE 1)

(3) AERSRRRAB
BB L

(4) MEEAIERER
1) AXMREIERER
1. ERXEREFEIMEEKGER (0AK K5&) 12
H i) . 77 T RHIOF AL O R T U TR (B U 7= R AT T R M RN
R s B 2 P RICARBI OB L VL e % Ke X ' Vit L i3 5,
BT A T2 b, EEHR 2B, R
FEhalE : KE, 7T R AL BR, RA Y, #E, A2 V7, A—F 8, EE, bV
I NHI— FIV, =a—U—F RN A, NV Tx— IFTH, BE AL,
RV, T4 T R AT U7 TAF  FV oy, A=A NI T, BT,
AT, TIVN, ITTT~T, TABUF o, RN, AT —F
KRR 7T T AL SEIE O RAT R )OI T T U 72 R T s IR N
e fifiges B2 1225 61 (A A A 101 )
* EGFR B TR XX ALK B GBE THEOBE TIX, 77 F T 1A% 5 T LB
Z. FNE EGFR FEMEH UL ALK FREER 26 7 5 PUBEHEEANC X 216RIER H 5 BE
AEAAN BT,
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e 5795 - RFIEE (613 #1) ; 1200mg % 3 F R T A ik 5
Rt % %E/LEE (612 4]) ; 7T5mg/m2 % 3 i [ RIE C A iE & 5-

FHEIEH - EEAZMMEREmEE  24FR (0S) (MEEAYZRENTIEE)
RIVREOA RN B B AR, B4R, B (RECIST v1.l FinE
P kD) ettt (BEFELR. BAME, imAE %), KyHE)E

AR IR

HhE ;
0AK EHER D2 £ AR (PD-L1 HI|WERHL L WVLANMEETHRER)
FEFFMIEE WG HERTER)
AFIRE Fv & 2w LR
(2 425 5], AN 36 ) (2 425 5], BHAA 28 )
AR M (%) 271 (63.8%) 298 (70.1%)
O8S PR (95%15HE X 1) 13.8 7 A (11.8, 15.7) 9.6 7 H (8.6,11.2)
JERIAY— R (95%(EHEX ) 0.73 (0.62,0.87)
P i (8% log-rank #iE) 0.0003

T—EHy AT 2016 ETH T H
0AK SHER D £ EFHAM D Kaplan-Meier BhfR (£BEHEH)

1.04 PfE (& Blllog-rank &) 0.0003

0.99 HaLfiE (950 1= #EIX 1)

0.8 FesEt 9.645H(8.6,11.2)

0.7 o FFNAST 13.84H(11.8,15.7)
@ o] e, VPRI (95%EHIXRT) 0.73(0.62,0.87)
H 0.44

0.3

0.24— FeoFtn

0.1 FESVETT

0.0+ FHEm

0 3 6 9 12 15 18 2 2 2A
AXIBE 425 363 305 248 218 188 157 74 28 1
kersenm 425 336 263 195 151 123 98 51 16

A RFNDEEE- 7= 609 5] (HARN 56 il & &de) (23T 390 B (64.0%) (ZHEITEAD
WO, EREWER B%LAE) X, #9787 41 (14.3%). ol 53 4 (8.7%). &
BRGE 52 il (8.5%) . HEJJIE 51 B (8.4%) . F&#A 49 i (8.0%). TH#i 47 B (7.7%) .
W2 42 B (6.9%). % O FENE 38 il (6.2%) HEThH Tz,

OAK SRERDZ M DIERME
AFRE Rt & X v LR
2 MR AT AR [ IE 5 KON [ REA5]
SR (n=609) (n=56) (n=578) (n=45)
- Foun HE Foun HE PSR BE PRSI HE
(K B #% M7 TN M7 Tx AN b7y Tx AN b7y Tx L
o4 573 390 52 49 555 496 45 44
(94.1%) | (64.0%) | (92.9%) | (87.5%) | (96.0%) | (85.8%) | (100.0%) | (97.8%)
Grade 3 237 90 15 13 324 248 41 41
Plbodig | (38.9%) | (14.8%) | (26.8%) | (23.2%) | (56.1%) | (42.9%) | (91.1%) | (91.1%)
BT 10 14 1
EBEol-FEH | (1.6%) 0 0 0 (2.4%) (0.2%) 0 0
" 194 59 11 11 181 102 9 8
BRREE | (5190 | (07%) | (19.6%) | (19.6%) | (31.3%) | (17.6%) | (20.0%) | (17.8%)
Behrhikiz 46 28 10 10 108 84 3 3
Eol-HEL | (7.6%) (4.6%) (17.9%) | (17.9%) | (18.7%) | (14.5%) (6.7%) (6.7%)

(TVII— 8 —<&E W > B BIRIWEHBESEE ] 2R)

E) K& oI N 2 &G HEEOHE (2025 4F 11 AR
WE, EAIC1TH1E, FEZFE/LLE LT 60mg/m2 (RERHEFE) % 1 FFHLLENT T 3~4 BERMRE TR
TFHET 2, k., BEORBICLVEEHER I Z L, 220, 1EREHAREET 75mg/m? &5,
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. EF£RFESEIAEEERAER (IMpower110 3KE&) ¥
H 1 ALFRIERE O 220 PD-L1 Bt (BEESHIIE SO ZRESHR e Miaic 315 % PD-L1
FELEN 1%LLE) *2 OUIBRARE/REST « B OIE/ NI B35 &2 x5z, AFH
1200mg (KAIRE) OFHER VLML, 7T FFA| (VAT T F X iﬁ/le
TTF) LORA SRk RXUIF LV X B Ot&EE (BFRERE) & id
Do
*1 FGFRIB R T2 Bl X3 ALK G BB T HE 0 BE Tk, W E 1 EGFR EEMEM UL ALK
BELSEAE ) 29 2 PUBEMEIEE AT & 2 RIEN & 2 BEBEE AN DT,
*¥2 o = UpliEk b U CREERGEAR SN T B X Z - OptiView PD-L1 (SP142) % A\
THRE ST,
AR T A T MMl FEER 2 B, R
FEhiE : AR, AXM U Xy AXZVT, 77900, av 7, 7I70R KEH, v T4
F.—==T, ha, K= F, BLET NV HU— XA, HEH, &EE, R
A, HE
KR ALFEIERE O 720 PD-L1 e (ISR X IEER e a2 3815 % PD-L1 3§
BIEN 1%L 1) OUIFRARE 72T - RO/ NRIaEEE 572 41 (HAN 51 4
Zade)
B 5515 AHIRE (285 ) ; AH 1200me/body % 3 T [EIFINGE T mfifisiEi -
{LEEERE (287 B) 5 FERCE BRI IR, AL LTHLVRT 5 AUC
6 XTI AT ZF > 7T5mg/m2, XA kL F%+& K 500mg/m? % 3 HEHE T 4
X 6 YA 7, MEREEEL LTA Lt R 500mg/m2 % 3 KR T
S ERE RS-
o BRI, EARIE L LT/ AV X BV 1000mg/m? 451 7 v
D1, 8 HAIWZ, WNARTF7F 2 AUC 5 2K A7/ 1 HAEIZ, XiZF L
A E L 12560mg/m2 =5 A 7 v 1, 8 HEIZ, VAT T 7Thmg/m?2 &
A 7o 1 BEIZ 3 EEMET4 T 6 VA 7 v SEirE#s
FHIIEE - EEA MR E 2R (0S) (TC3 XX IC3-WT 4R, TC2/3 ik
I1C2/3-WT £:[H, TC1/2/3 X% IC1/2/3-WT M) (KEr) 7
AT E H )
BB ZhMERE A B R AR (PFS) (TC3 X IC3-WT ££H], TC2/3 X
1% IC2/3-WT £, TC1/2/3 1% IC1/2/3-WT 4£[H) . %)
ROTHMWRL, 1 FRO 2 FAEAEES (TC3 Xix IC3-WT
ST TC2/3 X IC2/3-WT 4£H, TC1/2/3 X% 1C1/2/3-

WT [H) %
#H@UJJ%#I X RECIST v1.1 ZHW=EREHEE L
720
M (BEFES, BARAES), Epihke, %
PRERAE R .
Ak
IMpower 110 EXE& D2 £ 7 AR (TC3/1C3-WT ££H) -
FEFHBHIEE (WBREIMGHENIER) (hEfE)
AFHE {LEPRERE
(21K 107 B, HAAN 15 ) (k98 5, HAA 9 HI)
ARy N (%) 44 (44.1%) 57 (58.2%)
O8S PR (95% 15 HE X ) 20.2 A (16.5, #EEAHE 13.1 7 A (7.4,16.5)
JERI ANV — R (95% 5 HE X ) 0.595 (0.398, 0.890)
Wil P i (&% log-rank #7E) 0.0106
EKHERH] 0.0413 F—XHv A7 201849 H 10 H

o AT OfE 5. EGFR &5 725 B % ALK @A & s Ttk B 25k < 554 4
O ITT-WT M 9 5 TC3/IC3-WT=3 4[] 205 #l (HAN 24 il GTe) IZBWT, K
FIFE (107 1)) TIbPRERE (98 B) & bblk U C EEFHMlEH CTdh 5 2AF MR oG
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FIA BN HIL, REFEC T 2EBEESHEES NV E L (~F— R (95%(F
FHIX [E]) 0.595 (0.398, 0.890) . P=0.0106 (J&5H!] log-rank f#7E) . A E/AKUEMH 0.0413) .
OB (95% (R HEX M) ITAFIBET 20.2 (16.5, HEEARE) WA, LFREIERET 1381
(7.4,16.5) 7 AH)),

[AIF R C D TC2/3 X% IC2/3-WT 4L CRHIFE 166 5], (b HyERE 162 ) (2FW T
FKEMA 4% O T CIERIEREIC XT3 5 AKIREO KR FRI 7 B MR 1 IR RE S A7 s
07”_71??5 (P=0.0416 (J&H log-rank &), RN — R (95%FEIXH) =0.717
(0.520,0.989)) MEDFNEAIFZ T L=, £7=. TC2/3 X% IC2/3-WT 4£[H Tl F5%
EREICH T D ARKBEO R 2R R BN BRI E SN 272D . TC1/2/3 X%
1C1/2/3-WT & CRAIRE 277 6], ALFERERE 277 1) O EIFXIERITIT T2 o

7.
*3 NEEEAM I S IR o IR d5 1 D PD-L1 BEE N Z NI 50% LA L X3 10% 0L E & HE S - B,
IMpower 110 EXERD £ £ 7FHARAD Kaplan-Meier gifR (TC3/1C3-WT &)

1.0 Pfiti (J@Hlllog-rank#sE) 0.0106
0.94 LA (95915 $RIX ) )
0.8 {LEAeihRE 13,174 (7.4,16.5)
074 o AFIBE 20.27H(16.5,NE)
a e, NPT (95%E HEIX ) 0.595 (0.398,0.890)
'_g_'c 06_ ""'"'"l-\‘\.
¥ 0.5- R
#H 44
0.3
0.2 —— fppmun
0.1 === 4£#‘IE¥§-L L‘
; +  HBEN
0.0+

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 364
AHBE 107 94 85 80 66 61 48 40 34 25 18 16 11 7 6 5 2
femis® O8 89 79 65 50 40 33 28 19 12 9 7 6 4 3 3 3 1

M AAFIRE 286 5] (H AN 28 fil&&Te) (2T 173 1 (60.5%) ([CRITERMERD BT,
F72EWER (5%LLE) 1%, 555 22 1] (7.7%) . BEJJ0E 21 1] (7.8%) | HL> 20 4 (7.0%) .
BHEIEEE 20 B (7.0%) . HIRIMEEEIS TIE 19 1 (6.6%). F3Z 19 ] (6.6%). ALT 4
18 % (6.3%). TH#iI 1761 (5.9%) & TdH -7,

IMpower 110 EHERD LT 2 DIERPE

AFIRE (b2 RIERE
LA VESRAT I [ PNAE ] SO [ PNAE ]
Kt GAE ] (n=286) *4 (n=28) (n=263) (n=22)
ARG | Ebae | E D mgpae | € Lmmpas | TE | g | BE
IR BAER i cxmn | " cxmpn | P cxmn | " AU
g 258 173 27 25 249 224 22 22
(90.2%) | (60.5%) (96.4%) (89.3%) | (94.7%) | (85.2%) | (100.0%) | (100.0%)
Grade 3-4 ® 86 37 13 6 138 116 18 16
=Y (30.1%) | (12.9%) | (46.4%) | (21.4%) | (52.5%) | (44.1%) | (81.8%) | (72.7%)
FELIT 11 11 1
Eor-H% | (3.8%) 0 0 0 (4.2%) | (0.4%) 0 0
e 81 24 13 5 75 41 4 4
RREEE | (9g30) | (8.4%) | (46.4%) | (17.9%) | (28.5%) | (15.6%) | (18.2%) | (18.2%)
;&Z;ggﬁ 18 13 4 4 43 41 4 4
o 7 i (6.3%) (4.5%) (14.3%) | (14.3%) | (16.3%) | (15.6%) | (18.2%) | (18.2%)
F—XH v +A7 201849 H 10 H
IMpower 110 5£B& D TC3 X (% IC3 EMDRE D FERIE
e A i . AFHIRE bR RE R
ZPERRIT RS SR TC3 X% IC3 4 (n=112) TC3 X% IC3 %M (n=96)
(K R EAfR*5 M 7au HETE 720 M 7au HETE 720
4 103 (92.0%) 63 (56.3%) 88 (91.7%) 77 (80.2%)
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e - AFIEE ez =305 i
LR B TC3 it IC3 4 (n=112) TC3 i3 IC3 M (n=96)

(K R EALR*5 EikeX/4A HETE 720 M 7au HETE 720
Grade 3-4 DFEH 41 (36.6%) 16 (14.3%) 48 (50.0%) 38 (39.6%)
IZE o - H 5 (4.5%) 0 3 (3.1%) 0
HERHTHR 36 (32.1%) 12 (10.7%) 20 (20.8%) 11 (11.5%)
;;iﬁg;?iﬁi;%ﬂ? 9 (8.0%) 7 (6.3%) 15 (15.6%) 14 (14.6%)

F—XH v hA7 201849 H 10 H
*4 o MM SRR M T, FERICARI OB E 2 Z 1 R ENAFIRE L L TRV bhi-=o, LFRED
BELZTZ 200 EENTWD
SR RBERAGE CERVELR L IHHT 20T ORE & OREBERAGE TERWEREIET,
(TVIl— 8 — <&& & > HBIEIWEARBUERE | 2R)
W) VR T T T OIENRBANE SR 2 AGRAE R OHE (2025 4F 11 A H R -
WEL. RAIIIIALRFSF L LT, 1B1E3m~mmmyﬁ(¢%ﬁﬁ)%&5t it 4
MRS 25, Zhza 17— b L, BEEHEVIKT, vk, BE5EIT, FiH, KA, ERIC K @ TR
5,
VAT T v ORI T B AGERE L O R (2025 4 11 ARER) -
e/ NI (21X, EVRAEuERg S - AEE L, BEOREICL Y F ka2 @R 5,

Elf: v X77F & LT T70~90mg/m? (AREFE) % 1A 1L L, D ed 3MKET S, 2
Ne1r7—nel, HHEZBVRT, Fik: VAFF7F & LT 20mg/m2 ((AFKEH) #1H1E., 5 H
ek G L, D &b 2 BBNRET D, 2k 17— L, 5BV IRT, 2B, EiE FiEOE
HEITEA, JERICE Y EEHERT S,
~NA N ¥t NOUIRTREZRELT - P58 O IE/ MR AR (k9 5 72K %&&U%;(m%ﬁﬂiﬂﬁﬂ)
BE. RAIIEIRA MLFE RELT, 1 1FH500mg/m2 (RFREHHE) % 10 00 CTrdfdra L,
< b 20 BMASEET 2, 2hia 1 a—2 & L, 5240 7, 2k, BEDREE i@@ﬂﬁgﬁé
TN BB DI INRBIIE % D 7K %&&U%;(%%ﬁﬂiﬂﬁﬁw
W RACIE T L Z B & LT 1A 1000mg/m? % 30 437 F Cadiesit L iR 1 [\ 5% 3 i L
4 BIIRES D, ZhE 1 a— xeuf&ﬁ%ﬁ@@T /x77%/&mﬁiéﬁAi 7A/&t/
& LT 118 1250mg/m2 % 30 737 fﬁﬁﬁ&b 1A A 2 Wi L, 3B ITkEE 1 a—2 L
THZELTES, 7ok, %%@% LV EERET D,

E [ EF MHEEERERER (IMpower 150 3XE&) 19

H 0 ALFFRERE O 7o RS B R % bR < BIBRARREZR AT - B8 O FE/INHE B iz B %
BRI, KB EDNRTZF o +87 U ZXRLOORFEE (RKAI+CP B, T
KENEDNVRTFTF Lo+ 7 VAL +_ANU X7 (BETAEZ) OOFH &
5. (K&I+CP+BEV #) OFMER NLEE2MEINVRT T F o +37 ) XXt/ +
NNV AT (Efafaz) PFREF#iE (CP+BEV B LT 5,
*1 FGFR &5 125 B 1T ALK ARG 7o B3 ¢t 2 h2h EGFR BLE A X% ALK
BELAENE 2 A 2 PUEMEIEIS AT & 2 189S & 5 B DSEI AL B ILT=,

HRRTHA v Z o2 ak, HEER 3B, iR
FEhaE : okE, ARA . RAY, BAR, A—ANT VT O TA4F, TTA, A X2VT,
FYU . FIoX a7 BB IV BV, T RET UL — A A A
F—=ANIT, TABTF o, TAH)T, Axva, ~b— VU HR—/L, ZAaN
X7, HFE, UV RNT=T
KGR ALTFRIERE O R R A bR < BIBRRRE e HEAT - BRI O FE/INHI I it s AR
1202 5l (B AN 93 #1))
5051 - AKI+CP B (402 ) ; SBAMRE L LCAA] 1200mg/body, /LR~ ZF 2 AUC 6,
N7 U ZF 10 200mg/m? 4 3 EMMRT 4 UL 6 Y1 7 v, #MEFpREES LT
AF 1200mg/body % 3 i [ IR C A EE &% 5-
AHKI+CP+BEV B (400 f) ; HARE L LCTAK| 1200mg/body, W VAT Z T
AUC6, /X7 U Z Xt/ 200mg/m2, 3 A<~ 15mg/kg % 3 MME T
4 X 6 VA 7 v MERREDE & L CARHKI 1200mg/body, /32 A~ 7 15mglkg
% 3 TN C A 5
CP+BEV # (400 f]) ; MAREL LTHARTTF L AUC 6, X7 ) XXt )L
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200mg/m2, ~N\Y X~ 7 15mg/keg & 3 EMEINRET 4 XL 6 %1 7L, HeF:
L E L TNV X< 156mglkg % 3 M MR C Al it 5
FHMIEE - FEAMERHMEE E R EAFIE (PFS) (ITT-WT ££[*2 K O Teff-high-WT 42

[H*3) (BRRERVZRBENTIE R) | IR (0S) ITT-WT 4£H)

(RRRER) 72 AT IR )

BIRAADIERFMIEE ; PFS (ITT £, OS (ITT £, 40, ROWIM, 1 4

KO 2 HEATFEIS (ITT-WT 4£H) %
PSS SEHEIEX RECIST vi1.1 W EBERHEE L
77,

*2 FGFR 38 {5128 B 0T ALK @A & s 1Bt 0 FBg 2 R\ 7= ITT £

*3 JEIEALER D T-effector BB T 7% F ¥ —2 27 (PD-L1. CXCL9 KO IFNy ® mRNA F5
) 73-1.91 Ll k> EGFR &2 B XUd ALK & & n BTt B 2 i - ]

et (BEHES, WRMRAE. imAE %), ERYy@ERe, %

PR A
BE

IMpower 150 RE& D £ £ 7FHAM (ITT-WT £H) -
FEFMEER GRIMGHEFTIER) (5 2 [ RE#ET)

AF#|+CP+BEV # CP+BEV #
(21K 359 1], HAAN 32 i) (24K 337 i, HARA 14 )
ARV N (%) 179 (49.9%) 197 (58.5%)
OS Il (95%15FE X [H]) 19.2 4 A (17.0,23.8) 14.7 7 7 (18.8,16.9)
JERI ANV — R (95% 5 HE X ) 0.780 (0.636, 0.956)
il P i (&5 log-rank #R7E) 0.0164

EKMEM{A] 0.0184
AHKI+CPEE (22K 349 ], BAAN 21 ) », CP+BEV BT 2 24F MOk
B NP — REEIE 0.876 (95%CI : 0.715-1.075) (p=0.2041, &5/ log-rank HE) TH
V. MEFFHIICABERIERITFES 6T, AREI+CP RS 2 EEEDREE S /e
MO T2 OREDFNATKET Lz, £/, BARANBEZIZRBT D ITT-WT £ 02447
M O RAE (95%(EHEX[E) 1%, A#I+CP+BEV B (32 #4) T 19.8 (14.1,24.2)
71 A . CP+BEV B (14 #) THEEARRE (13.2, HEERRE) THHo7- (NP — R (95%
1SHEIX M) 1.311 (0.498, 3.446)),

IMpower 150 SXE& D& A 77 EARI D Kaplan-Meier gifR (ITT-WT £H)

EHEEE

1.0
0.9
0.8+
0.7+
0.6
0.5
0.4
0.3
0.2
0.1+

F—Hhy hAT 201841 H 22 A

BirosyvA<7

(039101 %:5 kv & V4
Py Ev

—— BCP

0.0-

- fTBEh

------ T/ X7 7+BCP

Pfiti (J& Bllog-ranki®iE) 0.0164

FReAiti (959% 15 X )

BCP 14.7#H(13.3,16.9)

7N A7T+BCP 19.245H(17.0,23.8)

'_""*‘W\%-FJ:I:(%%EWX&H) 0.780(0.636,0.956)
g,

T

T T

12 15 18 21 24 27 % 334

0 3 6 9
#niBcpm 359 323 206 264 235 167 119 66 34 9
BCP1

337 308 268

233 19 129 87 56 29 6 1

et ; AREI+CP+BEV B 393 5] (HAN 36 #il2&Te) (2B T 370 1] (94.1%) (ZEIVEA
D3FRD BTz, EREIVEM (20%LL 1) 13 HEIE 185 1] (47.1%) . 0 135 1] (34.4%) |
7 104 B (26.5%) . &I 97 Bl (24.7%) . BEKJHGE 89 #il (22.6%). KiEME==—
3 F—88 il (22.4%). T 84 i (21.4%) % Th o7z, £7-. A#|+CP+BEV #f
DHAN 36 FINZFBNT 761 (19.4%) (ZHEELHERIDIEDFRD BTz,

IMpower 150 SRERDZ DI R E
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AFl+CP+BEV CP+BEV #f
A VEfMENT ENON = NIE B 0N = NIE B
i GAE] (n=393) (n=36) (n=394) (n=24)
A RE BE BE
G % 10457000 [EAS 15457010 (A 1r \ = AE 1535 700 = /e
KRB LR+ RIDZR | sy | PR s | PRV s | IR Sl
g 386 370 36 36 390 377 24 24
(98.2%) | (94.1%) | (100.0%) | (100.0%) | (99.0%) | (95.7%) | (100.0%) | (100.0%)
FELIT 24 11 2 2%5 21 9 0 0
BEol-HG (6.1%) (2.8%) (5.6%) (5.6%) (5.3%) (2.3%)
e 174 103 15 12 135 78 2
BRETE |y g0 | 26.2%) | (41.7%) | (33.3%) | (34.3%) | (19.8%) | (8.3%) 0
;&j;;;ﬁ;g;jf 133 112 17 15 98 86 5 5
" (33.8%) | (28.5%) | (47.2%) | (41.7%) | (24.9%) | (21.8%) | (20.8%) | (20.8%)
L\-E’J fl%%

F—XHhv hA7 20184E1 H 22 H
K REBRBEETERVWER L IHAT 20T NOHA & ORBEBERAEE T RWEREIET,
*5 KK+ CP+BEV BE O EPIEF O T E - -G T RKBIRMEE, i 4 1 5]
(TVIl— 8 — <Z&E W > HBIEIWEARBUERE | 2R)
E) INRTZF O NRaRTE I T 2 ARAELOHE (2025 4F 11 AKRER) ¢
WEL. RAIKIIILRFSF 2 LT, 151@3%Nﬂﬁm%ﬂ(¢%ﬁﬁ)%&5b Ll bbb 4
MRS 5, Zhia 17— b L, BEEHEVIET, vk, BE5EIT, FiH, KA, ERIC K @ TR
%,
7Y B XL OIENBRATE SR ARG RIE L OV E (2025 4 11 ARER)
WE., AT N7 ) 2% e LT, 1 H 1H210mg/m2 (KFEAE) % 3 BT CREsE L. D7
<&b 3HMAIET L, Thix 17— e LT, 5EEEBVIERT, ok, &5, BEOREIZEVHE
HEET D,

ERR £ E 5 MAEEERAER (IMpower 132 5XE&) 17
H W ALFIRER O 72 R LR a2 RS . EGFR G TE R LE O ALK @l A8 s 1
VD UIRARREZR LT - FRIE O IE/ MR B 2 x5 ARH & O PUENENE L
Bl (BIVRTTF o RINTATTF o+ FFxt R) (KEFI+PP &) Opf A&
HOHMERNZeE, fFALFRE (DVRTT7F o F VAT TF o+ <R
MLt R) (PPRE) &Lb#gd 5,
AR T A s T M, FEER 2 B, el
FERilE : KE, RS BHAR, 7T R, BE, A—ANFIVT  AXIVT AT, U
FGAF. BB ANAVH ) — A RAT N NXAF— KRNV, gy T —<=T
HE, ~L—v 7, TABF U FI, TANT R, ~A— A=A NI T T
HIVT, UNT=T, ThET
KRB ALFIRIERO 70\ BE B ER< . EGFR B TE RN O ALK A 851
Ptk DUIFRARE 72 AT - PRI OFIE/ Lt B 578 5l (H AN 101 #41)
P50 K|+ PP #E (292 ) ; AL & L CAA] 1200mg/body, # /LR 7 FF > AUC 6
XIEY A7 T F o Thmg/m2, ~<A k LF ¥ K 500mg/m?2 % 3 #EFMFE T4 X
1% 6 VA 7 L HERRFRE & L TAAI 1200mg/body, <X A kL F ¥ K 500mg/m?2
% 3 M IR C AR R 5
PP R (286 45) ; BAWE L LTHART T F 2 AUC 6 XIET A7 T F 2 75mg/m2,
AR AR L FE R 500mg/m2 % 3 HFMIFET 4 3L 6 A 71, MiFiEE L
TRA L3t R 500mg/m? % 3 ¥ MG T &5
PN B - EEAA R B AR (PFS) (RGERI AT IH B ) . 2451 (0S)
(FRRERY 722 M I B )
RIREIAMERHIEE B Z8503, 28201, 1&&@2@&?@@%
U Sh 54 E 1T RECIST v1.l MW= EREHE LS L
720
2t (BEF%. imAE, BRRES) ., Ep#ne, %
PRERAE R .
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A5
IMpower 132 SABR D J|IZEAFHIM (BRMEMATRER) -
FEMIBE GRIMGHERIER)

AF|+PP #E PP #t
(1K 292 1], HAN 48 ) (21K 286 i, HAA 53 )
ARV N (%) 209 (71.6%) 249 (87.1%)
PFS -0l (95%15#H X ) 7.6 7 H (6.6, 8.5) 5.2 1 H (4.3, 5.6)
BRI AN — i (95% (5 HEX ) 0.596 (0.494, 0.719)
il P i (&5 log-rank #R7E) <0.0001
EKHERA] 0.004 F—XHhv A7 20184E5 H 22 H

IMpower 132 KE& D EIEEAFHARID Kaplan-Meier B (£EEEMH)

1.0 P (B %llog-ranki5E) <0.0001

0.9+ - rh LAt (959%12 HEIX )

0.8- e R 5.2 (4.3,5.6)
& 0.7 FHIGEHEE 76%H(6.6,8.5)
o 0.64 W ORI (95%EHHIX 1) 0596 (0.494,0.719)
It .
;ﬂ 0.54 0 Ty U,
al s,
%_‘ 0.44 0 Nme T ~—ee
& 0.31 s SN

0.24 —— 79FF + RANFEF N

0.1 =rmrmm FH] + TFFF + AN FEF

0.0+ FI540Y

0 3 6 9 12 15 18 21H
wEPEEE 292 231 169 120 88 43 11
FHIEE 286 195 115 72 44 11 3

ZaetE  AFI+PPEE291 1 (HAN 48 flz&Te) 12\ T 267 f5] (91.8%) ICRIMEA DGR
B, EREWEA (20%LL ) 1Z. & 113 5] (38.8%) . > 96 5] (33.0%) . 4E
F9E 59 il (20.83%) “ETh -7,

IMpower 132 SHERD LM DERBE

AFH|+ PP #f PP #f
e MERRAT XU = NIE B 2R PNE il
SR (n=291) (n=48) (n=274) (n=52)
pams | b | O L mesn | S5 fmesn | T mean | T8
P REEE TaApL | P TaApL | PR TaAp | PR TEARN
_ 286 267 48 48 266 239 52 52
(98.3%) | (91.8%) | (100.0%) | (100.0%) | (97.1%) | (87.2%) | (100.0%) | (100.0%)
Grade 3-4 181 156 35 33 147 107 26 23
DHEG (62.2%) | (53.6%) | (72.9%) | (68.8%) | (53.6%) | (39.1%) | (50.0%) | (44.2%)
LT 21 11 2 2%2 14 7 1 1%3
Eol-HEL | (7.2%) (3.8%) (4.2%) (4.2%) (5.1%) (2.6%) (1.9%) (1.9%)
e 134 96 22 16 84 43 11 10
BELHFR | (4500 | (33.0%) | (45.8%) | (33.3%) | (30.7%) | (15.7%) | (21.2%) | (19.2%)
WO
AN D $ 5 69 60 19 18 48 44 15 15
HFkIcE 5| (23.7%) | (20.6%) | (39.6%) | (37.5%) | (17.5%) | (16.1%) | (28.8%) | (28.8%)
-5

T—HHy AT 201845 A 22 H
MR RBR G TE TERWER LA T 2000 3EH & ORRBRNPGE TERWVWEREET,
*2 K7+ PP #E O EPNIEFI DL I o 7o F IS . FFPRA 2 1 4
*3PP B EPEF DOFETITE - T2 FHGITFET 1 4

(TVIl— 8 —<&E1HH >TH B RIRIEARIEE ] Z21)

E) BVRT T F ORI 2 AR E R O R (2025 4 11 AR
WE., BAIIEANVRTTF L LT, 1 B 1[E 300~400mg/m?2 (KFEE) &5 L, bt 48
MARES 25, Tz 17— E L, BEEHEVIET, B, BRI, Fi, KA, JERIC I BT
}_:)O
VAT ZF O NIRRT A ARAELOHE (2025 4F 11 A KR ¢
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FE/NHEREICIX, EVEAIEERNTYE - HEE L, BEOIRIBIZEY FIEZRIRT 5,

Elfi: v A7 75 LT T70~90mg/m2 (KREME) % 1H1EREGEL, Db 3BEMKRESTS, =
Ne1r7—neL, FH5EE2EBVIRY, Fik: VA7 T7F L LT 20mg/m2 ((KFHEM) % 1 H 1E, 5 H
ek G L, D &b 2 BMNRET D, 2k 17— L, 5BV IRT, 2B, EiE FiEOE
SREIIEE, JERIC X 0 @R 5,

AR SRt ROUIBRARE/RETT « TR OIE/INBIANGE 2R3 2 &GEHE R OHE (2025 4 11 A RER)
WE, RACIESA PLEFERELT, 1 H 1E500mg/m?2 ((AFRER) % 10 0 Ca#EL, 4
70 &t 20 HEREET 2, Ihad 1 a2 —R & L, HEEZHVIET, b, BEOREICEVEERET S,

. ESVEIMAREREREAER (IMpower 130 EXB&) '8 19
H 1 AL O 7o R RO 2 bR < BIBR AR 72 HETT - B O FE/ IV it R &
KGN, AF LM OPUEMIESEA] (VAT T F > +nab-37 U2 XtE0) (KEI+
CnP ) OOFREGOFIMER LM% JFLFHRE (DVARTZF 2 +nab-
N7 E2FEN) (CnPEE) Libigd 5,
*1 EGFREAA T2 BM T ALKRA 5 T- B0 B3 Tid, 2 h 21 EGFR FLE(EM % ALK
PR & 49 2 PUEMEEIE AT & 2 1SRRI & 2 B DS AL BT,
REBRT A v T M, FEER 2 B, REGER
EWiE . X — WFH, TTAR KAV AFZVT | A ATV AL 2 K[EH
KGRI AR DI R EEOE & bR < BIBRRREZR ST - BRI N B 724
1
B 595 - ARK|+CnP BE (484 f5]) ; AL & L CAAI 1200mg/body, H/VAR7 7 F > AUC
6 #5427 vd 1 HEIZ, nab 37 U ZX&/L 100mg/m2 4% A 7 /LD
1, 8, 15 HHIC 3 HEMMRT 4 XX 6 YA 7, HeRPEEE L TARA
1200mg/body % 3 il I [HIRR C a5t & 5-
CnP #f (240 f3]) S BEAEE L LTHARTTF 2 AUCE 243 A 7LD 1 HHIC,
nab-/37 U # ¥t /L 100mg/m2 4% 4 7 /L0 1, 8, 15 H BT 3 MR
T4 T 6 VA 7V HMERRRE & U CSRPRIE XTI A F L& R 500mg/m?
% 3 i RIHIRE C A R 5
FEETE H o AR TE E S EA IR (PFS) (ITT-WT £M1*2) (MGEEM 72 f@brE =) |
2AFHE (0S) ATT-WT M) (REER RN E H )
BIR A MERHMIEE E ; PFS (ITT %), OS (ITT %) . b, B, 14
KON 2 ARG (ITT-WT 4£:H) %5
FUEERh EHE 1L RECIST v1.1 W= EiREHE & L
776
ettt (AEFSR, WARES) ., Kpane, 5
*2 BGFR {5775 BB % ALK & A5 Mo 35 % B 72 TTT 46
PR A

A5
IMpower 130 XE& D £ £ 7FHAM (ITT-WT £H) -
FEFHMBHIEE (BREIMGHEIIER) (hEfEH)
KA+ CnP B CnP B
(&1 451 #1)) (41K 228 f1))
ARV N (%) 226 (50.1%) 131 (57.5%)
OS Hgefifi (95%(5 HE X [H]) 18.6 # A (16.0,21.2) 13.9 4 A (12.0,18.7)
JERIANY— R (95%(EHE X ) 0.791 (0.637, 0.982)
il P i (&5 log-rank #R7E) 0.0331
EKHERH] 0.0425 F—Xhv +A7 201843 H 15 H

38



IMpower 130 sXEXR D=L 7FHARID Kaplan-Meier gifig (ITT-WT £MH)

1.04 Pf (78 llog-rankisE) 0.0331
0.9 FR L (959% ST X )
0.8 1 SRR 13.9%5(12.0,18.7)
0.71 e RAIGEAE 18.624(16.0,21.2)
& (64 W%ﬁ#ﬁmﬂ)o.w(o.64,098)
& 0.5
'J:‘ 0.4 A .‘._\“-—1_—_1’"
0.3 T
0.2 | —— TERTSF T +nab-237)F %11
T A + VBT ST +nab- ) F FR )L
Ob- e

0 2 4 6 8 10 12 14 16 18 20 22 24 2 28 30 328
AKHIGERE 451 422 384 351 315 294 268 217 167 129 88 59 40 19 10 4 1
KHEEBE 228 206 176 161 147 132119 96 75 58 39 24 13 8 1

LM ARFH 4 CnP B 473 BTV T 455 B (96.2%) ([CEITEHZ2ZNVRD bivic, ERENER
(20%L4 |) 1%, &l 248 fi] (52.4%) ., 4fF FERBAE 218 f] (46.1%) . #0207 45
(43.8%) . %57 185 ] (39.1%). T#i 150 # (31.7%). WLTEIAE 145 B (30.7%) .
/RO RE 127 1] (26.8%) . AR 107 61 (22.6%) . i/ MEEgR> 105 4
(22.2%) . Mgt 99 il (20.9%) FETH o7z,
IMpower 130 FHER DL 2D HERFE*3

. S KA+ CnP B CnP B

LR R B AR Ak (n=473) Ak (n=232)

K] R B AR x4 BEeAAN HETE 20 Rz HETE 20
g 471 (99.6%) 455 (96.2%) 230 (99.1%) 215 (92.7%)
Grade 3-4 DFES 381 (80.5%) 346 (73.2%) 164 (70.7%) 140 (60.3%)
WL E-T-HS 25 (5.3%) 8 (1.7%) 13 (5.6%) 1 (0.4%)
EHERHR 240 (50.7%) 112 (23.7%) 88 (37.9%) 30 (12.9%)
;Eﬁgf;ﬁjﬁ;&g 125 (26.4%) 97 (20.5%) 51 (22.0%) 31 (13.4%)

F—XHhv +A7 201843 H 15 H
*3TMpower130 R I TSR IR R D 72 O ENAEFI 72 L,
K REBRBEETERVWER L IHAT 20T NOHA & ORBEBERAEE T RWEREIFT,
(TVIl— 8 — <&FE 1 > HBIRNWERBBUEE | 2 H)
) VR T T T oINS 2 AGRER O E (2025 4F 11 AR -
WHE. RAIIANVRTFF L LT, 1 B 1[E 300~400mg/m?2 (KFEFE) &5 L, D st 48
MARIET 5, Tz 17— e L, BEEEVIET, 7ok, FERIT, Fn, KA, ERIC X0 #EE RS
%
nab-/37 U % Xt L oI NI IE 239 2 AR HE R O 2 (2025 4 11 ARER)
WE. RACIE A7 Y 20 e LT, 1 H 1[H 100mg/m2 ((AFRERE) % 30 /) CTAalEEL., D7
<tb 6 HMARET S, #H1EERSGE2 SHEMEREL, 2hid1a—2RE LT, #5280, 2B, &
FORBEIZL VEEWET D,

. EHEEEIAEERRKER (IMpower010 5X5&) 22V
H 1. 1 B~IIA #13E/ NlBa e O 52 RUIREE Zxt8is, 77 F 8K % & g i
ERICARI ORI L et % X FREE (BSC) & Hd 5,
RERTYA v T M, FEER 2 B, LGB
EhiE v 7, v TAF AL, RAY TITUVANH)— AXZ)VT A AT
by BV RN, EE, R—=F R, AT X, —~<=T, X — HA, HE,
B, BE, A=A T VT, Fk CKE, h X
wtg B 1B (HEfE=4em) ~IA # (UICC/AJCC /R4 5 7R 0 FE/ N it i
*
BERERIE 21K 1280 B (H AN 149 i)
T U H MBS 4K 1005 1 (HAA 117 #1)
Fe G070k B GREeE (1280 1)) ; LR LY A v EIR K40 A 70 B#EZ 1Y A7 0ETD)
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FHmIEE

PR AL
BE ;

BH5T 5,
VAT T F v 15mglm? &Y A 7 L0 Day 1 IZERIRNE 5
Mz T, RREML () ERMOBRIICE ST TD 1o
- B/ Lt 30mg/m2, Day 1 KO8 8 IZFIRN X 5-
« K& FE/L 75mg/m2, Day 1 [ZEARN 5
< S LU H B 1250mg/m2, Day 1 KON 8 ICERIRIN X 5
« XA b Lt R 500mg/m2, Day 1 (ZFARNTR5-
F X MBS AFIEE (0T ) 3 T R Y 2 1200mg & 3 FEIRIE TR 16
[EINSRTF REE 4
BSC #f (498 f3]) ; @iZ2D A
EEAREFEIEE ; MR AFHE (DFS, LIAERHE) (BREEA 2T e H )
ZOIEH%Z, PD-L1 Bt (TC=1%) @ I XIXIMA HiER*2,
0 IFMA #ooZ o 7 M sz 2B £, ITT £-Hic>
WCREm T 5,
BB ZIEREE B ITT £ ICH 00 5 2EFH (0S) . PD-L1 5% (TC=1%)
DI XA BEEH 2, T ITXMA o T v 7 MM E -4
BFEM, ITT £HICBIT 25 34KV 5 4 DFS |4, PD-
L1 585 (TC=50%) @ IT XIXMA #4EM*312351F %5 DFS
RBIOAINERHMITE B ; T SUTIMA $IERIC BT 5 PD-L1 8 BUR LA 0 55 A4 774
M., AT
SP263 THC 22 % PD-L1 F&BLR BRI 54y 4 T
IFEHERTELE ST e, PD-L1 & (TC=50%) O 1 X
IXITA WIEEM™3  OS IZFANCE B STV o 7228,
FEMR IV ERHZRO SN TE YAl S vz,
Zett (FEFSR, BRRES) ., EpEg, %
*1JE RS R IR/ NI O 2, 7235, ENICEB W TRR ST A0S RIT. BIRARRE
HEAT - FEFE DI/ NS, R b B 2 B < HE/ RIS 2 35 0 2 IR AT AR B 15,
*28P263 THC M ClEEME [TC] Z1%%8l & EF
*3SP263 IHC #i# T TC=50%%EHl & EF%

IMpower010 SRXER D EHBAETFEAR (PD-L1 B (TC=1%) O I XIXIMA EAER) -

FEMMEE (RAEMNGHETER) (DREET)

AFIRE BSC B
({248 1], HAN 41 $i) (28228 i, HAA 33 #i])
AR M (%) 88 (35.5%) 105 (46.1%)
DFS 50l (95%15#H X ) RiE (36.1 4 A, HEEARAE) 35.3 7 (29.0, HETAEE)
JERIAY— R (95%(EHEX ) 0.659 (0.495, 0.877)
il P i (&R log-rank 7€) 0.0039
BEKUERIH] 0.0370 F—AJy AT 202141 A 21 H
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IMpower010 3XE& D Efm A FHAR D Kaplan-Meier Hh#E
(PD-L1 &5t (TC=1%) OO XIIIMA Ei%£F)

BSCHE
------ A B
+ 5
&+ e L
03+
024 P (i flllog-rank#5E) 00039
T st (95% I M)
014 BSC 3537H(29.04 It
= TrNA=T e 6.1 JETEAE)
0012 95% B ) 0659 (04950877)
% T T T T T T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54A
AFT 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
BSC# 228 212 186 169 160 151 142135117 97 80 59 38 21 14 7 6 4 3

7ok, BRI ST ERSRAMEHT O PD-L1 FEBLR DA 0 M5 A= 77 ] S OV A A7 I R O #s S 13 DA
T ThoT,
IMpower010 FXE& D PD-L1 FIRIK R A 0D £ fm 4 FE HAR 4
(0 XIFMA BAER. EHEEMEN) - BRI B OIERMIEENT™

PD-L1 38 PG %k thafi (95% 15X (H) NYP—FH (95%(Z 5 X [H)
0 AFH 133 32.8 (29.4, NE) .
1=TC<50% BSC 114 314 (24.0, NE) 0.868 *3 (0.600, 1.256)
0 AH 115 NE (42.3, NE) .
TC=50% BSC 114 35.7 (29.7. NE) 0.432 % (0.272, 0.684)

* ORI — % 20211 H 21 B v b4 7
*5 JEf@ | Cox el NY— RET L

NE : REX T HEE R HE

MTC=50% 123317 2 Meyp A 17 1R D BRI K AT

IMpower010 5XE& D PD-L1 FIRAKR A D & 4 fF AR 6
(O XIFMA BASER. Eon SR - FEROEN

PD-L1 B 5 Bk | P (95% (X)) (H) AN — R (95% 15 FEX M)
TC=1% Ezsﬁg g‘z‘g Eg EEE EE; 0.772 7 (0.509, 1.170)

1=TC<50% ﬁsﬁg b Eg EEE Eg 1.218* (0.705, 2.104)
TC=50% Eﬁsﬁg o Eg EEE Egi 0.366 " (0.181, 0.742)

*6 RO T — & 1 2021 4E 1 A 21 A v b4~

*7 Rl Cox Wl NY— RET L

*8 JEfB 7] Cox Huffl~HF— REF /L

NE : A 3HEE e

Atk AREIRE 495 Bl (HARN 56 BlZETe) (28T 335 #i (67.7%) ICRITEHARD b

Tz EZRRITER (5%LL 1) 13, FURERFEREIR TE 53 41 (10.7%) | & 5 FEAE 43 B (8.7%) |
9% 40 Bl (8.1%) . AST ¥4 37 5l (7.5%). ALT 0 36 i (7.3%) . HRMREERETT
HEIE 29 1] (5.9%) . HE 27 5] (5.56%). BT 26 ] (5.3%) % Th o7z,
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IMpower010 SRERDZ DI R E

AFRE BSC B
LA VESRAT SO =] PRE 451 I [ PRE 451
ki GAE] (n=495) (n=56) (n=495) (n=58)
e | mbae | O | mpan | O | mean | 0 | mpan | 0L
PR R RS 20 il I T Rl I 20 R s T
459 335 53 40 350 45
5 (92.7%) | (67.7%) | (94.6%) | (71.4%) | (70.7%) 0 (77.6%) 0
FELIT 8 4 3
FEorHg | (1.6%) | (0.8%) 0 0 (0.6%) 0 0 0
. 87 37 10 7 42 4
RS (17.6%) (7.5%) (17.9%) | (12.5%) (8.5%) 0 (6.9%) 0
5 ik ic | 90 75 13 13
ST-HEG (18.2%) | (15.2%) | (23.2%) | (23.2%)

F—HEhy hAT 1202141 H 21 A
R BERNET TERWES L IIAFE OREBEBENEE TERWESR LT,

(TVIl— 8 — <& > HBIRNWERREBUEE | 2 H)

E) VAT T F oI NIRRT 5 ARG HER OHE (2025 4F 11 AR ¢
MR 1L, E R AEE AL - &S L, BEORBICLY FIEZRIRT 2, EXk: VAT T7F
& LT 70~90mg/m? (AEmEE) 210 1EFS L, Pty 3 EEIRES 5,
Ihxkl1r—neL, BEZBVIRT, Fik: v 275F L LT 20mg/m? (KFEE 21 H 1H., 5
HEER RS L, e &b 2 BBKRET S, Zhzxz17—nb L, BE5E2EVIET,
7k, Bik FIEOHGRITER, ERICE 0 EEEET 5,
v Lo e O/ Nl I A AR AE R O E (2025 4 11 A RER) -
WE. AIITE / Lve LT 1 [ 20~25mg/m? % 1 AR CHARPICRERICESR 45, 2k, £
Wi, ERIC L WV EERET S, 7270, 1 EEEHEIT 25mg/m? &5,
K& & %t L oI NRE I 6 2GR AE L O & (2025 45 11 ARER) -
WE, KA1 H1E, FEZ3E/E LT 60mgm?2 (RERFE) % 1B LT T 3~4 BT
AT T 5, ek, BEOREBICIVETHE T2 &, 20, 1 EHESHAEE TSmg/m? & T 5,
7 AU O NIRRT A AR AL O E (2025 45 11 ARER) -
WE RANZIZF A Z el LT 1 [E 1000mg/m?2 % 30 437 TAMEE L E 1 #8554 3 @ L,
4 BIIKRET D, TnE 1 a—RE L TERGERVIRT, VAT IZF U AT H5A1F. F2avF e
& LT 110 1250mg/m?2 % 30 737N CHfMEE L, 3 1 EE4 2 @k L, 3HEEIIHREEZ 12—k
THZEHTED, B, BEOREBICEVETRET D,
~RA B Lt FOKRBEEIISE (2025 4F 11 H K8 - MM R, BB REZR YT - R DIE
AR, R BRI A B < FE/ NIRRT 1 F 1 DRI BL R A

. EEESE I /MHEERKER (IMpower133 &XE&) 2272
H 1 AL FREEIE O 70 O EAD N TE BE T 2, AR EINVRTTTF o+ b
RN FOOFHRE (REI+CE B) © 3 HHMREG OAMER N LEa2ttd 7 Z 'R
EANRT T F o+ bRy ROGEREE (7778 R+CER) &HikT 5,
*1fE A O FHE X Veterans Administration Lung Study Group (VALG) staging system for SCLC
WZEESWCHIB s e, E2. IR NRaME (3 D ARIGH LA RO #EE (CRT) % Jitf T
L. DOEEOEFE, BURHRE UL CRT 726 6 47 A LI ERGE U 7215 (23 A N Atife
LR ENTZBEDHAAN DN,
HRRT A v Zoxafb, ZHEMR 2 B, iR
FHE : OKkE, AR, R—=F R, w7 AL A ZVT FAY A=A FIT |~
AV —, wEE, mE, 7T A FoadtiiE, BT A=A RT VT XU Ty,
BE. 77U0, FU, Axva, fH
SFRIBFE - ALTFIRIERE O 72 AL N R s S8 403 611 (A AR A 42 1)
551 AFI+CE & (201 #1)) ; AL & L CAAI 1200mg/body, H /LR 7ZF 2 AUC5H
EEYA 70D 1 HEIZ, = AT K 100mg/m2 #4851 7D 1,
2.3 A BIZ 3R T 491 7 v MERHRIE & L TAHI 1200mg/body
% 3 0 ][RR C A R 5
77 2R+CE B (202 6) ; EAIELE LT T78R, IAVRTTF 2 AUCH &4
HA 7> 1 HEIZ, = FARY R 100mg/m2 #45% A 7LD 1,
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2\

3 HAIC 3HMMMT 4 YA 70, MEFFRIEL LTT 7R %

3 A FH 1 b C U R 5

AR E - R R H

BRI ZIVERFIE B 5 25, Fii), 6 1 A KON 1 AERE A EI S

etk (AEFER,
ARG A
i
IMpower 133

s A (OS) (MREER)Z2fFAT IR H ) | BEHEEEAA I (PFS)

(RRRER 72 M TE H )

14K
W2 FEAFEIA 4
iR R EIL RECIST v1.1 ZHAW=FEEHE S L
77,

EERRR AL SE) . EEhaE, 2

HEBROESEFHE (FYHEEIERER)

FTEROEE (RAENGHETER) (DR

A+ CE B
(£ 201 B, HAA 20

1)

75 %R +CE B
(&K 202 B, BHARAN 22 i)

ARy b (%)

104 (51.7%)

134 (66.3%)

08 F1RfE (95%I5HEIXTH)

12.3 7 A4 (10.8, 15.9)

10.3 7 A (9.3, 11.3)

JEBI AN — R (95%(E5EIX[H)

0.701 (0.541, 0.909)

il P i (&% log-rank #7E)

0.0069

/KA 0.0193

T—F v NAT 201844 A 24 H

IMpower 133 SREZ D £ A FHARI D Kaplan-Meier gifE (2EEEMH)

R Pff (8 log-rankiE) 0.0069
0.9+ "\.':'\»b LA (95% 1= DA )
0.8 L 7% +CE 10347 (93, 11.3)
0.7 L TF/IA=T + CE 12344 (108, 159)
g 0.6 «;:.:__\:wr‘%‘kt (95%fEHAX ) 0.701(0.541, 0.909)
#ro O %,
7 82 CANKET5F \‘:‘““‘--—x
0 3] EFMRVF — e
PPl s 754 +4CE T om
0.14 === &Hl+CE Lo
0ol = TT58Y
0 3 6 9 12 15 18 21 241
FHI+CERE 201 182 159 121 74 33 5 1
TIEA+CER 202 18 160 114 59 21 3 2

etk AFI+CE BE 198 51 (HAAN 20 il &te) (28T 188 61 (94.9%) (ZEIWEMHMFR
ST, EREIWER (20%LL F) 1X. & 77 41 (38.9%) | &FHhERIE/AE 72 1] (36.4%) .
i B5E 69 B (34.8%). H.L» 63 5] (31.8%). JEJ7 42 il (21.2%). EAKIEGE 41 i

(20.7%) HTH-oT,

IMpower 133 SHERD LM DERPE

T CE B S LRI ORI
RN 2Tk ERLRD XS Il
SR (n=198) (n=20) (n=196) (n=22)

e gpr | OC  Dmpan | TE b | BE | pgpays | OE
ORRIR DI | agpn | FPB | oxgp | P gy | IRV | s
e 198 188 20 20 189 181 22 22

(100.0%) (94.9%) (100.0%) (100.0%) (96.4%) (92.3%) (100.0%) | (100.0%)

IR 5T~ 5 4 3 0 0 11 3 2 0
& (2.0%) (1.5%) (5.6%) (1.5%) (9.1%)

ke 74 45 5 4 68 37 8 6
ERAER | 57 400 | (2279%) | (25.0%) | (20.0%) | (34.7%) | (18.9%) | (36.4%) | (27.3%)
(A aWNE -]

22 18 6 3

DG IEICE N o 0 0 0 . 0 0
i (11.1%) (9.1%) (3.1%) (1.5%)
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F2RIRBIRPEE TERWVEFEREIIHHT 20T DEHA L ODRRBRPGETE ROEREHET,

(TVII— 8 —<&E W > B BIRIWEHBESEE ] 2R)

) BNRT T O/ NI kT S AGERAE R OHE (2025 45 11 AR -
W, MAZIFAI VR T TF L LT, 1 H 1[E 300~400mg/m? (ﬁﬁ%ﬁﬁ) ERE L, bl tb 4
MRS 25, Zhza 17— b L, BEEZHEVIKT, B, BE5EIT, FiH, KA, ERIC K @R
%o
T N RS RESHR O i/ N S 2 AR AER O E (2025 4F 11 AR -
T hARY FE LT, 1 HiE60~100mg/m? (KEREE) % 5 HEEkAMEE L. 3 HEKREST 2, Zhvgx
17—nE L, BE5EEHVIET, 2B, BESRITEE, BRI X EERT 5,

. EEEREFEIEERRKRER (IMbravel50 XE&%) 20

H 1 REALFREIERE O 720 Child-Pugh 7338 A OYUIBRASEE 7 i HiAa s g1 2 X512
KFN L~ X~T (& h?ﬁ@z)%%+AA/X77H)®W%%5®ﬁﬂ
RO E YT 7 =7 & kT 5,

*URATRE (BB =5 ) — NV EARRE, T O A BBIARIE, ~ A 7 vl BEERE, ITEhIRIER R
/TR LA 2R R, URIRIESE) DI & 7 2 BE IR S hiz,

HEBRT A T Mb, FEER 2 B, s
FhaE - E, KE, BR, @E, 77 A, BB, FE YT A—=J U R A2V T, v
VHR— RAY, WWE, AL A=A T T, HFH, Fra
RIBREBE - BEALFRIERE D 720 Child-Pugh 27 A OUIBRAEEZR T RE B3 501 61 (HA
A 61 f3i)
Be 5715 ARENI+ AN X< TR (336 B) ; 3 HRAE 1A 7k LT, KV A 271D Dayl
[CAHA] 1200mg, /3 X~ 7 15mglkg % A
s
VI 7 x=T7F (165l ; YT 7 =7 400mg % 1 H 2 [F#HkEGAIRE 0 #% 5
FHEEEE - EEAMERHMEIEE iifﬁﬁ(ow(@mm@%ﬁﬁa>
AR (PFS) *2 (MRRERI 72 gt e H)
*2RECIST v1.1 1233 < MNraFfiggRs IRF) M@
BIVRESADMEHMEEE ; PFS (HCCmRECIST IRF &), PFS (RECISTv1.1 F
TRERH) . FEIRYZRRhER, M I %
BEINFNER, EEELEIL, £ RECIST v1.1 IRF
fIzE, RECIST v1.1 FisERHfl, HCCmRECIST IRF
ED 3 DOIEMEITISEFHE S L7,
e (FEFES, WIRMEMS) ., Kyahne, %

PRERAE R
AE
IMbravel50 BXERD A 7FHAM (ITT£H) : FTEFMBHIEE (WBREIRIGENIER) (PR
RH+ RNy R T RE V5T =T R
(24K 336 i1, HAA 35 ) (21K 165 61, HAAN 26 )
ARV M (%) 96 (28.6%) 65 (39.4%)
0S il (95%(5HEX M) KiE (HEEARE) 13.2 A (10.4, HETEE
JERIANY— R (95%(5 5 X ) 0.58 (0.42,0.79)
il P i (&5 log-rank #R7E) 0.0006
EKHERH] 0.0033 F—HHhv A7 201948 H 29 H
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IMbrave150 SRER DA TFHARID Kaplan-Meier ghfg (ITT &)

Pl (@R log-ra

i t‘)i“r’ S

0214 v /577 == (10.4, 37 T AE)
¥ 71 <o xw T hfERE HEETRE)
e |9<°o‘..|_1l|z<_u”.1) 0.58 (0.42,0.79)
O -l T T T T T T T T T
0 2 4 6 8 10 12 14 16 17 H
165 143 127 105 86 45 24 7 1
© 336 320 302 275 222 118 64 20 3
ol L A /
IMbrave150 FERDEISEEFHRM (ITT LK) -
TEHER RIIARIIEE) (EEM@AT)
AR+ X TR VT T =T R

(21K 336 5], BARN 35 fi)

(4

165 i, HAN 26 i)

ARy b (%)

197 (58.6%)

109 (66.1%)

PFS i (95%(5#EIX[H)

6.8 7 H (5.7,8.3)

4.3 7 H (4.0,5.6)

BRI AN — R (95%(E#E X )

0.59 (0.47,0.76)

il P i (&% log-rank #7E)

<0.0001

EKHERTAI 0.002
£z, AARNESE CRAIGFHRE 35 61, IR 26 61) |
DHRAE (95%(FHEXH) 1%, AAl ﬁ?ﬁﬁﬁif¢5’%ﬁiﬁ$ (HEREARHE) . ATHREET 14.9 0
H HEEARRE) THY

T oD S fiE

F—47y MAT 201948 [ 29 H
BT 5 ITT £H D247

(= FLE (95%(E X
(95% (X IH) 1, AAPEARE TR E (6.4 4 H, HEEAHE

1 1.71

(0.50, 5.84) ), MEpaHE/E

SHRRET 7.7 WA (4.2, 12.7) Tho7z (NP — R (95%EFEX ) : 0.85 (0.39,
1.86)),

e AH+ N X< THE 329 6 (HAN 35 il =5 Te)

W2 T 276 4] (83.9%) (ZHEIE

AR bz, ERBWEH (10%LAE) X, &ifE 78 #i (23.7%). EHR 62

(18.8%)\
WZRE D B 36 1 (10.9%) .
{Bz 33 %l (10.0%)

W97 50 il (15.2%) . AST Hah0 46 5] (14.0%) .
T 34 4 (10.8%) . ALT #4034 5 (10.8%) . &%k
EThoT,

IMbrave150 SREEDZ M DIERME

Z 9 PENE 43 5] (18.1%) .

KH+ R R TRE V5T =T
L2 AT AR [ P IE 5] KON [ P IE 5]
O TN (n=329) (n=35) (n=156) (n=23)
NS A PN PN
FRBIR | B | S Bl | S e | U b | S
g 323 276 35 31 154 147 23 22
(98.2%) | (83.9%) | (100%) | (88.6%) | (98.7%) | (94.2%) | (100%) | (95.7%)
Grade 3 DL E| 201 123 21 17 95 72 16 16
DHEHG (61.1%) | (37.4%) | (60.0%) | (48.6%) | (60.9%) | (46.2%) | (69.6%) | (69.6%)
WE ST 15 6 2 2 9 1 0 0
HEHEG (4.6%) (1.8%) (5.7%) (5.7%) (5.8%) (0.6%)
EEALAESR 125 56 12 5 48 24 4 3
G (38.0%) | (17.0%) | (34.3%) | (14.3%) | (30.8%) | (15.4%) | (17.4%) | (13.0%)
WP AL 0 38
# o # 5o 1k 51 42 4 4 16 15 5 4
WCE-HE (15.5%) | (12.8%) | (11.4%) | (11.4%) | (10.3%) (9.6%) (21.7%) | (17.4%)
Fi5

45




AFN Ry X< TRE V57 =Tk
L VAR XN [ P IE 5] AR [ P IE 5]
i GAE] (n=329) (n=35) (n=156) (n=23)
N | BIE . HE . 5E . BE
ESE SIS b7y SR b7 SR kel XA b7 X s
AL
Ko - e 163 115 17 14 95 84 16 14
DIEFIZE o (49.5%) (35.0%) | (48.6%) | (40.0%) | (60.9%) | (53.8%) | (69.6%) | (60.9%)
e EES

T =47y A7 201948 A 29 H
SRRBERNPEETERVFER LIS 20 TNOEA & ORRBEBEDGETE RVEREIET,

(IVIl— 8 — <ZZ 1MW >H A BIRIEMFEHMEL | B )

. EEEEIMAEERRER (IMpassion130 5HER) 220
H 1« 855« FRSFLIE ISR 2 2 O RIERRIE O 72 WEERS - B T RATE THED A VE
VIR EENED D HER2 MO LR 23212, A&l +nab-X7 U & XL
WiE (KFl+nab- 327 U Z %R OFMEN Vet %2 7T 2R +nab-/37 U
X NANEREE (78R +nab-327 U ZF R L HET 5,
RBRT A Tox MM, ZEHER 2 B, iR
FheE - FEE, AR, BE, VAR, A, BB A—ANTVT A=A YT, L
F— RA=T <Y zdEF AL A, Fxza, R,V AL ZA =T, 7
4T R 7R EE, Xy NHI— AFVT, TNET, AT
— R —=F R NA—=T . uT7, BALET, Z2aR=2F Auz—F., hla,
TDITGAFT TNRBTF, TIUN, FU, aar T, aRXZ YA TTTT,
Axva, N I a KE
KGRI B - FORILEICAT T 2 R YEORIREE D 70 W5 - R UL RPTEI TR D R V£
U RIRENE DS HER2 a0 3L B 902 11 (H A 65 i)
5515 ARA|+nab-X7 U X XBARE 4516 4l E 1A 70 LT, £V A 70D
Dayl & O Dayl5 |ZA%4] 840mg, Day 1, 8, 15 (Z
nab-/X7 U % &/ 100mg/m2 % ik 5% 5
7' 7R +nab-oN7 U Z xR (4514 ;4 EME 1A 7 vELT, A7
/L@ Dayl kO Dayl15 (277 &4, Day 1. 8,
15 12 nab-/¥7 U Z %+t L 100mg/m? % piiE#hiE
# 5.
REAMIE B : R A 2RI B ¢ SR A T (PFS) (BREEH 7 AT IE B ) | 2417 (08S)
(FRRER 72 AT I H) |
A E T RECIST v1.1 &2 W 2 IR B L ERTHIE & Lz,
BIVRBYAIMERHIIE B 003, =20
PUBEE S E IR E LA E & LT,
Zett (FEFSR, BRREES) . i, %
* PERMIEE T T 2 MEENT TR TOBFEM KO PD-L1 Bt BEFERICI 1T 5 HEH A
TEHIR R OV A I & L7,

B
IMpassion130 SRERMDEIEE A FHAR (ASMEMBAIRER : PD-L1 [GHEEEER) -
FEFMER RIMLMBTER) (EEHEH)

AFl+nab-,37 U & X¥ LR 75 %R +nab-/7 U X % LR
(& 185 5, AN 12 ) (184 1], HAN 13 #i)
AR M (%) 138 (74.6%) 157 (85.3%)
PFS 1 yfl (95% 5 #HIX[H) 7.46 77 A (6.70, 9.23) 4.96 77 (3.81, 5.55)
JEBI AN — R (95% (5 HE X [E) 0.62 (0.49, 0.78)
Wil P i (&% log-rank #7E) <0.0001
JE@5 Cox Hefl ¥ — NET L F—Z Ty AT :20184E4 4 17 H
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10.

IMpassion130 SAER D IS E A X HARI D Kaplan-Meier &R (PD-L1 [GHEEEERH)

1.0+ Pfi (& 3llog-rank#s2) <0.0001

0.91 Sl (95%E HEIX )

0.8 7S5 E+nab-37 ) ¥ XL B 4967 A (381, 555)
@ 074 #Hltnab-s37 ) & LB 7467 (670, 923)
R 0'6 N — FH(95%ETEXH) 0.62(0.49, 0.78)
g 064
SRR ILT, . S s T X N A A R P SR
vl
B o
E 034

%,
0.2 e ”'4-.--‘--:_
7T e Fnab-s37 ) ¥ ¥V " H
0.19 -emime- FHlnab-r$2 1) ¥ %4 L T e
gp-. ® dmselml T ETREE R -

(I) :Ii (Ia fl) lé ll5 1|8 2|l 24 27 30 33H
TS edmah-riv ) yx g 184 127 62 44 22 11 5] o 1

Arab-p) pxeos 185 146 104 75 38 19 10 6 2 1

2 PD-L1 BEtEREEMD 5 B, AFIE nab- 7 U X XN FEE SN 185 #] (AA
AN 12 flZEEe) (28T 180 il (97.3%) ICRIEHFRD b7z, EREIEH (20%
PLE) 1%, BEEAE 109 il (58.9%) . K57 85 B (45.9%). My 83 5] (44.9%). EifL
49 B (26.5%) . THI 41 Bl (22.2%) . GFHHERPVE 41 1] (22.2%) . Kigtk==2—n
NRF—39 5] (21.1%) Z&ETH -7,

IMpassion130 FHED LM DIHEREBE

AH+nab-/X7 Y 7 X LR 77 &R +nab- /X7 U X XEILEE
LA VESRAT ESUIN I PNRE 151 SO I PN RE 151
R GARH (n=185) (n=12) (n=181) (n=13)
mammEe | ean | OE b | O s | OE | paps | OE
R i cxpn | SN SN TEARD
g 185 180 12 12 177 166 13 13
(100.0%) | (97.83%) | (100.0%) | (100.0%) | (97.8%) | (91.7%) | (100.0%) | (100.0%)
Grade 3 VL |- 96 77 7 7 73 49 7 6
DHEL (51.9%) | (41.6%) | (58.3%) | (58.3%) | (40.3%) | (27.1%) | (53.8%) | (46.2%)
FELIT 2 1 1
Forfge | (11%) | (0.5%) 0 0 (0.6%) 0 0 0
e 49 21 2 2 31 14 3 2
RS (22.7%) | (11.4%) | (16.7%) | (16.7%) | (17.1%) (7.7%) (23.1%) | (15.4%)
;&Z;ggﬁ 37 33 2 2 14 14 0 0
7 i (20.0%) | (17.8%) | (16.7%) | (16.7%) (7.7%) (7.7%)
WO
iié%@f? 92 80 9 9 60 43 5 4
ﬁo%;?ii (49.7%) | (43.2%) | (75.0%) | (75.0%) | (33.1%) | (23.8%) | (38.5%) | (30.8%)
HYp

F—Hhy hAT 201844 H 17 A
LRRBENEE TERWERLIIFHT 20T L OREBBENEEC TERWEREET,
(TVIl— 8 —<&E W >TH B RIRIEARIBEE ] 21)

EHVE T ARESERERER (ML39345 FHER) 2930

H 0« BIBRASEE 2 P BRI B R 1 2 1P BT, ARAIOF K V2 22 FE 3%,
FUER R 2R U 2R Ic iR S v, WIERIREIR A 281 5,

RERT VAV IEE R EREAER

EhaE : KE

KB RN (18 LA L) ROVKNEASHES (2 Ll b 18 BARd) DOUIBRASEE A2 Fu Btk fcss
P E B 50 1
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1

1.

Be 5515 - 18 mELA_E Tl AAl 1200mg (2 LAk 18 A Tl A4 15mg/kg (Fek 1200mg) )
% 3 MR T, &Y A 7 /L@ Day 1 IZiRINEES-
PG E - EEASMERHMEEE ; B%h%*2 (ORR) (RECIST v1.1 IRF H|E*3)
BIRINA ZhMEREHEE E ; 222h%*2 (ORR) (RECIST v1.1 FEiREREMN) . Z=2h i
(DOR). #EHEALFHIF (PFS) %
DOR. PFS %, RECIST v1.1 IRF &K% O RECIST v1.1
FIRIE M 55 X 3l < 7,
*298 A LA EORIE% &\ TIT - 723 2 M OFFli T, 522%%) (CR) XUZHSES (PR) & ¥
ENHEE S BEF OB S
¥ EERFIMATE T Li=D 5 FDA & OSSR 2 E 2 . S EHE B 2 5073 IRF)
HIEICEE Lz,
etk (BHEFES, WRRAEHES) &
ARERRE R
BE
ML39345 ;RE& D Z=3hEE (RECIST vi.1 IRF #I%E) (AR EM) - TEFFMER.
ZhE (RECIST v1.1 FAEFHE) (AshHMAreREH) : BIXRMEHEIER

AAIEE (n=49)

IRF #iE RECIST v1.1

FIREFHME RECIST v1.1

T H R R A
T 12 17
TR (95%15FE X [H]) 24.5% (13.34, 38.87) 34.7% (21.67, 49.64)
CR 0 1 (2.0%)

PR 12 (24.5%) 16 (32.7%)
SD 24 (49.0%) 23 (46.9%)
PD 10 (20.4%) 7 (14.3%)
P A BESE 3 (6.1%) 2 (4.1%)
FEE (confirmed) OH, T—X W~ hA4~7 202149 H 1 H
e ARFIRE 49 FlicB T, 47 1] (95.9%) ICEITERDERO biviz, FE7erIWERIX, J%% 18

Bl (36.7%) . YV > EREOR 10 il (20.4%) . 3892 10 #1 (20.4%) . A fLEREED 9 i
(18.4%) ., ML T/ B UKRATZ 7 X —EHNN 9 # (18.4%). T 84 (16.3%) . &L
8B (16.3%) HThH -7,
ML39345 B DR EHEDFERME

L ARMEARAT R G AHIEE (n=49)

IR R BAfR Rl 7 HETE W

4 49 (100.0%) 47 (95.9%)
Grade 3 DL FooF4: 27 (55.1%) 6 (12.2%)
I E-T-FS 0 0
HERFS 20 (40.8%) 4 (8.2%)
B IECE S -Fs 2 (4.1%) 0
Ak - HEOEE, FFicE > e fig 17 (34.7%) 7 (14.3%)

F—H gy hAT7 202149 H 1 H

" R BIRAVE E T & 22\ H LA & ORRBIURNEE TEROEREIRT
(VI — 8 — <ZBfHH > HABIRIEARBBL ] ZK)

EN% O HEERPRELER (ALBERT

AER) oV

H ) BIBRASRE 72 R BRI A AR 1 22 P BT . ARHN DA E M OV e % 5l 5 %,
RS RO ST AR I ERE S, IEWTRER A 2 A7 %,
RERT A IR HLEERAR

FEEE - AA

KGRI 16 LA EOYIBRARE 7 F LR P R 21 5]
5775 018 iLA T, AAl 1200mg (16 7% LA E 18 miAii Tl A4 15mg/kg (5K 1200mg) )
Z 3T, %91 7 /LD Day 1 \IZF RN S
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12.

MM E - ARG E ; 8% (ORR) *2 (RECIST v1.1IRF &) (RREER)Z2MEHTIH

H)

RIREA 2RI B 5 28%02R*2 (ORR) (RECIST v1.1 EiRERkl) . HEHEHEAALF

PR A
BE

Wi (PFS) %

PFS X, RECIST v1.1 IRF ¥)& & O RECIST v1.1 EiRE

RGBS X FEM S AT,

*298 [ LL L O RIE Z B CTIT - 725 2 [ OFHE T, 52454 (CR) XUTESEL (PR) &4
ENHEE SN BHFOE S

PERMEHEE R : figha s e —% (RECIST v1.1 IRF HI5E)

et (BEFER, WMAREES) %

ALBERT FERDZE#h3 (RECIST v1.1 IRF $IE) (MM RER) :

TEMEEE (BRAIMGHETER).

Z3E (RECIST vi.1 FIREFME) (AMEEAARER) : BIReIHEER

AFIRE (n=20)

IRF &£ RECIST v1.1

FIREZHME RECIST v1.1

FERHGIE Bl R R A H
K 2 3
FohR (95%(E X M) 10.0% (1.2, 31.7) 15.0% (3.2, 37.9)
B a Ly b — 16 18

R o b o — LR (95%1ZHE X
M) (ERAVFHEER)

80.0% (56.3, 94.3)

90.0% (68.3, 98.8)

CR 2 0
PR 0 3
SD 14 15
PD 4 2
P AR 0 0
#e® (confirmed) DA, T—HF Wy b4 7 202243 A 3 H
LANE  AHIRE 20 FlII\V T, 16 6 (80.0%) IZRITEZERW Hivle, TREIERIX, AST i

5 (25.0%) . ALT #4504 5] (20.0%) .

U 2 SERERD 4 611 (20.0%)  4F R EREL

B 4 (20.0%) . /MR 3 (15.0%) . FHfERE DD 3 41 (15.0%) . 2. 3 41
(15.0%) . FEE\3 f (15.0%). W% 2 1] (10.0%) ETH-o7,

ALBERT SHER DR £ DFER M E

LR R AR F AHIRE (n=20)

(R L BEER 3 b7 METE 2R

5 20 (100.0%) 16 (80.0%)
Grade 3 L D F 5 6 (30.0%) 4 (20.0%)
FETICE - -HG 0 0
HERES 3 (15.0%) 2 (10.0%)
BEPIRCE -7 HS 3 (15.0%) 3 (15.0%)
KRIKICE 57~ 4 (20.0%) 4 (20.0%)

F—HJy hAT 202243 H 3 H

S RRBMR DA E TE RVFER L IIAA L ORRBRPEE TS RVEREIET,
(IVIl— 8 — <ZEfFW > W HBIRIME MR ) )

ENE I HEERERERER (ATTACK

Bg) @

H B :1 LA LU EOD AIEYRIEC X AIREREE B T 5 %6 ATEHRTE O HisME NK/T
MR Y o fE-E (ENKL) BE 23R, AFIOF DML NE 22540 5,
RERT VA v 0 Zhusk L FIIE SRS AR ARRER (AL 2 E55R)

FEiE : AA

MREE R SUTEHEPEOHEISME NK/T fild ) oV - 57 (ENKL) #5414 4
AR SR (GRBREES 1 BILL BB G SN BE NG LUFOBE 2R LT
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D) 13 1

% BRA LI BT, BIREEE 22 S 700 2 L SR AICHER S s, B REZETIC BV T ENKL DU oI & 2T
Shie, WGP RHEDR—Z T A AHEICL VERRF LS Y LHES R T8

T AVERRAT R G (FRBREEAS 1 [P LG SN T- 83 « 14 4]
557785 - 18 mLA LD B TIIARK] 1200 mg/day (12 mLlE 18 Ao BE TIIAA 15
mg/kg/day (F K 1200 mg/day)) & L. 3@ CHEIRNE S, 3EME 11
e LT, 78 b a/aiR IR RIS L7 R Y ek 2 R, TR & ik,
IR R - EEADMREIER ; 2220%* (ORR) [Lugano 1%, MifgrhsplE] (BRFEA 72 iR

HriE H)

% o JEERHE O 72 O O (CT £7213 MRD % 2 %A 7 L2 Lic, Hi%H A 7 v d Dayl5~21 OFICEN L, 5882FEL (CR) UIEY
%% (PR) LHIENFEE SN-EBHEOEIE

BIVREOAIEFHIE B ; 22202 (ORR) [Lugano MY, fuaxflE]. M #RFEE4E
Z22h%: (CRR) [Lugano ¥, HE{gH JCHE/ sk flE], 4 =
— 2 T1% D PET & TORBMOTELEDSR (CMRR)
[Lugano BiYE, [Hi{§H Sl & /fE sk f) ] M 0 S A A7 3
(PFS) [Lugano MY, fusktlE], 2AFHHE (0S). 2%
Wi (DOR) [Lugano #1%, fiskfle] %5
ZRMFHEEE  AEFS %

PRERAE R .
HEhE ;

ATTACK SRERDZEh=E (ORR) [Lugano FR#E. EHRHMRHIE] : AMMEMTHRER (ERFTMHIEA
B. BREEMGHETER).

Z3NE (0RR) [Lugano 3H#E. FEERHIE] : BRI RER (BIRHIFHEIRSR)

AHIEE (n=13)
{5 HH S FE G E
R IE B Bl R )R A B
FhEk 7 5
FohR (95%(E X M) 53.8% (25.1, 80.8) 38.5% (13.9, 68.4)
CR 4 (30.8%) 3 (23.1%)
PR 3 (23.1%) 2 (15.4%)
SD 2 (15.4%) 2 (15.4%)
PD 3 (23.1%) 5 (38.5%)
RN 1 (7.7%) 1 (7.7%)
F—X%7 v hA7 2023 4£3 H 31 H
et ARFIRE 14 FlicB VT, 1161 (78.6%) ICEIERZ RO biviz, EeRIWEAIX, FHEES

5l (57.1%) . #FHEREDED 5 1] (35.7%). AST H3/N 4 1 (28.6%). H BRI 4
5] (28.6%). ¥&1Z 3 f# (21.4%) HThoT-,

ATTACK SHER DT £ DFER M E

L RNVEFRAT X G AFIEE (n=14)

IR R BEER* R 7 WETE 20

R 14 (100.0%) 11 (78.6%)
Grade 3 Ll EDH% 10 (71.4%) 7 (50.0%)
Y A oY % 0 0
HEES 4 (28.6%) 2 (14.3%)
LA - 4 (28.6%) 3 (21.4%)
RIE|ZFE - 6 (42.9%) 5 (35.7%)

1 3. ERNE IHEERKSER (Marble

AER) W

F—FHwy A7 2023 43 H 31 H
* o [RNRBMENPBEE TERWVERLIIAA EORREBBENREE TERWEREZET,
(TVIl— 8 —<&E1HW >H B BIRWEHIBHEE ] ZR)

H ) ALERRIEE O 72 WEIBRANREELT - AR O Mt 81 25X RIS, AFI+ VR TZ
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Fr47 0 ZFwN (LUF, AFI+CP H) OFMEERGE L LEM 2 b4 5,

*LIRIAH T -

17« BURBRBRIE R OB R O BH
RBRT WA > Shtik ILRIFE B MRS AR R RAER (A 325 5R)

EhiE - AA

HRBREE AR RE 22 IEM 4380, Va XUZIVD 1 & 2l s h e BE . K OHRIGH T

SREH  ACFIRIEE D2 O EIBRARREELT - IO M fle B4 48 ]
AT SR GRBREEDS 1 FIMA B G Sh, X=X T A oG RH)E

(2 &0 IERTRER AL 2558

WD BV - 48 f

R DN GER] (FAS) (8RB0 5 6| B ICATER O LR R A%
B L ., TRBGHERER ORGS0 ARTICE O 5 2 L 3

bl PR AY AN

WL S T B A BR KRR
LRVEMRAT R SRR (JRBREEAS 1 [mILL B E ST &
EONEIE E UTARA] 1200mg, VA7 75 AUC6 (Calvert 2) |
/b 200mg/m?2 % 3 H[HMHFE T, &% A 7 /1D Day 1
HMERFEE L LT, AHAI 1200mg % 3 3 MRS CERIRPN 5,

A TERWAEERERNEELT S

55k

A4 7 VElE, D%,
HERRRIRIL, IR

: 48 B

HHNDHET, LS

¥ TR T 2 [k

FEAGIE E  EEAT R

*2 i B e R 05E22E% (CR).
EEET D, WELE (SD) OHE]

FHMEE A ; Z2%h%*2 (ORR) [RECIST v1.1,

fRATIE )

oz (PR) OFfE

) 48 Bl

VAN

WCERIRNEES- L, 4 72136 9

E R SEE ] (BRRERY 72

1. 4 UL ORI L D5
TR D 6 BWIFOHEE TREDTEN SD TH5HZ

L. ORR IZHIMEMITHSEM OF T CR XX PR & 72~ 72 B OEEG

BRI A 2

MEFEmE H
PRBRRE AL
HhE

Marble BXE& D Z3h= (ORR) [RECIST vi1.1,

ORR RECIST v1.1,

AHtEE ; Z2h% (ORR) [RECIST v1.1, Tﬁél:#l ITE]L o B
#lE (RECISTv1.1, Mg splE /AR Y EHIE) |
Wi (PFS) (RECIST v1.1, g b g e HH Y ) |

SHE B4 T A {7
7=

i (DOR) (RECIST v1.1, g de) i 4H 2 ) ) |

24 (0S)

 AERR

B[R RFE]
BH. RAEMGHETER).

C AMERTHRER (EEFTHHE

HIEHTE  AIEETARER RIRMHAEEER)

et AAEIRE 48 #lC

ZRWT, 4841 (100.0%) |

(ZRIVEHI 23R

AKIEE (n=48)
] 4 PR e Y ] E
T H BRI ZE B
FEh ¥ 27 26
FE5hH (95% (S FEIXH) 56.3% (41.2,70.5) 54.2% (39.2, 68.6))
CR 0 0
PR 27 (56.3%) 26 (54.2%)
SD 20 (41.7%) 21 (43.8%)
PD 1 (2.1%) 1 (2.1%)
R HE 0 0
e (confirmed) DFH, T—F Iy A7 202447 H 6 H

&b%mto FE2RIER (80%LL

) 1. RIS = 2 — o XF—42 5] (87.5%) . MHEJE 40 % (83.3%) .
(54.2%) . 15 26 Bl (54.2%). FIMEREGED 22 5] (45.8%) . HEal» 20 {5

IR ERAE 19 61 (39.6%) . BEIK B IREZE 19 61 (39.6%) .
(37.5%) . BHKIEGE 18 ] (37.5%). JAERE 15 %1 (31.3%)

*3Marble FRERICIBWTIH, AA. WALRTTF o XFRT U XX LOWNT RN
TERIC W TR LT,
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2)

(5)

(6)
1)

2)

Marble RERDZ M DIERME

2 e MEARAT R SRAE KF|+CP B (n=48)

e b7 ETE 2R
e 48 (100.0%) 48 (100.0%)
Grade 3 Ll FDHE4: 37(77.1%) 36 (75.0%)
EEICE - - 1(2.1%) 0
HERES 20(41.7%) 17(35.4%)
BHAIHCES-ES 6(12.5%) 4(8.3%)
RE|Z T - 20(41.7%) 16(33.3%)

F—Hh v hAT7 2024 4ETH 6 H
Grade IZ CTCAEv5.0 12 H-3<

4 R RBUR A E T E 22V G &P 5 VP08 & ORRBIR S EETE AVERERT,
SR E - AEHRE (RRBREMDARV) 1E, S88ER 1 Th o7z,
(VI — 8 — <Z& {4 > B HIEIEHRESE ] 1)

RLAEHBR
LRk L

BE - BRI
REER R L

AENER

FARERE (—RERARERE. BEERRERE. FABLERRAE). 2ERTET—4
R—ZAE. WERFTERBRABORNE

NI RE (VR T T T - = MRV ROFH) Z2xig s Uitk T — % N — A
UbFFEOF RO R FE (G ek FEEMAE AT ERIEE) ) (TEC2001) % FEhi9 5,
ABEHELTERFEODARIIEERLZAE - REBOME

HEMABRERAE (2F5F)  BREXITHAMOHSMENK/T Mg o/ \E - 23

12 Ll b 18 ki (LAF. /M) ORI SUIHEEAMEOFAME NK/T fiia U o i - sy
T 578y MU 7 EiEEYE (LT, AHK) OFHERETICBIT AU TOREAHRT HZ &
ZHBE LTERT 5,

FEAM  EIRERHEICES S EBHERORM

BIR B BIVERZEBEIG OB H

(I'T—5— (1) #&REM) )

FARERE (20T : t2EEABROUIRTRELET - BROIE/NRalhE CORE
T2 MU 7 ATEEE 1200mg (2OW T, FREARRSRMIc S X, BetECBET 57 — % &I
£ 5HT, PR RICE Y, 20184 4 705 2020 4F 3 H DM CRIEF 265 L L
7oA A R R A % S L 7,

[ERRAAE (RRRE) ]

<AL FFEBUAROUIRA R EST - BROIE/NHRAMHE >

EWN TORBIEF RO TIROATWD Z &b, BIERTHR., —ERDEMNSRDL T —F 0
EREND ETOMIT. BIEFI 2 M RITH AR AZ T 5 2 LICX D AFEHEE D
Frlfma gz 25 & & bic, AROLZEMERCAIMEICET 27— 2 RINCIUE L, AHA
DEIEENCLER R EZH LD Z L,

[FRAT AR ]

B Ak L7 770 sk 2B W TR 2 350 L. A& RIIUERIE 2602 1D H B, 24k
RMERIAER], BRI GAER] . FEHR HIER] 2 BR\U N2 2578 41l % 22 2 EfRAT S GUER] & LT,
BIERRBUEFIFI AL 29.24% (754 B) . I 1181 - TH Y . F2FEIEH (MedDRA
PT BIEIWERARBUEFIEI S 1%LL ) 1%, FEEN 4.22% (109 1) . BVEM:AiZE R 3.21% (83 #) .
FOR AR REAS TE 2.28% (59 B) . 792 1.97% (51 #1]). TH#i 1.66% (43 #l) . F A0 1.55%

52



(7)

(40 f5) . BAKPEHGR 1.31% (34 ), NFEERERLHE 1.08% (28 i) ThH -7,
HERIERBBUEFIEIGIE 14.04% (362 ) . FEUFHKIX 476 fETH Y, 3 FILLERBLLT-
HEZEWER I, MEMMZER 3.21% (83 #). Milfizk 0.93% (24 f51]) . ##4 0.89% (23 1) .
JFRERE R 0.65% (17 B) . BIIFEHERE R4 0.50% (13 B) . fifiZe 0.46% (12 #) . JfifEsE 0.38%

(10 f31) . BEEZE, THINA 0.834% (9 f) . MK, RBAEER, KiGZk, HEE, TABEIA
0.31% (8 %) . I/ MEEIED 0.27% (7 1) . ZIHLEE 0.23% (6 1) . AHEEMEMIZ, (K- ~Y ¥
LIMFENE 0.19% (5 6), MEREAMEY L SHRRERIE, RWMVERTREE, 3892, Rl /3
% 0.15% (4 B) . BRYMEMaK, forkm/ MRS/ MESEBEN, RIS, &0 Y ¥ AMAE, Bk
LoV DGR, R MGER) = = — 3T — JFIRERER, A, BseRE, mb o v
FURARF =B, AMEREE . P T Al VR AT 7 X =B IR 0.11% (3 #)
ThoT=,

AFHEICBWT, AREER £ oK (OAK iEr) ORIWERARIEIS 2R LI-HEIC
BWTHH-2mAIIEONR o T,

Z0ft
AR L
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VI. E3hFEE(ICEH T HIEH

1. EEPHICEEHIILEYXRITILEYE
PLPD-1Hilk : =R ~7 GElaT#iz), a7 nl X~7 GRETH#z) %
PLPD-L1 Uk : 7b~7 (Baf#z), T2l Vb7 (B Hiz) 5
HE  BEEOH 5 AW ONRESUTIRE L, BOEFLESNTIRMMISGEELSRT 52 &,

2. ZEIBEER

(1) YEFERL - fERHER Y
AL, b b PD-L1 45k MEE/ 7 a—FAHATH Y, PD-L1 L ZDOZEIETHD
PD-1 L OB EIET S Z L2 LD DASURR R T AR OMIREETEME 2 H9R L, JE
BEORIEZ MG T 5 L EZX 6D,

(2) EPxETHHBRIE
1) #HEMRUKEEEEESE (/n vitro) *
GRS Cld e MEMUKR TH 2 AN Z T, ZOFEKRTHD 2 FfEOE F ~D R
* A 75K PRO304397 K& 1) PRO314483 %A L 7=,

JEERIR I ER THEA L =41 PD-L1 ik D H

ETIRLS EyL pon TAIEAT PERE T Fe a0 28 # N f& &0
A Ek TeG1 CHO i N298A i
PRO304397 | bl /~%2 | %% IgG2a CHO i D266A. I
N298A
PR0O314483 v h/~UR ~ 7 A 1gG2a N L s

DE FRUT IR PD-L1 IZHT ZARER VT A SHADIKE AR
t h O~ 2 PD-L1 238l SH7- 293 fild (b MGV H SRR IR ERGMIR) &, MtET ~L
SINTEAFERL N 2 ZHiR (PRO304397) % W T, PHirkE GBIz L 0 & H e (Ka : fi#
BEER) ZHIEL-E A, Ao KaflilZ, & F PD-L1I2% LT 0.433, 0.400nmol/L, ~ 7
Z PD-L1 (2% LT 0.134, 0.120nmol/LL T »o7=, £7=. ¥ A THifA (PRO304397) b IAIERIC
EWEfIEE R L, KafElX, & F PD-L1 2% LT 0.374, 0.336nmol/L, ~ 7 A PD-L1 2%} L
T 0.147, 0.188nmol/LL T&h - 7~,

203 MR IR S € FRUT VA PD-LT 2T B
AERUF A SHiAOHEEE (FHEHSHR)

B FEAaEfE Ka (nmol/L, n=2)
g 293 Ml B &7/~ k PD-L1 293 Ml FEI S /-~ 7 2 PD-L1
A 0.433, 0.400 0.134, 0.120
PRO304397 0.374, 0.336 0.147, 0.188

Ka : dissociation constant

QiEME THAX(E 293 #E LD PD-L1 2T 2ERERUV X A SHEDEAF N

t NEOH =7 A VNLOIEHAL T filaz =7 —8% A s A M) —iEIC XD HIE LA
FEATEME (ECso : 50% A7) X, B b PD-L1 (2% LT 0.395+0.030nmol/L, =7 A ¥
)L PD-L1 (2% LT 0.704+0.084nmol/LL TH -7z, F7=. ¥ A PD-L1 ZRH ZH7- 293 f
faz FHWT, AL A ZHA (PRO304397 18 PRO314483) DOf&AME % [RIEEIZHIE L=
LA, AHEN 0.519+0.025nmol/L, PRO304397 7% 0.412+0.071nmol/L, PRO314483 73
0.433+0.114nmol/LL TH o7z, L EDOFERNL AEIF, & b, h=7 A4 F ALK~ T 2D PD-
L1 LT, mWEifitEz b o> TEAT 5 Z R EnT,
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0D450

FETEE T #ERE XX 293 MR EIZHIML = PD-L1 (29 5
AERUX A SHiADREEYE (J0—YA4 FA Y —iK)

FEETEME ECso (nmol/L, P HIEHE(R ) *
HWERYE t kT HifE ko T =2 A YL T Lo 293 MNIZ FEEL & &7~
t k PD-L1 =2 A ¥/ PD-L1 ~ 7 A PD-L1
A 0.395+0.030 0.704+0.084 0.519 +0.025
PRO304397 ND ND 0.412+0.071
PR0O314483 ND ND 0.433+0.114

ECso : 50% effective concentration ; ND : not determined
*b RO =27 A YL PD-L1 kT 5Bk : n=4
~ 7 A PD-L1 x4 235 : n=3 (AK3K), n=8 (PRO304397), n=5 (PR0314483)

@k FRUT IR PD-L1 &£ B7-1 RUPD-1 D#ESICHT HARERVF A SHIADBEEFN
t R RO~ A0 PD-1, PD-L1 KO B7-1 O##az EE % AW T, $i4& ELISA £ X 0 AR
KOF A T HURDFEEBAENEM (ICs0 : 50%FHEIRE) Z#5HMli L7z & Z A, AKX, & b PD-L1
& T DOENZ IR PD-1 (ICso : 82.8+40.3pmol/L) K (¥ B7-1 (ICso : 48.4+25.9pmol/L) & ®
A EE L, 2 AKX, ~ 7 A PD-L1 &% DR AR PD-1(ICs0: 104 £ 38.7pmol/L)
KTOYBT-1 (ICs0 : 75.614.8pmol/L) & Of5AE HHE L=, 7ok, ¥ A 75k (PRO304397 &
*PR0O314483) . t F KU~ 2D PD-1 X% B7-1 & DA ICx LT, A L [FFLE O
EIEM AR LT,
AERUFASHEFIZED
B7-1 U PD-1 & PD-L1 & DfEA T ZAEFM (54 ELISA %)

FEABLETEM ICs (pmol/L. n=3. Vil +EHE(F )
BRI E v + B7-1/ t ~ PD-1/ ~vUABT-1/ ~ U APD-1/
t ~ PD-L1 t  PD-L1 ~ 7 A PD-L1 <~ Z PD-L1
A 48.4+25.9 82.8+40.3 75.6+14.8 104+38.7
PR0O304397 47.5+926.3 77.5+25.2 79.4+15.5 113+31.5
PR0O314483 41.0+15.8 78.9+31.0 96.6+27.2 125+16.5

ICs0 : 50% inhibitory concentration

AERUVFAZHRKRIZESE FBI-1 (£) RUFE RPD-1 (B) &
E b PD-L1 &£ DFEEPAERMR (BE ELISAKIC & S KA

06 T T e | S [ — S
—O— &Z: 1C5=36 pmol/L 1k E‘"E\D —O0—  AZ: IC5=61 pmoliL
05 - —{J— PRO304397:IC5=33pmol/L + + —{J=—  PRO304397: ICs5=65 pmol/L
: m} =—rr— PRO314483:ICs=33pmol/L 098 —rr—  PR0314483: ICxn=68 nmol/l
u 08 -
04 . L
a o 07 -
0 |
<
o 06 -
03 — (o] L
05 | -
04 | -
02 - |
03 | .
0.1 4 0.2 r 4
01 | _
0 1 n e | L Lo aaual " PR B WY 1 M 0 -I i n aaaaal P i i i Ej
0.001 0.01 0.1 1 10 0.001 0.01 0.1 1
nM nM

F7 oy MI FEECARRERAEE R, 1Cso EIE, FEMER/N " RIEIC I D R LT,

@DAREL Foy RBRLDFEEH
A FIgGLl D7 L—L T — Vg _XR—RA LT HE /) 7 a—FNLHKTHLN, 17/
FeEHL (N298A) #Hiid Z LIk V| Foy SRR EDREGHNMET T o L5 It T D,
AFEL Fey B & OFREEVEIZOWT 6 FHD & | Fey &K (Fey RIA, Fey RITA-R131,
Fcy RIIA-H131, Fcy RIIB, Fcy RIIIA-F158. Fcvy RIIIA-V158) Z T, ELISA £IC LV
M L7 & 2 A, REITWTND Fey SRERICKILTH, 1FEAERKAEEHE RIS ol
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PLEOFEREN S, ARET Fey SRIRICIF L A AT, Foy Z/BIEZI LT ind & i
L7722 &R S iz,
Foy SB/KRIZHT AARZER Y trastuzumab (FEHEXIER) DFESMH (HLFRHE)

(1)FcYRIA (2) FcrRIIA-R1 31
3] -O-Trastuzumab ECc=609ng/mL 0 2.5 7 0= Trastuzumab ECo=4.03u g/mL. _~°
L-77VURIT / O 77VURIT E
£ 21 €
s S 157
D 1.5 0
D D ‘] -
o 11 O
0.5 1 2 051
0 PP R Drrrifh—Prrmi? 01 =
0.01 0.1 1 10 100 1,000 0.001 0.01 0.1 1 10 100
BRE (ng/mL) pdicy (pg/mL)
(3)FcTRIIA-H131 (4)FcrRIIB
3 7 -O-Trastuzumab ECs0=2.79 pg/mk g5 3.5 7 <o-Trastuzumab ECso=8.64 M g/mL
55 | TFPFIVIRT 4 3{PFIURITS
E 27 g 23
- =
2 154 8 ] /
< < d
O 11 o |
0.5 4
— O i P —
0.001 0.01 0.1 1 10 100 0.001 0.01 0.1 1 10 100
BRE (g/mL) pticy (ug/mL)
(5)FcYRIIIA-F158 (6) FcYRIIIA-V158
3 -0~ Trastuzumab ECs=331 ug/mL. __—o 2.5 7 «o-Trastuzumab ECsc=0.432 1 g/mlL
T=7TFVUART T=7FIURTT
2.5 4 ; 5
= 2 g
§ %15—
= 159 <
O O 14
O 17 O
05 u 05 |
0 04
0.001 0.01 0.4 1 10 100 0.001 0.01 0.1 1 10 100

BE (g/mb) BE (ug/mb)
7T 7 OREEN IR E SO TR R E O WINYREE . #tihiIW Ot (Optical density) %7~ L7,
£ 71 v bid duplicate D FEHMEEZ R L, fEEHRIZ 4 /87 A—Z—FT V& W TIER L=,
ECsofEi%, 3 BIFBRZ M L, ZOFHIEE TR LI,

YIOREEBEETIVIZE T 2REESHE (/in vivo)

AIITe MUEHERO 7 L — LU =S E BT 5720, v U AW in vivo SRR T
%, PUEEMPUREAIC X DRV RIS AT B 720, AROFBEERTHIE b/ T AFAT
PURZER L7,

X A 7 Hi{k PRO314483 @ in vivo FUBEEEMEX, 5 MO~ 7 AJEEBHE T T /L %2 UV CRE
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L7z, BEEOBMIZEE L Cid, 2N TNESHREDIE L LRAD~ T R 2 H LT,

DRI R4EG - ERENCIS BEETILIZE T 5F A SHRADHRESSR

~ 7 AFERS - EEE MC38 BAlET /L (C57BL/6 ~ 7 Z) I2HB W\ T, F A F7HiIA PRO314483
(10mg/kg, # 3 [FIX1~3 HMH) 1%, BHEHBIZIG CogtEEzh 2 m U, JEEIEHEE =R
(Tumor Growth Inhibition., TGI) %, 1 #F$EHH 76%. 2 B G-5 98%. 3 H[E#E 523

103% T -7z, 2EM KO3 HEHKEG TIE. ThEhzeez=g) (CR) 3 #lLE5%E% (PR) 3

{mm&) Hiv, 2F%%E (CR+PR) 1E 60% T 7=, TTP5X GRERBHAAR; OIEBATE D 5 f%
ICEET L ETOHEE) 1L, PRO314483 512k, v bu— Rtk D § 1.4~3.0 [HIEE

iz,

MC38 #4BE T/LIZH 15 PRO314483 DifEZ SR

—e =Control, TIWx3
e Anli-PO-L1, TIWx1
e A11E-PO-L 1, TIWRZ
i AT-PD-L 1, TIWX3
3000 —

/
2500 /
/
= 2000 ,
EE /
g2
§%1500— /
E3
5

Anti-PD-L1 : % X F#ifk PRO314483 TIW : i 3 [El#% 5
KO BB RFEHER A RER R TOVIE R O EYT S 72 =R AT T A g

MC38 #4EE T/LIZ & 115 PRO314483 MEHE#ER

TN—F &5 (Iﬁi%g) = /7§if~/u n H%fﬁ? %TGI | PR | CR 12;5;’))(
1 Control 10 W3FEx3MAEM | 10 | >3,000 0 0 0 16.5
2 PRO314483 10 W3ExLAM | 10 | 1,349 76 1 0 23.5
3 PRO314483 10 H3mEIx2EE | 10 372 98 3 3 37
4 PRO314483 10 H3mEIx3EE | 10 282 103 3 3 50

B AFE & %TGI 1%, Control BEDHAME H TéH 2 Day 25 IZHE L=, 7235, Control BEDEEAREIL. LME
(MIZIEA IS -fitted value IZFESWTHEH L. %TGI OFHFEIZHW =,

@<y R§ENG - EIZTE MC38. OVABMEETILICE T 5 X A SHADHIEESE
~ U AGERG - EE MC38 IZIFA T V7 R 2 A 3B X8 TRt % & 7= MC38.0VA il
£7 L (C5TBL/6 v~ &) IZHBW\WT, PRO314483 (10mg/kg. ¥ 3 [A1 X 1~3 iAM]) (1XHifEE
DWRERL, TXTO~ T A THEIBEOFEEIEHENZED 57- (CR rate : 100%) .,

57



MC38. OVA #4EE T/LIZ & 1T 5 PRO314483 DifEZ R

=g =Control, TIWx3

e Anti-PD-L1, TIWx1
e ANti-PD-L1, TIWX2
= Anti-PD-L1, TIWx3

3500

3000

2500

(5]
[=3
o
o

Tumor Volume (mm')
Cubic Spline Fit
@
o
o

1000

500

28

Anti-PD-L1 : % X F#ifk PRO314483 TIW : # 3 [al#% 5
KOS IRFEHER « A RER R TOVE R O R S 72 =R AT 7 A g
PROS314483 % 5813, 3 ADHENEL > TWATD, KPP TIT 1 AR ZTWAD,

MC38. OVA #54EE 7 /LIZ & I+ % PRO314483 0 FF{lifE R

R . R &5 JEIE A TTP5X
TN—" 5. (mg/kg) 2D me—p | D (mm®) %TGI | PR | CR (day)
1 Control 10 H3EIx3HM | 10 | >3,000 0 1 0 18
2 PR0O314483 10 T 3[E] < 138 [#] 10 0 118 0 10 NA
3 PRO314483 10 H3Ex2:HE | 10 0 116 0 10 NA
4 PR0O314483 10 H3EIx3HM | 10 0 119 0 10 NA

FEBHARTE & %TGI 1%, Control #EDHALHTE H T 5 Day 29 IZHE L7-, 728, Control Bt DEEATEIL, LME-
fitted value IZZESW TR L, %TGI OF-HIZH W,
NA : never achieved

QI R#ERS - HIGE CT26 BIEETILIZE T X A SHADHESHER
~ U AFE - B CT26 BAEET /L (Balble 7 %) IZBWT, F A F7Hifk PRO314483
(10mg/kg, A 3 [FI X3 W) 1%L, TGI92%, 705 (CR1 ], PR1 i) 20%DHiEE R %
~ L7z, TTP5X iL, PRO314483 # 52XV, = bu— B LD & 2.4 FHER vz,

58



CT26 #4BE TI/LIZH TS PRO314483 DfEZ R

—g =Control
i A PD-L 1

3000 5

/

2500-: |
2000
Ez ] /
2z ] /
;;'ﬁbflﬁ—_ /
£ 1 A
F 1000]

] /
7

] 5 10 15 20
Day

Anti-PD-L1 : % £ 7 Hi/& PRO314483
EREONESIRFERER « & WE R T OEEIE R O AR AR X 72 =k A 7T 1 o fhi#k

CT26 F4BE 7 /LIZH 1T 5 PRO314483 O 5Tl #& R

. . =313 Beh. JEIE AR TTP5X
L— o 00
T B gk | 2rva—n | M|y | WTOT| PR R ()
1 Control 10 H3Ex3HWE | 10 | >3,000 0 0 0 11.5
2 PR0O314483 10 FE3EIx3HE | 10 443 92 1 1 27.5

FEBLARTE & %TGI 1%, Control #EDHALHTE H T 5 Day 20 I[ZEE L7-, 728, Control B DEEATEIL, LME-
fitted value IZHSWTHEH L, %TGI OFEIZH W,

@Y HREMHZEIE Cloudnan S BIEETILICHITEF A SHAORESSERE
~ 7 ZHPEE A E Cloudman S91 B4EE 7 /L (DBA/2 ¥ 7 2) 2BV T F A T7H{APR0O314483
(10mg/kg, # 3 [FIX3EM) X, TGI78%., £7=%h%E (PR2 #il) 20%DHUIEGEIRZ R LT,
TTP5X i%. PRO314483 ¥ 512XV, v rue—L XV b 1.75 FIERE &=,
Cloudman S91 ##EE TILIZH 15 PRO314483 DHEEIE

=@ =Control

il ANt PD-L1
3000 - ,’
2500 4 /
/
. 2000
€_ /
o /
2 & 1500
/

Anti-PD-L1 : % £ ZHi/& PRO314483
KRED RS AFEHER © 25 HE R R T OSEE K QMR ENT S ¥z 2k A 75 1 L dhifi
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(3)

Cloudman S91 ##EE T ILIZ$ 15 PRO314483 M5 R

. . N=3is 5 FEE 355 (A i TTP5X
L — N %
7 e (mg/kg) 2y va—n | P | (mmy | PTGL| PR | CR (day)
1 Control 10 18 3] % 33 [E] 10 | >3,000 0 0 0 8
2 PRO314483 10 1 301 31 ] 10 1,082 78 2 0 14

AR & %TGI 1%, Control BEDFEAME H Tdh % Day 28 IZHE L7z, 2%, Control #EDIEEARE L, LME-
fitted value ([ZFSWCHH L, %TGI OFHIZH W,

®~ o X fitifE Lewis Lung Carcinoma (LLC) BIEETILIZEITH XA SHADIESDE

~ 7 AfififE Lewis Lung Carcinoma (LLC) BAEET /LIZHBWT, ¥ A Z7Hi/K PRO314483
(10mg/kg, # 3 [\ X3 W) 1%, PUEEIRZ RS20 o7z, TGLIZ—10%Th Y, 2R

1L 0% TdH o7z, TTP5X DIER S

Tumor Volume [ mm”)

O LIRS T,

LLC #HEE TILICEH T 5 PRO314483 DiEZ R

—=— Contraol

—&— Anti-PD-L1

2200+

2000 1

18040

16040

1404

1200

1000

a0

600

400 -

204 4

[

Anti-PD-L1 : % £ ZHi/& PRO314483
EREO NS IRFERER « & WE R T OEEIE R i AR AR X 72 =k A 7T 1 ik

LLC #B4EETILIZH TS PRO314483 MEHE#HER

T
20

. . e 5. JES A TTP5X
L— . 9
7 e (mg/kg) 27— | | (mm?) WTGL| PR | CR (day)
1 Control 10 8 3[E]x 3 [ 9 2,407 0 0 0 8.0
2 PRO314483 10 8 3[E] x 31 [ 9 2,389 —10 0 0 6.0

B AFE & %TGI 1%, Control BEDEAIIE H T 5 Day 16 I[ZH & L7z, 7238, Control B &AL, LME-
fitted value IZHSWCTHEH L, %TGI OFEIZH W,

{F FISEIRRS T - FiES T
BB L
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VI. EMENEICET HIEE

1.
(1) ‘BELAMCMFRE

I AR E D HEFE

VI—1 (2) HRARFRBRCHERR Sz M

(2) BRRGABRCHEREIN-IMPEE

1) BHEE%ES (BRANIZESIT SR
H A N OELTETEE B 3 BT 12 A4 10 T 20mg/kg ™ % 90 4> (15 4y) RIAMEEL
LEDMETTT V) A~ TEBEHBIZILLTO LB ThoT-, MABHOEE 7 VT T
AIRBREOME TR L, SAREIXIFIEMIERRIAY LY,
VE) KR SRR - [

AR ENTZHEL O E -

it 7 57 1) X T (rg/nl)

VIR R 722 1T - B OIE/NIIaE. PD-L1 BBito 3/ Nmlalig s 381 21
BARBIRE, AL NG IS, SIBRAGE e o Bk W P S, R ST A TE D
BiME NK/T HIfE Y Sl - Sl

YIBRAReZR I AmAa s . DIBRASAE 72 Mo i

PD-L1 B D A V€ 2 5K FaME > HER2 Fatt o R ARRE UL B3 A%
(TV—1. ZeIE] 2R)

TTFY YR T GBETHEEZ) OPIEIEGRHL 60 532 TrilissE L, FIE
B G ORRENBHTHIUE, 2 B HLUBEOR SR 30 /> CEfficx
5

<GB/ AT « FRR O/ NRatE. PD-L1 BRI/ NI 231 2 i

B, AL N>
1200mg % 3 IR X1 1680mg % 4 i [ IR C A i

<BIBRABE 22 A >

1200mg % 3 i [ M0 C AL

<PD-L1 Bt DRV 2w R EME D> HER2 a0 FIF e ST 7 W
840mg % 2 MG X 1% 1680mg A 4 ¥ [E][HIFE T A EE

<GIBRANHE 72 Ja BLPRHR R A >
% 1200mg % 3 i R FRR T s iE
2l B/ 15mg/kg (FRE) (FKk 1200mg) % 3 38 IR < AR EfE

<HRPE UTEEEME O ESME NK/T M Y o SE - Sfl>
R : 1200mg % 3 3 R 1R C A s e

12 L Eo/NE : 15mglkg (RE) (K 1200mg) % 3 3 [ b C i ipd

<GIBRAHE 72 i i >
1200mg % 3 38 [ IR C i s
(TV—3. HEEUHE] 2R)

B SROMmMEPREHERE (FREN=3. THELRERE)

600

500

400

300

200

100

o 10mg/keg
A 20mg/ke

el (H)
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HEREHOEYHE/NS A -2 (FAEN=3, THELFERE)

ESaa Cmax™ AUCint Va, s CL te
(mg/kg) (pg/mL) (pg*day/mL) (L) (L/day) (day)
10 220+21.9 2,290%+101 3.72+1.14 0.23620.0572 11.720.969
20 536+t49.4 6,6301+-668 3.82+£0.718 0.213%+0.0609 13.0%+1.32

*Crmax : MIEF5HF (Cyclel Dayl) D5 30 47 DE-ML

H AN OHEST B BE 21 HIIAHE] 1680mg & 60 4y (15 4y) MASTEERHE L7z & & omigH
TTFN A2 TEERBIILLTO LB ThoTo ¥,
HE®REHOMEREEHS (TYELELERE)

SO0 =

% (pe

BiNeT

HEZEHOEYEFE/ NS A —2 (EHELFERE BIEK))

&5‘% Cmax* AUCinf tie
(mg/kg) (pg/mL) (pg*day/mL) (day)
1680 699+146 7180+1340 24.4+11.5
(N=21) (N=18) (N=18)

*Crmax : MIEIFGRF (Cyclel Dayl) O#¢54% 30 4y ORI

2) REHEE (BRAIZBIT5HHE)
H AN OWESTEIEBRE 3 B9 2I2AA] 10 Xix 20mg/kg ) % 3 HFEMIFE T 90 4y (£15 %),
PIEE G281 5 BRMEPHER SN -5E. 2 I HLRE 30 43 (£10 43) (ZHHE rTRE) A
ELEEEDMER T T ) A TREHBIZIUTOERBY Tholo, SHEMAREOEHET

1.25~3.06 Th-o7= Y,

) KRS NAIREUIAE < [RAE
EIRRRE/RIEAT « FIF6 DI/ MAINLIHE, PD-L1 Bt MRIMGE 255 1 2 47
AR, R RN AE 2 R BRI A, R AT
HisME NK/T Ap Y > < - &

1200mg LA

BIBRA B 7o M . BIBRAHE 72 o i
PD-L1 (D - V€ v Z 5K aNE D> HER2 Fatt o T ARRE UL IS A
(TV—1. ZeIE] 2R)

AREN-RAERCHE : 77V ) X~7 (REFHIRZ) OYEHEESHE 60 400 THEHEL,
B 5 OBEMER B THIVUE, 2B H DO & 5-FE/IL 30 /0 £ CHEMic & 5,
<UIAREZREST « 38O NI, PD-L1 Bt N IZ I Ak
B, RTINS
1200mg % 3 [IfIIE XX 1680mg % 4 i [ fIlE T S i
<UIBRANEE 72 il >
1200mg % 3 i ] [ C A i
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<PD-L1 DR NE o ZFEEMEDD HER2 D FIFARE
840mg % 2 WM X% 1680mg % 4 I RIFEIRG C i fhE
<GIBRAHE 7 o BRI P >

R 1200mg % 3 TR bR TR R

2 A B/ 15mg/kg (FRE) (Fk 1200mg) % 338
<P LS @@Eﬁé’\% NK/T #if ) o /8 - s>

A 0 1200mg % 3 i RIFEIRR T A EE

12 5% 2L B/ - 15mg/kg (RHE) (B k 1200mg) %
<UIBRTRRE 70 M fi >

1200mg % 3 3 [ b C AL

(IV—3. HEEUOHE] 2R)

VR EFLEE>

B[] ] I C i

3 30 ] e C i

REH#RESHFOMFDREHS (ZRAEN=1~3, FTHELZERE)
1000
—_ o 10mg/kg
:% o A 20mg/ke
g‘? 800 — _
é \ A+ 4
#6004 & |||
™ ;F \ \
14 l
> 400 -4 |
ik ‘ 7 _%“-\._ﬁ
i 200 —
//6
E X il —a o — &
= 0
T T T T T T T I T T I
0 21 42 63 84 126 168 210 252 294 336 378
FrfE (HD

#d%ﬂ@ﬁﬁ%ﬁ%ﬂ3ﬁl@wﬁk$%5ﬁm)%i%é:tﬁlmmmg%3kfﬁﬁ%f6o

547, MEFEGIZHT
FEﬁn
P4 7021 H) W

ﬁﬁ%&btk%@ﬁ$k

D A l‘ii))ﬁﬁwu SnGE. 2
BIFAMIEF 7TV

(+
[5] HLARE 30 43 (£10 4y) (& T RE
X< TREIILLTOEBY Thotz, (1

REFZLSHEODEHAANCE T EMERT TV ) AT TRE (FHELFERE HIF))

B A 7L BRI B 4 3% L (ng/mL)
Cyclel Dayl #4530 1% 452+107 (N=56)
Cycle2 Dayl e aeill] 98.2+32.4 (N=46)
Cycle3 Dayl B[] 162+40.8 (N=40)
Cycle4 Dayl Be 50 188+55.6 (N=35)
Cycle8 Dayl Ee il 224+99.1 (N=18)

ﬁﬁ$%4mﬁHﬂ$A$%ﬁ4m)%ﬂ% K%S@mg%2gﬁﬁhf60

(£15%5. ¥l

BB GBI 2 AR MR S NT-5A. 2 BIHLE 30 43 (£1057) | ﬁmﬁﬁ)ﬁmﬁﬁﬁ
Lt}:%@EiKA BIAIMER T T VAT REFIUTOERBY Tholz, 1 H A7
28 Ei) 36, 39)
REBESFEOBARAANZEFT2MEFT7 TV )XY TEE (FHELIZERE BIF))
YA PR M PR A 3% L (ng/mL)
Cyclel Dayl Be 5 30 itk 411+98.9 (N=34)
Cycle2 Dayl E ] 178 +67.5 (N=32)
Cycle3 Dayl E (] 264+95.0 (N=32)
Cycle4 Dayl il 293+116 (N=29)
Cycle8 Dayl B 5 316+162 (N=17)

AN D

EATE N 21 Bl AT 1680mg % 4 i
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5 BAEMENHERR SN2 A . 2 BIH LR 30 47 (£10 43) (Z4HE lRE) FLAEFE L7z & <ol
WBHT7T TV R~ TREHBIILLTO@Y Tho7=2°", Q%A 271 :28H)
REBSHEOBARANZESFTI2MER7 TV XTI TEE (EHEFIZERFE FHI%)

A7 BRI A I35 I (ng/mL)

Cyclel Dayl #4530 ik 699+146 (N=21)
Cycle2 Dayl Eacaill 133+46.0 (N=19)
Cycle4 Dayl P& 51 252+68.7 (N=5)
Cycle7 Dayl 5 5-5i 300* (N=1)
Cycle7 Dayl %530 ik 1120* (N=1)

* {18 1]

(3) HhEE
M ER e L

(4) BE - HEEOXE
1) BFORE
PARPANA

2) PFHZEDRE
AFET IgG FURTH Y | KRR F L RRIICHES T 270, MMNEGRZIr LTl bk s
DT EDBBNT VD, MRS & D REOAREMEIE S, —HRPICdt s boo, B
N LTHR OB GIHENEZE X DD, TDzd, RIENFYBIRE M AR 4521 5 T
PRI EBX BN D 2 b, EYMAEHRBIIIN L TR,

2. EMRER/INSA—4
(1) @BFAHEO
A 1mglkg~20mg/kg ™ KON 1200mg % 3 H MM TG Sz 472 il (B AN K OSME
N) OIyEHR 7T 7 ) Xv 7IREAE AW T, RHEMEYEIEE T LV ZREEL, 2-a 0 /3— X
FET LT 1IIRERDET ABEIRE NI,
E) AR ENTHEROHE 77V ) A~7 (@A) ORGSR 60 4300 CEMEEL.,
G- OREEN B CThiuX, 2 BIHUBEORGREIEL 30 4 M F T
T&X 5%,
<GB/ AT « FRRE O NRaftE, PD-L1 BRI/ NI -3\ 2 i
B, AL N>
1200mg % 3 HAMME X I1E 1680mg % 4 1A [ [ hE C Ak i
<BIBRABE 22 A >
1200mg % 3 i [ 0 C AL
<PD-L1 Mt D R 25K D> HER2 Fa M D 4 AN RE S I 38 s>
840mg % 2 MK X 1% 1680mg % 4 ¥ [E][HIME T A EE
<GIBRAHE 72 Ja BLIRHR R P >
R 1 1200mg % 3 ¥ RREIRE C i i E
2 Ll B/ - 15mglkg (KH) (K 1200mg) 4 3 3 IR T i e il
<FFZE ITEEAPED &S E NKIT i U o ~fE - s>
FE : 1200mg % 3 T8 [ 0R C A sk
12 5% BA Eoo/NR - 16melkg (REE) (B K 1200mg) % 3 3 i IR C i i
<GIBRAHE 72 0 i >
1200mg % 3 3 [ b ~C i i
(TV—3. AELRUHE) 28)

(2) RIGEEFEL
PARPANA

(3) HEREEEH
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SRR () =27 H

(4) YIVT7SRD
RHEHTEEEN BT (B AR AR OFME A D)
AFl 1200mg # 3 BWHFRE TG LIcfED 7 U 77 A (CL) =0.200L/day

(5) HHEFEO
RHEREEENREMENT (B RN K OYME A O RHR)
AF| 1200mg % 3 WHMERMIIE CTH G LIZBEoF R a o X— K 2 > O FHisFE T 8.28L, EHIK
RBICEBIT DAL 6.91L ThH 5,

(6) Z0fh
BB L

3. BEH (KREaL—23Y) g
(1) BfAED
KAl 1mg/kg~20mg/kg * KT 1200mg »° 3 MWMMIE TG Sz 472 6 (AARANKOHE
N) ERG L U RS BREARIT ORI, 2-5 03— b A2 FETLT 1 WIRDET L
NEIR Tz,
) ARBENT-MEROHE : 75V U X~ (BiofHHaz) OvERERT 60 530 CTAREEHEL,
WEHEEOBFEEN B ChUE, 2 [ H OB R 30 2 E Tl
TE 5,
<R RRERIEAT - FESR O INHIRaNTEE, PD-L1 B3 NEREIC 301 D1k %tE
Wik, ERERRY N>
1200mg % 3 ARG XI1E 1680mg % 4 1A [ [ hE C Ak i
<UIBRASRE 72 T >
1200mg % 3 3% &I 0 C i s
<PD-L1 BBEED R NE 23RN H > HER2 fat: 0 FEH AR 6 I3 5 3 Hom>
840mg % 2 MK X 1% 1680mg % 4 ¥ [E][HIME T A EE
<GIBRAHE 732 B BLIRERER A >
A : 1200mg % 3 i i [E bR C i iR
25 LA ED/NR - 15mglkg () (Fk K 1200mg) % 3 A [H][H F@ C A ERE
<FFE UTEEEMEOHiSME NK/T Mifa Y o Y - 85>
BN 1 1200mg & 3 I RS C i iR
12 Ll Eo/hR  15mglkg (FRE) (K 1200mg) % 3 [H IR C A FE
<UIBRARAE 72 o A gee >
1200mg % 3 3 IR0 C i s
(TVv—=38. HIEEUHE &8)

(2) IRSA—BLTEHER
IVTFURIT AT I 7TV Y X~ THURREA S, EE, (RE, PRar8— kR
¥ NOSHEFREARE, 7T WAL K o= N A RO AEREIC R S IR A L
L CEIR SN, 20BN EL, HEBICLDHERFHOXLE I /WEEZ BT,

4. RIR
RN

5. 9%
(1) ik —RxBES P& A
MR L
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(2)

(3)

% — AR AR RE P @@ 1%
VI—5 (5) OO ~DOBITE] &K

L~ DT
MR L

<BE>

(4)

(5)

(6)

ADOFLIT P HEERBRIT = L TR0, IgG Xt IcBIT T2 2 b Tng 1,

BRAOBTHE
BB L

T DD~ DT

M ER L

S >

=0 A FIVDOEFIREDDHEFE (Vass) OFHMEITMIERSEEIL TRY 2, FICHEERIM
WA L, MR~ OBATIZIN 70N 2 ERRIB S LT,

MmEEEREEE
BB L

6. 1t

(1)

<

FCBER L B UM SR R

M EE R L

55>

KINTH =7 A FTBNT k7 1gGl ¥ 7 % A 7 L[k fydiies2 R~ L ¥, ok b
b/ 78— AHRERLT IgG 7 L—2U—2 2/ LTNWDHZ D, R ORBIINERME
IgG LRI THDEEZOBND,

— I 1gG FURIZIROMEFHFICiTIF & A Pt ST, RN TR X7 F T X B
WCOfRENT-H, ZTO—ITRPICHRE S D2y, WKM7 2 Ve LTHEHAHA S D L& X
His W,

(2) RFICAAET SEE CYPEH) OHFE. FEX
B -t
(3) MEEAHRDEERVZNEE
BN -t
(4) REWOEEDEERVEMSEL., FAELLLE
Bt
7. B
PN
<HE>
AHNI T =7 A FNTBNT— A7 1gGl 7 % A 7 L R EieZ R~ L 2, fhoe b
k' /70— AHHELFRIL IgG 7 L—L T =22/ LTCN5 Z EnD, PEltDREEITNRME
IgG LRI THDEEZBND,
8. FSURKR—E—IZEHT B1EHR

HREERRL
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RESEMERMBN EARATIC ISV T [EER IR

IMpower132 {5,
IMpassion130 #tB%)

IMpower110 #f# .,

IMpower010 75,
(e RPN NSy gkl N I5i QO E BN SRi ()3

NAHER 6

9. BRZEICKBBREE
MER L
10. BEDNDE=EZETHEE
ANAR
/J\ %fé.affi_ﬁ WERE SRS & )5, AAl 16mglkg (kK 1200mg) % SLFﬁF‘ﬁﬁmf 6077 (£
. PIEIR B 1T 2 AR méhtﬁm\ 2 M B LI 30 43 (£10 43) |ZHEEHMERTRE) M)
,,\\{Fiﬁa%/f L7z &nifEF 77 ) A7 REIFILTOEBY THH-T- (571*./\7‘ ) (19 A
J)v 21 H) 49
REHRSBEOMELT TV AR TEE EATFHE EAIEBREN (1))
- 1.3 PR (ng/mL)
P47 BRIEE 5 BULL 12 B 12 B 18 B
Cyclel Day1 #4530 ik 312 (28.7) (N=26) 337 (26.8) (N=34)
Cycle2 Day1 501 59.3 (31.4) (N=25) 56.5 (50.4) (N=32)
Cycle3 Day1 Eac il 58.9 (234.4) (N=13) 85.0 (47.4) (N=19)
Cycle4 Dayl e 5.1 99.2 (36.4) (N=11) 113 (41.1) (N=16)
Cycle4 Dayl #H 30 % 382 (16.4) (N=11) 373 (78.9) (N=16)
Cycle8 Dayl ¥ 5-7i 166 (19.8) (N-4) 145 (21.9) (N=4)
1. Zhih
[1680 mg/body (4 :EFEIfE M=) O BEHEMENERZNT]
(UIBRTEEL 1T - BROIE/N A E. PD-L1 BiEnIE/NRRmEIZH (T 5 TR fEBEE.
HEREU/NARMME. XU PD-L1 [BEDRILE O ZBRIEE N D HER2 2D F M AREXR (I BH
L&)

AR OS5 RER (OAK R,
IMpower133 &R, KO
HROGMITHEDE,

1000 BIORAREEEM 2 Z N EER L, YR REERFIIAA] 840mg % 2 MR E
5 1200mg % 3 W MMEE 5. 1680mg % 4 BEFEE 5 L2k A 7 v 1 L OVEFIRRE
IMpower133 7,

BT TV Y A~ T ORGEREEHETE LR (OAK R,
IMpassion130 &%) 13, U\T@ LBV ThoT, 728,
%‘3&0“ IMpower010 5k (2

IMpower132 #Bk .,
BIFL7T V) A7 OREFEBEOHERIIZ OV TIEL, OAK AR

BIATTF ) AT OREEOHTERRLFETH T 16,
OAK :RER CGGE/MARERIE) IZHTA 7TV IV ARTDEREEE (HEE)

IMpower110 7k

— A Crmax (png/mL) Ctrough  (pg/mL)
R - & A Cycle 1 TEH R AE Cycle 1 TE R TE
S 392 574 77.6 165
1200mg [271,577] [380,889] [42.3,128] [60.9,389]
3 M bR A 432 665 92.9 216
[296,629] [435,1020] [57.7,146] [87.6,476]
RS 545 719 82.9 151
1680mg [381, 798] [501, 1100] [41.8, 151] [54.8, 402]
4 A HARN 600 826 102 202
[416, 865] [576, 1250] [55.9, 175] [77.4, 481]
L FEEIME [5%40. 95%4]
IMpower 133 5X8& C/INARERRE) ICHETAT7TY VAR IDBREE (HEE)
; - Cmax (ng/mL) Curougn (ng/mL)
R - & KM Cyclel TEH R AE Cycle 1 TE R TE
1200mg Stk 403 587 82.1 176
3 M bR [308, 551] [414, 881] [51.0, 132] [86.5, 353]
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. - Crmax (ng/mL) Cirough (ng/mL)
Fis - iR SeH Cyclel E R AR Cycle 1 I
A 446 682 94.4 228
[366, 564] (513, 934] [64.2, 140] [124, 410]
Ltk 563 735 88.3 162
1680mg (434, 762] (530, 1080] [51.6, 149] [75.6, 353]
il 5] A 624 849 105 215
[511, 780] [653, 1130] [68.2, 160] [112, 399]
KT EHME [5%. 95%4]
IMpassion130 ;X8 (FLB) ICHEFET7TVY VAR ITNDIREE (HEE)
. - Crmax (ng/mL) Cirough (ng/mL)
J - iR BRI Cyclel TEHRAE Cycle 1 TEH R AE
Atk 325 599 86.5 263
840mg - [229, 465] (388, 928] [59.4, 127] [132, 503]
2 W A A 370 682 93.8 299
[264, 520] [447, 1040] (63.7, 136] [156, 548]
Atk 653 880 112 206
1680mg (465, 915] (603, 1300] [67.3,178] [88.3, 432]
4 YRS A A 742 1010 124 239
(536, 1030] [704, 1470] [78.8, 190] [108, 487]
BAEE [5%50. 95% ]
(UIBRAREL ST - BROIE/NMAREAHEE. PD-L1 (540 IE/MNERIHEIZH (T 5 TR BEE.
BEU/NMERNE. PD-L1 Bt DRILE o 2RMAKRMEA D HER2 I O FHi F i X (LB RILE)
Zﬁﬁu@fé‘@ ij"g—é H/%Eﬁ Emﬁ**ﬁ@f:% Kﬁu@ﬁﬁfﬁ = (Cmax ))—ZU\ Ctrough) L ﬁ/ﬂél\i Eo
MR BT D SN o T2 Z &b A 840mg % 2 Rk #S-. 1200mg % 3 ¥

MRS, 1680mg % 4 HEFEERE L-BRo%

(rv—3.

(2) MEROHEORERE - 1R 7“*%5@)
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VI. &t (EALDZEESF) ICBEJI SHIER

1.

2.

E_Zﬂ:

ZEAREZTOER
1.
1

.1$ﬂm BRABICHAIMIETERIERMBHRIZEWNT, NAULEREREICTSLTNE - BR%
BOEMDY LT, RFIDFERAIET EHER SN DEFICOVWTOAEET S L, Fi-.
AERIRICENLE., BEXIIZTORKICADERVEREZ+72HBEL. AREZH{THLE
BEg52¢,

1.2 MEMMEENH SO, RTICESEFIDIRESNA TSSO T, MEERK (FFIREEH.
R, FEE) OMERUEBE X RREOXKEE. BEEOKRBEZTHICHEEI LI L, EF
NROHONIFEICIERFIDZREZHIEL, BT &ﬁtw£/ﬂ®h5#®ﬁwmkﬁé
52 &, [8.2, 9.1.2, 11.1.1 &H8]

SR>

1.1 ARFNOFEFZEE L TE, BRAFFICH oL TE 2 EEXICBW T, DALEREIC 07

ﬂ%-ﬁ%%ﬁoE%@%kf\ﬁﬁ@@%ﬁ%@&#Ménéﬁmmow1®ﬁ&ﬁﬁé
VBENHDHZ EMHRE LT,

F o IBRRBMRIZIENL D B UXZE OFEIZAINE R Qa2+t U, AR 215 Th
ORETHVENSHD Z D, TOETHEH LT,

1.2 KEFEEH%, BEWHEEND S b, SLEICE S THEFNHRE SN TEB Y, +oR8is kO,
WYL E NV TH DI ORE LT, KRR OARFE GHB0 5 B MR E (i
s, MR, HERRERIRR % 2 G Te) OFBURPLIX, V-8 (1) —FEH> 11.1.1) %
i R R

BESNBREZTDER
2. 2R CROBHIZIFZRELAWI L)
AHND K3 UIsBBUE OB IE D & 5 B
SR>
A ERGICARPRERFEE L TERE L.
AFNOEGAZ BTz > TE, RFNZE 4L DTSR 2 MBUE OB O A2 /R 52 &,
F72. KRNORDZIZHONTIE [IV— 2. FHFIOML] 22T 52 L,

- RERIIHRICEET TR £ T DER

'V —2. PRESIZNRICEET DR 22T 52 L,

. FZERUVAZICEET 5FEEZDOERB

'V—4. HELAOCHEICEETER] 228552 L,

. BEGERWEE L ZTOEH

8. BEELEARMIE

(GhEESE)

8.1 Ao T HfTEHEILIERIC & ‘ﬁ@ﬁrﬁmzﬁﬁﬁék%z%hé%bﬁﬁ%%r
%ﬁ%%bhé:kﬁ%é %@h Ex+HmIcBlE L, REPROLNZHAICIE, B
F@ﬁrﬁm *¢%®%ﬁ%%ﬁb %@@W%%ﬁ%ﬁﬁkkoﬂf®ﬁrﬁm

;6m¢%#&bht ik, BIBRERLVECAIORSSEEERT DL, 0,
Kﬁ&%%T% E%ﬁEW%#%%bhé EWDHDHDOT, KRBT H S BEEOR
A+l BlET 52 b,
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8.2 MEMEMREDNH HPND I LR DDT, ARNOHERGIZHTZ > TiE, FIHPER (FFRIA
HEL K, FEENE) OGRS OMIE X B A O i, A OREE +oIcBlET 52 L,

Fo, LENZIS U T, M5 CT, i~ — 1 —%F0mEEFEET 5 2 &, [1.2, 9.1.2, 11.1.1
]

8.3 JITHEREREE. P, WHLMEIRE NS HbD Z ENH D DT, KOG BRLERT M O
B P E IS RERE 21TV, BEOREEZ BT 52 b, [11.1.2 2]

8.4 1HIERFENHHONDZ ENRBHHOT, Mg, b, MEMEEORER O R B LMDk
i toEE+s2 8, [11.1.5 28]

8.5 HUKIRHREREE | RIBHEREREE L O T BEEEREENH DL ENHDHD T, KD
P 5-BRAART M OG-8 I EBIRIC Ny sk semd (TSH, 28k T3, 74 T4, ACTH,
Mz LF Y —VEORE) F2iTH5 2 &, o, REITSU T, BERRESEOFEm S
BT o2&, [11.1.6-11.1.8 /]

8.6 HIEMMEIENDH SONDZENHDHDT, KT, IR T, FRURIREE, T e
DI A +m312475 2 &, [11.1.11 ]

8.7 BHEERENHLONDZ ENH DO T, EHIHICBHEREZITV., BHEOWREZ 5
WBIET L2 L, [11.1.18 ]

8.8 k. BRUBMAHENH LoD Z ENHDHOT, MHMKET, MW, CK L&, mH K
WRH I A7 ve sy EAEOBEZ /710479 2 &, [11.1.14 ]

8.9 LHENHLLNDZ ENHLOT, M, CK EH., LEXEESEOBELZ+5I121T)
Z &, [11.1.15 ]

(EZEERABEDORFELEREZR CUIRTRELET - BROIE/NERRIME. YIBRAFEELRIRRE)

8.10 KAl & HNKRTTF L JORT U ZXVNLEHREE, WOICEKFE DVRTFTF o ]
IV EXVN KON AT (BIE TR Z) 220G DB, RBEWEL HER
WIENRSH HbD Z ENHDHOT, BEPITEMICIIGRE 21T 5%, BEORELZ T+
NCBIET S 2 L, [11.1.20 &2 ]

<>

(Zhaek@)

8. 1~8. 9 AHKID T MAEMHACIERIC L 0 | WEDORIERISIZRER T 5 & & 2 DL DEkx RBEES
RIERH HONDZ BV | @Y ERIZ W K NE U EES Y RIRENEE L e D,
AFNOBEGZHT- > T, BEORELZ H2IZBIE L, BEPFO GNHEICE, mEDR
S SN K DRIERIOFRBLABRE L, #U)7e8n2ha1T 5 2 &, SEBEORITER 2 5
THEIid, BB REFRNVE L AIORGEYBETHZ L, o, KEBGKETHRICEEZRR
ERARH LN ERHDHDOT, KRR THGBEOREL HICBIZT5 2 &,
(VII—8 (1) FERZRRIWEM & UIIELR ] DEZH)

(eEEERABBEDR T LREZR  VIBRTEEGELT - BROIE/NEEME. YIBRT R MARRE)

8.10 Marble FBROAA|+ W IVR T T F o +,37 U X 2w )L#E KON IMpowerl50 #kBk oD AHK] +
HANKRTZF 2 +37 ) E XL+ 2T (BETHBZ) BHZRW T, REWELH
EKBAMEDNEO N TND Z ENORIE LT, &ETITEMMNIC kA EZIT > %, B&
DIRFEE TSI BIETHZ L,

6. FENERZEITHEEBICHATHIR
(1) &HHE - BIEEEDHSHEE
9.1 AHHE - BEEZEDH L EH
9.1.1 BECRERENDAHXXITEMEMNE LS IBEREOBECAEKEDBREREOHIEE
G BEDOEIER N RBLUIEET 2 B8ENAH 5,
9.1.2 MBEMMEBROHIBEXEIZTOREEOHLEE
M MERREEABE IES I B8N b 5, [1.2, 8.2, 11.1.1 &[]
SRR
9.1.1 PD-L1/PD-1 #& I ARMMEE R RICER L TBY , ZORKEZETL 2 LICkY ., A
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CIRPEIRIESE DR NMEMEA FEFRO Y 27 PR D AR & 5, AFIOD in vivo 75
PERUER T3 CBTBL/6 MEME~ 7 X2 BT D ARIHMRIRAL (=2 —u/3F— 1 U 2R EKRiE
D LR, 10mg/kg/ L EDOFFRNERE TRI) KOH =7 A PRI 58
ARZ /BRI B ZE  (15mg/kg/ I8 LA EDFFIRN LT TG THE) o bhTnd, Z
NOOFERND, ACRERRZ AT 5EBE AR Z &KL L PD-LI/PD-1 #&# & HE
5 L. HORUSTEDHIER D 5 VIIHENFE S D TR R S, £ o7, FR
AR T A R RE OB 2 A 2 BH IR EARI VRS Sh TV,
AFIOERITER L T, B CREREOIURE R OCBERE LR T2 2 L, £72, AFO
BHICHTo - T, BEOREZ TH0ICBIE L, A CRERRBORER IEICEET
5T L,

9.1. 2 KRAND KRB W TREFEVERTIRA . AR FE LNl 55 DBEAEIE 2 A9 2 B 134
ENSE SSURE Ny (A QAY N
MEMMREO & 5 HE T OBIERE D & 2 B3 Tid, VMM E B T
TOBENDRD D, AFOMANTER L TiZ, FEMEZRE O BRI K& OB E 2 el
DL, Flol KRNOEEIZH o> T, FEMIMRBOYIAER (IR, %k, 3§
BE) 0B L. BENRD NG E I X R EE L T 52 L,

(2) BHEeEEERE
BREIN TR

(3) FFHaeEEERE
BRE SN TR

(4) £hEREEHET HHE
9.4 KJEREEHT HE

BEHRT 2 FIREMED & D M IE, KA G- R O 5% 5 77 A BIZIBWClEE 3 % 424
S R ONEY) 22 R I DWW T+ 5 2 &, [9.5 ]
<SR

VII—6 (5) ifhs) OEBE

(5) WEhw
9.5 1E4%
I d SOATHTHR L T2 ATREME O & 2 £otEicid, 1R L OB RMEN G2 BB D &l &
NOGBENCOREET D Lo KHlZ T AR A FERBIIER STV RV, KK
T 5L RIS T 2 RERRDE I, TEESR IFEESRNHINT 5 rTREMEN
Hb, £72. b b IgGITREZ@EET L2 ERMONTEY . AFNIRHEN B IBIE~BAT
THAREERH D, [9.4 B
<>
PD-L1/PD-1 DO EIC LY | MESEZ Gt MERIEAITHEELZ KIFL., BEETICES %
PR O R BHEHE SR U A 7 SR T D Al BEMER & 5 Z L TR T I T s Tnws 2ok
DHRE LT, TNHOHREFICTEY ARANTIEIRICEREL LIS T RREEREVWEEZILND
7o, A FREGARRER Tt AR LW D a[REED & 2 3 & 5 R LV BRIL SN TH
0. AFNOGEYRF OB EAZRET 5 L RMEITMENL L TVORY,
AHN 2 0 ATIEHRE L CW A ATREMED 8 2 PRI I3 592 Z L 2 HEE Lo, e &5
B4 DA IITIRE EOFWEENERME A A S LTSN B/ICORFEEGTH L, £
7o R B ATREME D & D etEiciE, ARG X D IRIE~DEEIZSOW T4 L, AHI#
B R OB 5% 5 71 A RNZ R CRELE 3 2 B ME K ONE ) 708 R 2 DUV TR 35 2 &
¥, M OTERMIM ZZE L ChR&&R 5% OREMZ 5 7 HICEREL T\ 5,

(6) I
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9.6 ZELIF

R EORERMEM AR EBEORSMEEBE L, BAOME T ILZRETTosZ L, K
Hloe SFHHFA~OBITHEICOWTEAHATSH 228, & b IgGide MEAHFICHEH SN D
ZEMMBILTVWD,
<>

AFIDOE M ~OBITIIHFT SN TV WA, b b IgG 1T ~BITT 2 Z 085N
TEO ., AEGHAAFICBITT D2 E0NHEE S, RO EICHEZ MIETAiEER’H 5 =
EMBRE LT,

AFN I IS B 5T 555120, IR EOFRERORILRBEORREEZERE L, =IOk
T I 2G5 2 &

(7) MR

9.7 /©NR
(UIRRARELETT - B OIE/NAaME. PD-L1 B0 /MBI & 1T 5 TR,
HERENERERE. VIR R AFHIREE. PD-L1 BHEDRILE O ZREEM M D HER2 [t
DFMAEER ITHEFRILE)

9.7.1 /WA S L U= BRI 3206 L T2,

(UIBRA e/ B B AR BN SR NI B )

9.7.2 IRHIZEMRER, BralR, FLIRUT 2 R O R 2 x5 & LR ARFRBR X580 L T
2uy, [16.6.1 ]

(ERITHAMEOESMENK/T M) /g - 25)

9.7.3 IRHAMKER, #rAR, wIR, ST 12 R O/NE 25t & U 7= B PR kbR 13 320
LTV, ATTACK i3 12 5k BL EAkf5e & U CHER S 723, 18 ki D B 134H
KNSR oT-, [16.6.1, 17.1.12 ]

<SR
CHIRAREEZR AT « FR3E O IR/ NI TG . PD-L1 Bt o I/ N fitife (2 36 1 2 it mihiik, i
JEAL NS . YIBRRRE 72 AFAESE . PD-L1 ik D kv v 2 xRS HER2 [t T
ARRE UL TSR
AFNDOEGRAFRBRC W TR AR R, Bl A, ShiE SO/ NSk 2 R A 72 < |
LML L TN I M BRRE LT,

CENBRASEE 72 N BRI P >
2 AT A x5 & U, BIBRANRE 72 I B R A BE L2 k9~ 2 BEPRARBRI L FEHE L TN Z &b
RIE LT,

SFHFE SUTHEEAYEDEAME NK/T Al U >3 JE - S
12 AR O BE G & Uiz, BRESUTEERMEOE/ME NK/T fifm U o SBE « &85k 25 B
FEBRIZEM L TN Z EnBERE LT,

VI—10. ¥sEDOE a2 AT 585 OHEZR

(8) &#E

9.8 BinE
HBEOREZBE LN OEEBEICRGTHZ L, —RICAEFENMET LTS Z E03%
U,
SRR

OAK #BR DOARFIF H5REIC BT, 65 kbl & 65 AR OIER CHEHEL ORI RIT LD
DIEoTaln, —RICEEE T, ABEEREMET LTS Z NN &, Al ~0&k5
WZHTe> TO—RIRERE LTERE LT,

AFNOFERIZEE L TiE, BEOREZBLE LN LERICEGTHI &,

0AK SHERD A EEEROME

AFKIE (n=609)
65 Al (n=2334) 65 %Ll E (n=275)
Ll LY 1 OOFERSEFT HBE 317 (94.9%) 256 (93.1%)
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AHIRE (n=609)
65 AT (n=2334) 65 Ll (n=275)
D¥ER
PR VAN v 2,695 2,530
ig%ggégmé%%@ﬁ%$%%ﬁ 198 (59.3%) 192 (69.8%)
Grade 3-4 ODFEHSG 118 (35.3%) 109 (39.6%)
Grade 3-4 OIRFBIE A HHR 47 (14.1%) 43 (15.6%)
Grade 5 DA EHESL 6 (1.8%) 4 (1.5%)
Grade 5 OIEHRBHA FH R 0 0
HERAEFS 109 (32.6%) 85 (30.9%)
BERICE - EES 26 (7.8%) 20 (7.3%)
7. tHE1ER
(1) HHZEZ L TDER
BRE I N TR

(2) HEZELFDER
BRIE I TV

8. mlfEM
1. 8lYER
ROBWERRH BN ZENHLHDT, BELTHITITV. REDED DNIZGEITITHK
Gk d 572 P B AT ) b,
<SR
RIVERBEE L, L TFRBROBARICE D &, AFIFTRGHECE O O -RITE Z 45 LT,
- UIBRARE 72T - TR I/ N i
OAK #B#., IMpowerl110 ik, IMpower150 ik, IMpowerl132 ik, IMpower130 il (LA
b ZARVERAT R SR
- PD-L1 Bt FE/ N fitge (2 36 1 2 i i Bkt - IMpower010 aRER (2 VEMEAT % G 4R )
- AN © IMpower133 ikBR (22 MM 6T SR L)
- UIBRARREZ2 AR - IMbravel50 5l (ZZ2 MEfRAT XS AEM])
« PD-L1 1D R 2 JAKEEVED D HER2 Fat: O FUTARE ST F R FLIE -
IMpassion130 7t (PD-L1 B4 )
- UIBRABE 2R BRI E © ML39345 idBk, ALBERT 5
- PR SO TEHAYE O EISME NK/T Al U o S - 280 - ATTACK 3ABR (22 R MEARAT S AE )
- UIBRASREZ2 ARHE © Marble 3B  (‘Z2 & MEMENT RIS EEM])

k., HREICBITALEEOREMEL [V — 5. BEBRE. 3BT VI— 8 <&EfEH >
HARIBIWERRBMEE) 228752 &,

(1) EXLEIER & WEAREIK
1.1 EXGEMER
11.1.1 FEMSmESE (3.0%)
[1.2, 8.2, 9.1.2 &M]
11.1.2 FF&aefEE. AT, EEMBEE R
AST #4511 (6.3%) . ALT #4001 (6.3%). Al'P #9/1 (2.1%). BV /LEHII (1.5%). v-
GTP # (1.0%) %E&1F 5 JFsREREE, H& (0.8%). BELMEIRER (BEARY) 23H 56
bbb Enbsn, [8.35H]
11.1.3 XL (1.1%). EEOTH (1.2%)
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Frfe 32 TR I8, MEZEOERN S b -GE I I3AR OG- %2 F i3 5 %05 Y)
IRAEZRIT O T b,
11.1.4 fEZ% (0.1%)
11.1.5 1 2¥RBE (0.1%)
1 AHEIRIA (BIE 1 BRI &2 & de) b bbb, FERFEMES 87 F—V RCEDLBER
Wb D, 1 BB RIFMNEE DN EIIIAR O G2RIE L, A AU VHEKIE &G54 5%
DL 72 E %2179 Z &, [8.4 BH]
11.1.6 BIRIRHEEERES
FURBRFEREIS NIE (8.0%) . HURBRHEHETCHEE (3.5%) . FUIRARE (0.6%) 2 HURAREERE
FEENDLbNDZ ENRH D, (8.5 5]
11.1.7 BIEHEERES
BB REREAR A (0.6%) . SWERIE R ERE N2 (0.1%A00) FORIBHEEREND b bId
DD, (85 5H]
11.1.8 TEABEEES
THEAER (0.2%), FEMAHEERTE (0.1%) FO FTERAEAKERENO DD Z XD
%, (8.5 ]
11.1.9 fz (0.1%). BEIR%X (0.1%). BH#ER (BHEAHD)
11.1.10 ##FfEE
KR = 2 — X F— (4.4%) . %= 2 —13F— (0.3%) . £F 3« S L—IEERE (0.1%)
HEOMHREEND LD Z ERH D,
1111 EEMBAE BEEAH)
HIEMIEIEIC L D7 V) —B D7D REICMER AN ETTHZ 0D DT, MURTE
DOFEAIZ T HEE TS 2 &, (8.6 2]
11.1.12 EEOEEREE
rhEEE R R R ARIE  (Toxic Epidermal Necrolysis : TEN) (BEERI) | 57 G HEIRARE
# (Stevens-Johnson JEMERE) (BHEARH) ., ZEALBE (0.3%) FOEEDREREENH 5
bbb Enb s,
11.1.13 BHeERESE
AMEEEE (0.4%). BAE (0.4%). RMEMEEER (0.2%), BX (0.2%) FOEHE
REEERL DN Enb D, [8.75M]
11.1.14 g7z (0.2%). EAFHBAERE (0.1%)
[8.8 ZxHH]
11.1.15 DK (0.1%)
(8.9 Z ]
11.1.16 MIHKEFEAERE (0.1%AKH)
11.1.17 REEIm/MREADE (BEEAH)
11.1.18 A& (0.1%A7)
11.1.19 Infusion reaction (2.6%)
T 7 4 7% —%%ETe Infusion reaction NHLDONDH I ENHDH, EHED Infusion
reaction 3% O ONTZLGAEITIFIAFI OB G AZEGIZHIE L, HEUIRLELITY & &b,
JERDEE T 5 F THEOWREL 28l 52 &,
11.1.20 FEBMEIFREGHEDE (5.0%™)
ARNEINVRTTF RO Y ZXRELEDOHH, WRCEKKE VR TTF o X
UEXENLVRORAN AT (B Z) & OOFHIZIBW T, FEEEL F BRIV E DS
HobhbdZ LN D, [8.10 5]
) FEBUEE X, IMpowerl50 78k & O Marble iBR ) HEEFF L7,
<R
11.1.1 OAK &k, IMpower010 ik, IMpower110 ik, IMpower130 7k, IMpowerl32
B, IMpower133 ik, IMpower150 5%, IMbravel50 5%, IMpassion130 #6#,
ML39345 &, ALBERT 5% % " Marble iBR DO AFF GREIZIBV T, B PRI
BNHESNTWD Z ENBERE LTz, IMpower010 iR, IMpower130 ik & OF
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11.1.2

11.1.3

11.1.4

IMpower132 B TIFFLTIZE > 7IEF b S STV D, KFIOEGITHT- > T,
WV (REUR IR, wmik, J8E0E) ZMesd L. Wi X B2 FEhid 5%, BHED
WheZ +mocBlsz+ 5 2 & £z, RBIZS T, M CT, Mig~—» — (KL-6 %)
HFOMREBELEZEMRTHZ &, BEDRBDOONTGEICEIAFORGZF 1L, BIERZE
RIVE R ZEGTHEOMU)RMELITO Z &, £lo, HEIZS U THERERRME
KM OVEYYER R 35 Z b, BEICK LT, MR IR EE, gk, FEEVGE O S RFT R
Db b LG, HONICERKBEEZZZ2 T80, i85 L,

JRERERR = X OMF 8 13, OAK 3k IMpower010 75k, IMpower110 5%, IMpower130
5k, IMpower132 7%, IMpower133 55k, IMpower150 %%, IMbravel50 55k,
IMpassion130 75, ML39345 &, ALBERT #8t, ATTACK #k & Y Marble 3
BROARAEREICRBWT, AST #8800, ALT #8840, AI-P #8840, v -GTP #/in, vV e
UHANNEE AR O IS RERE S, PR HME SN TWD Z 0 BEE L, M LMEIRE %
IE. EAROTIRZIZBWNT, KA L DREERNAEE TE RWEFDNERI N &
MHRIE LT,
AHNOPEG-BAAERT L O G- M X E eI T iE A 2 55 L, BE OREE +57
BT 5 b, Fie, MEIDE U THEEREME LTS 2 L,
FApdER - AT
(IFHReRE S, iF4*1)
SEAR T AREL, FEAL BRACRIR, B IRM, MR, BOE, BB, TOFK F
AT EERERRBIIS =27y RYMEITREE (AR E A SR T, IR
O S IWEIESEEITRE | IRABESEYMEIFREE . A4S, EMEROMOIFEER) 2019 4
9 H
(AL AE e *2.8)
FEAR  BRYE, REE DR, BN M. ST AR %
BEFR : y IVEIN BT ARTFH—FE (y-GTP) T NH Y 74 A7 72 —F (Al-P)
2 EONERBEREMNOAFREEZ 2 L, JBEBEDINE 2RO 25E5121E, ET = v 7R A v i
FHIIC X DL E RO EFRLEET H2LERD D,
F 722 Wi MRCP « ERCP 72 & CRIHE RS G CIHE B A BRIV T2 & & b iT, 1gG4 BIEARE £
JFFEPERRHPERRAE 25 72 & OIERIRSMETH Y | IgGa vHi I by FU 7HIE (M2) ORIEHH
L ENTWA, irAE 12 & A BLPEIRE 28 T, ERIC TR EB O CDS8 Btk TGRS &
N5,
LI R4 AR BRI g E  EREME O - IERE RIS A AT TR
FEPERE L IERRAE 28 (PSC) (Bof&SEHTH : 2019423 1 1 H)
(http://www.hepatobiliary.jp/modules/medical/index.php?content_id=3. 2025 £ 9 H &)
WSEERE R 2 — TEEMEE(EIEAEE 25 ) (httpst//www.nanbyou.or.jp/. 2025 £ 9 H %)

OAK #B#. IMpower010 3%k, IMpowerl110 ik, IMpowerl130 7, IMpowerl32
AR, IMpower133 i, IMpower150 7R, IMbravel50 iR, IMpassion130 &
o OY ML39345 sBR DAFIF BRI N T, KIBR. EEDO THIARESNLTWVDH I L
DORIE L7, Fifed 5 THL IR, MEEOERNH bbb - 5E12iE, AFlo#&
G2k 3 50wy @EA21To 28, o, HEIDS U TH kS E &
5k,

*1L ALBERT #B%, Marble RERCix, AFFL L LTRBER, EEOTHITREO 6ol

OAK A, IMpower010 iR, IMpowerl30 iR, IMpowerl32 i, IMpowerl33
bR, IMpower150 #f&, IMbravel50 i, IMpassion130 &R, ML39345 ik}
U Marble iR O AHE GHEIZHB W T, ERPME SN TND T ENDHRE LT, 2
IS U T b B E T 5 2 &,
*1 IMpower110 &%, ALBERT B} OV ATTACK iRER Cld, AEFHR L L TUERIIRD HZen
>7,
EENTTE

G, AL, R, R %

2 B EERWEREERRIG~Y =27V SRR GERIMEREZ) 20214 4 H
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11.1.5

11.1.6

1. 1.7

11.1.8

OAK #B% ., IMpower010 #%%, IMpower110 75k, IMpower130 75k & O IMpower132
AR DOARANBEHEZ BN T, TR E STV D Z & BERE LT, AFID
BHIZE Y 1 BEERW (BIE 1 BERWE 2 5 Te) BN bbiv, HERWEES 87 R—
VRALEDLBENDH D DT, RHAOEEITHT-->TiX, A, B, EHEEORERD
FESCMAEE D EHICH3EET D2 &, 1 BUERIF D DN TGS I TIIARF OB 5
EHIEL, AR VBRI Z R G T H2HOHEYRAEEITO 2 L, o, BWEIZSUT
BRI B PR CN AR R P R & a2 2 &, BIE 1 AUBEIRIE O%A 138 H ©
P CEICEL T 2560 HY . \EERT N TV F—V AT, Bump & 25w
BEMEDRH D DT, ERSCHREMIZHEFERE L. SR BITEEEZRGT 52 &,
*1 TMpowerl33 iRk, IMpower150 5%, IMbravel50 5%, ML39345 5%, IMpassion130 5k
ALBERT i, ATTACK 3B, K& ' Marble iBR Cid, AHFHFG L LT 1 BBERFILRD Hide
molz,

OAK #B#. IMpower010 3%, IMpowerl110 ik, IMpowerl130 7, IMpowerl32
%R, IMpower133 7k, IMpower150 5%, IMbravel50 5%, IMpassion130 75k,
ML39345 &8, ALBERT % Ot Marble i8R DO AHI G-HEZ BT, FURRMRE
RTE, FUIRIRHEE TCHEE, FAIRREEOFRIEREEESFE SN TNDL Z LD
e LTz, AANIOFG-BAGHT M O G-I H L, M NS Wt d (TSH, Wb#HE
T3, EhfE T4 EOWE) FEEMTH L, Fio, REIE LT, BBEREEDOFEMD
BETHZ L, FRIEMRERTIL, TRAEERERTCRIBRER T & O ED TR
MRd L7, BREMIZITEET 5 2 &, LEIZIG U TN IARETF LM = &l
52 &,
FApSER - ARATT L2
GREAR)
FRIRHE AR TE - i ARIER, ARV, MR, WA, (K= %
HURIRHPEAE © FRIBRICE o CoI SR Z SN2 —mEOFRIEHEEN ZWETH D . Grade 2
PLETiE, OVFE AMERRBRIERIZONZ T, B, Z&9F. FE. TR, IRk, RER
b TR EORERE RS D, —J, Gradel (BYERF]) Tik, MHER THRA
EORETZ T2 2T D, £ Grade ([ZBW T, AN FIRIRR OBRIZ A B 5 SEED
TR,
(BRAFTRLT)
FORIRBEREIR T E « s TSH &fE. WEBE TS e, #ERE T4 fKfE
FORIR P FE « mi TSH ARAR, 0&HE T3 SifE, WERE T4 &fE, TRAb (TSH L& 7% —Huk) #n
(£h)
TR RN TE, BRI EIE & b2, BRBBEERBEAEIZIS O T, OF AL IRIRER,
NEB MO T, SEEIRAE B O MBI FHE TH 5, FRIEY » FIZB O TEREOKT
RO D,
FLUNZEAEFE N B ARBRRIEE S [DARERIET A RT A4 8 3hR) 2023 &FHIR
*2 AL AN B AN ISR BT = v 7 R A v MLEKIZ L NS WEEDOBETA K7
4 ¥, BARNDWFESHERS ; 94 Suppl. November, 2018

OAK #B#. IMpower010 iA%%, IMpowerl110 ik, IMpowerl130 7, IMpowerl32
R, IMpower150 3, IMbravel50 ik, IMpassion130 sk, ML39345 7k,
ALBERT # 5%, ATTACK ik & Y Marble ik O AR S5EEB VT, BIBHEER
2, RMERIE BERE AN EEORIBEREREENRE SN TWVD Z ENERE LY, K
HloFe5-BAbGHT N OB G-I I, Eaic N d (ACTH, mH = /L7 —
WVEORE) HrEHTH L, o, LEICLL THEBREZEDOEHB L BETDH
Lo MELITIE U T IMCGHRI R & T 5 2 &,
*1 IMpower133 RER Tld, AEFL L L CRIBHEREIIRD Doz,

F7RRERF2

G, BRI, WXU). RERED . EesER GEO. I\, TR R . KT R A

MAE, RIBE, 4FReEk L5, RiE %

*2NGRAEFE N B ARERR IS P aim [ Ak T A N7 4 28 3 /R 2023 &R AR

OAK #B#. IMpower010 3%k, IMpowerl110 ik, IMpowerl30 7, IMpowerl32
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11.1.9

Ak, IMpower133 ik, IMpower150 ik & O IMbravel50 55k O ARHMIFE 5-HEICF
W, TEARK, FTEREEEEK TESO FEAEKERENRE SN TNDZ b
iE L7, ARFO¥HBIART R O G- Wk X, RN s wegmemsd (TSH, bk
T3, if#f T4, ACTH, M =a/LF Y —VEORE) x4 Fhd 5L, £z, LEIZ
Jo U CHBRESEDOEMOEBRT 52 &, LEIDIN U TASWAREHBIELME &4
HZ ok,
*1 [Mpassion130 7Rk, ML39345 7Bk, ALBERT X%, ATTACK 5N O Marble iR T, A
EHG L LT P RAREREIIEO bR o7,
F2RGEWR
ACTH Z3UWME T D 7= 8 Ofge s PRIl BB REIR TIEIC L D T A
R R R w2
SRR, MREFRETE . SLUFOYU. ETREE. AR, HR. 28K DB S
2NGRAEFE N B ARERR IS P oim [ Ak T A N7 4 28 3 /R 2023 &R AR
=BG BR P A& EEAMER B IRIT IR TN T AR RE R B T S AR AT ST BE
(EATHZEE « K2 ) « [N T ARG RFIEORZW L IO 5 & THOAREMEGRIRT
BRI DOFBW L IR OTF &) (2009 FFEWET)

i)

J& - BEIRSC, AFEREKEE S,

OAK A, IMpower010 iR, IMpowerl30 iR, IMpowerl32 i, IMpowerl50
%, IMpassion130 7Bk & N ML39345 B O AF K GREIZ IV T, e, BEFER D
W SN TND Z EMBRE LT, o, BRERICHOWTCUIENIA ORISR 7EHZICE
WT, A E ORFEBEBBEECTCERVEFINERBL TWDLZ EnbRELL (BAE
T 3R R L KRR B (Bf 64 1 A 10 HAD) IS < KR, HEIC
Ji U CHRE N R R E &5 2 &
*1 IMpowerl110 %, IMpowerl33 ikliz. IMbravel50 ik, ALBERT ik, ATTACK #br & Y
Marble FRER Tld, AEFRE L THE, HERITRD N7,
Ep R
FE, B, O, ErE, EREE %
*2JEA Y EERIERRENGG~Y =27 WEIERE 2011 4F 3 H

11.1.10 OAK k. IMpower010 ik, IMpower110 %k, IMpowerl30 ik, IMpowerl132

1. 1.1

AR, IMpower133 #BR, IMpower150 #t5% ., IMbrave150 &%, IMpassion130 bR,
ML39345 7k, ALBERT 5 &% O Marble iBr O AAFF SRV T, KiE= =
—aNF— R —aNRT— X T N EREREEOMREENHRE I TD
DI EMHLRRE LT, MBS U CHRRNA LR LT 5 = L
*LATTACK 3RBA TlE, AEFR L L THRESEIIRO bhieh o7,
ERIEIR

K=o —w T —  BUEREE, EEEE, EERRE, B AR e

X7 NU—JEGRE - FHVRT, EEREE, EREEE, AR s

A ERRERRERX G =2 TV KHEMRREE 200945 A

WEASEY EEREREBSIS~Y =2 TV £T 2 NU—SERRE (AMERIEVERLBEM: 23

FIRAR = o — R F— | BESIENEBLRETE 2 FARAEA) 2009 4E 5 H

OAK #B#. IMpower010 3%, IMpowerl110 %, IMpowerl130 7, IMpowerl32
Ak, IMpower133 &, IMpower150 75, IMbrave150 3%k, IMpassion130 #{5#,
ML39345 35, ALBERT #fi, ATTACK 75k} O' Marble #BR O ARFE R Z B
T, EEMENEITRD bR o 72 AFIOPEERIZEB T 2 FERFICHWZZ
DODOERRABRIZ BN T, BB 1 RO LN TNLHZ ENbRELT (WThb
HERL* L L), BEMENEICLD 7 UV —BDOIZ 2R IR ARE23EITT 5
ZERBHDLDOT, MRIREEDEALICH0EET L 2 &, KAIOEGIZHT-> T, i/
KT, IREe T, MERREE, e TREEEOBIEL+0ITITH 2 &, Flo, MBS T
FRRENEI R E &+ 5 2 &,

*1REBRNEE S NTERE & T,
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11.1.12

11.1.13

11.1.14

11.1.15

OAK #B#. IMpower010 iA%5%, IMpowerl110 ik, IMpowerl130 7, IMpowerl32
A8k, IMpowerl33 i, IMpower150 #&f#, IMbravel50 75k, IMpassion130 5k
M. ML39345 3R K& Y Marble sBROAF B GHEIZ I T, hEthaR B FE Rl iRE
(Toxic Epidermal Necrolysis: TEN) | 5z &I ARSE A (Stevens-Johnson JiEEHE) |
S TUATHESS O THE O J SR A3 ST D T L BRE L=, BB U TR
JERI PR LEfE 5 = b,
*IALBERT &5 & N ATTACK 3BA Tl AEHG L L THEHEOKEREIZRD bhishoT,
E=RAS /N
PR BEERME - mEN, AR AR, O - e IR, AAEBEE el ICBIT DA
K, OB A, REHBEEORE OHEFEIEREE 542
FZ JEHEMEARSE R« 2N, BRBENR, DR, SMEHE O R ERIERA TSI I 1T D FHAE DO REE | FLEE,
HIE, OB AFEDORLZ OEEFEMEREE 3
ZIGHLEL - UBA IO BIEE (5. B1. M. B IS FREIC A U 2 BRI I MR 4
RIS & — [higt R e (http//www.nanbyou.orjp/. 2025 £ 11 H &)
WEIRERE X — [ RT =T R - VgV VEBERE] (http//www.nanbyou.or.jp/. 2025 4F
11 AR5
FEKZE F THT2b LWEJREE: ) 8 3/ 2018 i )E

OAK #B#., IMpower010 3%, IMpowerl110 ik, IMpowerl30 7, IMpowerl32
R, IMpower133 iR, IMpower150 ifi, IMbravel50 ik, IMpassion130 #lfR
KON Marble Bk O AF| B SRV T, BERREE, BARe, IREREMERR, &
REOBHEREREENREINTWDZ ENLRE LY, AKFOERGIZHT->TiL, &
I RERE 21TV, BEOREEZ +ICBIET 52 & £72, LEITS U TEE
HE LEET L Z L,
*1 ML39345 iz, ALBERT B M O ATTACK iRBR CTld, AEHFRLE L TREREEE IO LN
RinoT,
EEVAS TN
BEBREE  REJRD, RE v
BARA L REIEIN, BIE, B ABCRE, B, T O S
JRADE BVEMER 2% « Frpt T~ D08, 2892, WIRBYMIR, MIREEH. EoE VY . BIfIR ., Bl - g,
T, ARERD BAKDBFRE) 78 EOIERFRAZEROZIZ, B T IZEWV R RER, I,
IREBEM (JREBIC X 2 A S INA RN ) . IR0 IR L4
2 AAREEYS TAKL (RHEREEE) BT A K74 2016) 2016 HITES 4
*3B Rt HE N 2EREEES (http//www.zjk.or.jp/kidney-disease/about/index.html, 2025
F9 AME)
HMIEAEYE  EERWERRBRINIS =270 RIEERR (RIEREMEE %) 2018456 A

OAK i, IMpower010 #5& ., IMpower110 75k, IMpower130 725k & O IMpower150
B &Y Marble iR O AF|EEFICB WO THREDZIBRE I TE Y, OAK Bk,
IMpower133 FRBR D AFGHEIZ I TR RRIE DN G SN TVD Z LN HRRE
L7=*1, AFIOEGIZHT->TiE, fi/MET, A%, CK B R ORP I A7
o by EREOBEEHSICITY) 2, o, BEIDL U TY U~ FEHME T
WEEE S HEET L 2 &,

*1 IMpower133 7Bk, IMbravel50 75k, IMpassion130 7k, ML39345 55k, ALBERT 75k & Y
ATTACK FRERTIX, AFFL L L THARITERD 5T, IMpower010 35k, IMpower110 357,
IMpower130 &k, IMpower132 i, IMpowerl150 i&lk, IMbravel50 k. IMpassion130 &
B, ML39345 i, ALBERT i85k & () ATTACK i&5k Tl, AEF TS & U CRUUR mlifE 1358
Lo T,

OAK #%. IMpowerl130 #XBk. IMpowerl33 7k, IMpowerl50 iRk, IMbravel50
X8R, IMpassion130 #8k, ML39345 i, ALBERT a5t ATTACK 8 } Of Marble
AR OARF B HEHICB W T, LDAHRITIRD 5> 7278, IMpower010 75

IMpower110 ##, IMpower132 Bk, [ENFDERKFER K LG IRTEZ 2350 T
HINTEY, BCKIMICEICBW TERREN RSN TV Z ENDRE LT, K
HlOFHAZHT->Tix, M, CK EH-, Of e A=l A, OEXEFEEOBIZ
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11.1.16

B4t 28, £l BEIS U TRERGHEMIE L EET L2 &,

AR
B, BN, WIEARE L ORISR, IRIRE IR, Gk, T8 . Kl
SRR b INC LR ASER L L TRy T ARK, FREME, M5 - MEdE, SRIREE, T
W, {RILE %
UM ARERIBIS 20 (A8 A S 1 K54 V5 B0 2023 GURHIR

ENORGEIRTEZIZIBN T, A& OREERPGE TERVEFINER L, FETIC
EoOTIEFHME SN TWDZ ENORE LT (BAEFEEIEIL - AIEfEREIELE
AxPREEEE (SFotE 12 A 8 AN I2ES<KED) . LD Ui E &
HETLZ L, VRS~ v 7 7y —VOBBEIRIGIZ L U 2R IR EN TS
ZENHY ., BURIZIRENELT D AREMEN D D, BIEOBIZIT R ORISR HET
b0, EEERSTGAIIHTCICEDLZ LB H D, 20194 9 A 11 HEES T, EAD
i R BB I OMRLGE IR BRI 2 3\ T AR 12 I M ERE BEEREDS 9 Bi*1 (R FRER
1 %, BEIRGER 1 8 ) FRO BTN D, 2D 9 BLIETIZE S TIERNT 1 #HlTH - 7=,
F 7z, IMpowerl110 B Y ATTACK #BRIZ I\ CTIMERE RIEGERE G ST
Do

*1RIEBIR NS E SN ER % & e,
TR - BREFTA ¢

(REAR*2)

PUERIRISHE CTRifE I 2 3B, JB, AFMAE, U o SEIBESR, ek, A, e, B

FLOFHL BEmEE, PLnERECD . SRR E NEEEEGRE (DIC) &

REFRERE X — TMEREREERE Pk 28 42) | (http//www.nanbyou.or.jp/. 2025 4 11
HARE)

(BAspr Ry 5050

2 RAELL EomEkED, FFRERATR, MERERG, 7=V F v BF alaEtE IL-2 22846 E5 . NK #

JATEMOIR TAEL, @ bV 70k RfE, (K7 4 7Y 2 7 Ui, &) b U o A
Uy r=ERkRew s v 7y — VORI L) SRR REENTHZ L3 H Y | Sl E

16T 2B ATREMED & 5, FIEDBRIZIT R OXIENME T HIE L RGBT TICELZ b b D,

S JL 5 i 5152

GIET = v 7 RA v MABEIEOEKGHIT, Bkt T 5 @B 2 TR M/ ML O 23788 B

THAE. R DICMIREHIEAR CMERE A BT 7 = U F AN IL-2 2R/ L5

R L, MERERIEEREOZK 2TV, HRNCAT oA FOLEHEEZITIVNERLH D L SN

TW5h, TOMOIGFEL LT, T ALY = bRy FEOBY 7 g 2R Y 3 Off RS

ra7 ) gk EOMGERRIRNC X 2IERERH D,

FSARKIP 5N L - MERERIEGREICH T2 = FARY R 7 a 2R Y OFETHL S
TRV, T hRY R, 7 B 2ARY CORE I RIL FRLICEDO L BY TH Y | (R
ST B,

T MR Y RIEFHEOIRE IR (2025 45 11 A B5)

St/ TR Y Lo NIE, At PR, SRS, BRI MREERR AR SR O

ONERRES . PERRSMIE )

AT O BEMERE 53 5 i O FLEME RS A & O FF L

NEEMEEER (22— 7 RET 7 U R, BRSO AME, MRS, MRS, TSRS

OMFFRS VDS, & 2RIEZ O M RS VR SS)

NESERE R T MR O R E

T uARY COREITZNR (2025 4F 11 H i)

O TRROlREBMEIC T DG O

BB, TR, OB, W, BB, S

B BERAE 23 1) D IEHE NS e OB A R 78 =595 O 1]

R—F v b (IJERDOBH D) . L OF DM OIEREIMES & 5 Bk (BEAEERE TRERER
+3THY HWIETOBZEND &b BIEBPED T RIE L% OIS & 5 BELICIRS)
[P (BB RGO 30%LL LTRSS DH D WITHEHEMEDOSE) . IR MR, SR
HORE, HREME B4

FAR R, IRk

X7 o —VREERE WEERHEEMES 5 VINIAT v A FICEEIM 2 R~T5E)
AHREIEMREE (RS OBRICRE W T, AT A FRIOFGE AR5, UIRIE

OO0 O 00
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11.1.17

11.1.18

11.1.19

11.1.20

FANC & 0 R )
O 7 he—Ma g% R T T RENE DN RNES)
O MR FE 5 S0 KOs D4

ENIZENT, AHEDORREEBRNPEE CTCERWVEFNEREL TNDLZ ENLETEL
7o (BAESEE EERFERZERGRE®R (5743 A 5 Bfh) 125 < %R,
MELZS U CIE R E &+ 5 2 &, 7eds, IMpower010 7R, IMpower110 7t
B . OAK 7%, IMpower130 5%, IMpower132 ik, IMpower150 #fk . IMpower133
Ak IMpassion130 #f#, IMbrave150 R ML39345 il ALBERT 7, ATTACK
R & O Marble sBRIZI N T, S Ml MR E I GR D H ALz o 7z,

FAER - BRAFTR
CREAIRY

(AT R
(1) R ik
Ol %
/i 100,000/ul. AR,
@R MER A MBS, B L HICIER, & X ICkmtEE - I38k R ZHE M Z ), £ EDH
MERER AR Z L3 b 5,
(2) HH
OEBEEEREITIES 720y LESN
Q7RIS K ORIER D WRATITE, BB & BITIER
(3) T PRI
MAMGEAMESE 7 07 ) o G (PAIgG) HiE (MEARORNVWIERHD)
FLEERE o o 7 — TPkl MRIBAE) 5IH. B2 (http//www.nanbyou.or.jp/. 2025 4 11
AR

ENIMC BT, AH & ORFHEM NGB E T RWIRIMMEE I OREF SR I Z &
MHRE LTz (BAESEEERRERLZSAGREBRD (5f 74 11 A 26 HAD) 1
B HWED . 2025 4F 7 1 10 AREET, ERO BRI ORISR TR ICBN T, A
BB G IR 28 21 61 22 388 BV TV D, WaRIE T H OO e MR 2 1. |
2313 fF, NEmtEg il 25 5, T=0 7 o ZGEmRE) 2 31k, 17— L ARBREGIER
Mg M) 25 1 TH o7z, BIFiE, BEHE TR 17 . RIEHE 3 14, FHA -+ 1
Hy R 1 ThHotz, oB. AT vA RIS 21T 72 fER S & Tz,
F 72, IMpower110 &, IMpower132 ikliR, IMpower133 iz, IMpassion130 &

(PD-L1 Bt M) . NCCH1907 35k, NCCH1903 3l & OF JTD2101 #lRIZ IS
W, IR MRS bl o7z,

OAK A%, IMpower010 %, IMpowerl10 A5k, IMpowerl130 ik, IMpowerl32
%R, IMpower133 7k, IMpower150 5%, IMbravel50 5%, IMpassion130 75k,
ATTACK 75 & Y Marble 558 & OARFI O ENELERBHZICBNT, 7F7 4 7%
— %%t Infusion reaction A SN TNDZ EMNHERE L7x, EHED Infusion
reaction 3% b ONTLAEITITAFO®R G ZEGIZHIEL, EYRLEZTI & D
W2, SERMNEIET 5 F THREDREZ +2ICBIET 5 2 &,
*1ML39345 5 & OV ALBERT 55 Cld, AEFR & L T Infusion reaction 1378 L7 o7,
ST SCEE

L, R, B - S, 75 R, MUTIE T, LR, SRS, B %

206505 B MR [ AALFRERWERRR AN R 7y 78 3R] 2019 ¥+t

3 —fHEFA R AN B AR T LV —%4% Anaphylaxis SHRESRIZERR (7574 7% —H4 F

74 2] 2014

AEZERRIERIGIR DR LB & B < BIBRRNRE 72 1T - P8 OB/ INilIa it B 12
T ARBNEINRTTF o NIV EFRALRORIN AT (B z) 20
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G HERTIE, BB ERBIEDR S b Z &3 D, IMpower150 RO
ENIEFNC IS T, P RREE & LR U, AFIBECRILEN @1 2 ENORE LT, K
HEDNRTZF o RO 7 U &2t E0fHEE L7z Marble 3BRICEBWTH, I
AR ERBEDR S STV D, BSHITEMMICIMEREZ1T 2 5, BEDOIR
HeZ -+l BlgEgd o2 L,
ME
GFHEREDS 500/L A, 3 5V ME 1,000/pL Al T 48 REHLIAIZ 500/pL KA 35 &7
HEN2IRRET, MR 37.5°CLL L (OENIE 38°CLL L) DREVE L U6 %, FBEWEG+
ERI/VE (febrile neutropenia : FN) & &% 5,
*LNGEAEIE N B AR TG AR IEE A0 TR BT FPEkIBME (FN) B A KT A EGETES 3 Al
2024 FEILE

(2) ZothoEIER

11.2 ZDH/DEI1ERA
5%LA |k 1% 2L b~ 5% 1% AT BEEERE
" R AN, BRI R, FEIEOE | BRL-VULOK T BERNE | B R 2R
FAHREE V. SERIE. RIE WEV, B, s |
iR fENEgE, B, IR, W
RGN
T (11.2%) B | WEME. AN R, AR | I, M ER R T
HILR i (10.7%) . BER | [E2E 77 —8HEn, U
TR, SR—PHIN
Ju—— a5 1fn R, R, 1ZTH |
TEER A -
WO R B, ek, SOERGYE, | EAEREE, Bk, Le o<
I % ftige, St V. OERSEE ., OOk, wE
i, JKERSESE, SBA
FIB, COEIE | BB, BRRITIBIRERE . R | B, RIER. & 0k
i JERLR, SRS, RLBE | 5. HofE. RLBEMERZS
BT
) AR, AR (i I L BT 2%
b RA i TR, e TR zgfﬁggig%?ﬁﬁ REEI S
WAPR 7 7 LVTFo e, EAR | R
i i, FHPERE | AifmERED . U oRERED
B MR
K~ 72y AME, K7 b | o R AR R L £
Vo AffE RS U o AEE, | W, @AY U AME, 1K
(il K7 V7 2 aE, A FR | vy AfE AR Y >
MR A L N, IR, | E
A
W (14.7%) & | FEIE, RERD . AR, | ER, BEYE, Wi, mE
£ D1 JIE, FEEL HAE FEORIE. A 7V | HEEBKEEESE I LR
T PRRR R
1) Marble BERIZEBWNTIX, AF, INLVRTTZF o NF 7 V2 XL ONT L0 BB L-EITEA
IZOWTHER LT,
<SR

OAK #%%, IMpower010 %%, IMpower110 ik, IMpower130 ik, IMpower132 #lfk,
IMpower133 #H, IMpowerl50 ik, IMbravel50 #&BR. IMpassion130 i&Ek, ML39345 &k
Br. ALBERT X%, ATTACK 5% & Of Marble 7k O pliks, [ENA O RLIERTE% O A 12 HS
TRE LT,

AENOF %, 2O DORIERN® 6 b -5a 121, JERIE U T2 AEZITH Z &,
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<SEHEH>
HBREEREREAE

YIRS REZR T - BRO I/
EIFR SR 55 MARRRFREAER (OAK FHER)

0AKEHER OAKERER
BlfER&* AFIEE ElERA™ AFKIEE
(n=609) (n=609)
TOTAL 390 (64.0%) 55 B & 1 (0.2%)
—f&“-ﬁ%l‘ﬁ%ﬁoﬂﬂﬁf}%ﬂﬁd) 202 (33 2%) *&7{1&@ 1 (0.2%)
KA. FEREGMEMEBIR 2% 1 (0.2%)
57 87 (14.3%) RESLUVRTHBES 119 (19.5%)
i )E 51 (8.4%) 5 42 (6.9%)
i 49 (8.0%) % 9 FEAE 38 (6.2%)
ST RS R 16 (2.6%) BE W 18 (3.0%)
KA 15 (2.5%) RN SN 9 (1.5%)
AL 13 (2.1%) SRR G % 5 (0.8%)
A B 12 (2.0%) FLHE 4 (0.7%)
KA O SR 7 (1.1%) s 4 (0.7%)
T 3 (0.5%) O VRS 4 (0.7%)
PR 3 (0.5%) WA 4 (0.7%)
B 3 (0.5%) BT 4 (0.7%)
HEEHES 2 (0.3%) BB e 3 (0.5%)
RV IE 1 (0.2%) HLBENE f2 5 3 (0.5%)
IR AR R 1 (0.2%) LEVET S EEE 3 (0.5%)
o 1 (0.2%) ity 2 (0.3%)
A HERRIRIEIR T 1 (0.2%) AP 2 (0.83%)
R Jry PR Ve e 1 (0.2%) R &L 2 (0.3%)
R 1 (0.2%) I R 4% 2 (0.3%)
LK 1 (0.2%) LIUALEE 2 (0.3%)
RLIRIE 1 (0.2%) B R 2 (0.3%)
LRI 1 (0.2%) I (4 SR 1(0.2%)
FEE 1 (0.2%) ST 1 (0.2%)
A By P I AR 1 (0.2%) MO b7 — 1 (0.2%)
S G 1 (0.2%) SIE 1 (0.2%)
AR 1 (0.2%) LY 1 (0.2%)
FE LI T 1 (0.2%) TTVRHR 1 (0.2%)
BEE 136 (22.3%) IR id2r 1 (0.2%)
L 53 (8.7%) Jiikegealin 1 (0.2%)
FH 47 (7.7%) BH LB 1 (0.2%)
{5 il 28 (4.6%) JTUIE 1 (0.2%)
A 23 (3.8%) HE 1 (0.2%)
A P% 13 (2.1%) Bellg R 2 MRS 1 (0.2%)
H AR 8 (1.3%) e 5 1 (0.2%)
L] 7 (1.1%) Bt 1 (0.2%)
IEE 4 (0.7%) ER7 1 (0.2%)
HERE 3 (0.5%) HERIEE 1 (0.2%)
KR 2 (0.3%) P 1 (0.2%)
H ENTRIB T Ak 1 (0.2%) FES 1 (0.2%)
S 1 (0.2%) ks & U o AREE 42 (6.9%)
izl 1 (0.2%) 2l 24 (3.9%)
LSRN 1 (0.2%) S o BRI S 7 (11%)
S B R 1 (0.2%) i IV S 7 (11%)
A OSEE 1 (0.2%) i BRI E 4 (0.7%)
HEOOUEIR 1 (0.2%) CRE L OEEEUE NG E T X A i
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OAKEH ER 0AKZHER
ElER&* AFKIEE ElERE* AFKIEE
(n=609) (n=609)
U 2 RERAE 3 (0.5%) utlisar 5 (0.8%)
U R EiE 3 (0.5%) e 4 (0.7%)
i Bk IE 1 (0.2%) B ¥ R MR 4 (0.7%)
TR I PN O ] 1 (0.2%) AL 3 (0.5%)
HEREE 63 (10.3%) i) v~F 3 (0.5%)
E 18 (3.0%) R 2 (0.3%)
A S 11 (1.8%) B 1 (0.2%)
Pt 10 (1.6%) RAFERR 1 (0.2%)
KR = 2 — 1 S F— 6 (1.0%) Bk 1 (0.2%)
SERLE 6 (1.0%) U v~ FHELHEE 1 (0.2%)
RTRLS 3 (0.5%) BB AL fE 1 (0.2%)
X7 NLU—IERRE 3 (0.5%) RA Al s T 1 (0.2%)
RRPERR R = 22— 3F— 1 (0.2%) S 1 (0.2%)
fBUR 1 (0.2%) 105 B B A I 1 (0.2%)
AN 1 (0.2%) TS [0 5 T i o T 1 (0.2%)
LA Z AR 1 (0.2%) BRI 1 (0.2%)
FAL~ULDOET 1 (0.2%) FRRRE 78 (12.8%)
MHRE 1 (0.2%) R EE 26 (4.3%)
AN 1 (0.2%) TANRTGXUEET I hT
_ 24 (3.9%)
[T 1 (0.2%) A7 =T —CHIM
SN 1 (0.2%) TI7=vT )N TUAT
- 23 (3.8%)
A H R 1 (0.2%) 7 —EHI
RER 1 (0.2%) i MR 9 (1.5%)
REHLUEERE 86 (14.1%) METAHYKAT 75— 8 (1.3%)
AR 52 (8.5%) N
K U 7 A E 13 (2.1%) U 2 RERERD 5 (0.8%)
K77 2 v ME 8 (1.3%) i RIS A LB A 5 (0.8%)
& U 7 2 e 7 (1.1%) i ERER 4 (0.7%)
&~ 27 %3 ALE 7 (1.1%) M7 vy F =8 4 (0.7%)
v I 7 (1.1%) Z—ﬁ:‘/vﬁiﬂ/l\i‘/x7i 5 (0.5%)
Bk 5 (0.8%) 7 —EHm
16 U LR 5 (0.8%) i e Y v e 3 (0.5%)
w0 ) T S E 4 (0.7%) (RN 2 (0.3%)
{8 LS I LR 4 (0.7%) e [ 2 (0.3%)
Y &2 1 (0.2%) NI AT I )—¥ LF 2 (0.3%)
1B R g 1 (0.2%) I BRSO D> 1 (0.2%)
QTR L g5 1 (0.2%) 1 H FLER I K SRR SR HE N 1 (0.2%)
LYY A E 1 (0.2%) ~NEZ B e 1 (0.2%)
EhY 27Uy Rl 1 (0.2%) 1 PR SN 1 (0.2%)
w7 N U U AMAE 1 (0.2%) C —UGHERA 1 (0.2%)
e 7 R A LE 1 (0.2%) C — SRR EHE N 1 (0.2%)
R ILIE 1 (0.2%) haAR=2 1 HN 1 (0.2%)
I BE 1 (0.2%) JFE%E L5 1 (0.2%)
it 1 (0.2%) f = & — S AR 1 (0.2%)
%7 o — L 1 (0.2%) R '
HERRS L URSHMEE 73 (12. 0%) MPT B Y HAT 7 52— 1 (0.2%)
BE 28 (4.6%) g7 v7 3 R 1 (0.2%)
ﬁ’j‘ﬂj\\]ﬁ? 21 (3.4%) J_JI]lEPjJU ﬁbﬁ”)\ 1 (0.2%)
5 ka5 10 (1.6%) 1A Y o AHE0 1 (0.2%)
e 9 (1.5%) 1 v — L 1 (0.2%)
il e bl NI AVAS 5 720 1 (0.2%)

* o AH & ORRBERPEE TERNVFER
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* 1 RH & ORBBRNEE TE RVFLR

OAKEER OAKEER
ElER&* AFKIEE ElERE* AFKIEE
(n=609) (n=609)
ey 1 (0.2%) R SR 1 (0.2%)
i H FRI S AR L ) 1 (0.2%) AEALI%R 1 (0.2%)
i, P i) 1 (0.2%) i) 1 (0.2%)
DR R RERR A L 1 (0.2%) TR 57 E R 1 (0.2%)
BPIE S K UHERAE 43 (7.1%) il 1 (0.2%)
Jiti %% 6 (1.0%) A 1 (0.2%)
SHER S 6 (1.0%) RGBS R 1 (0.2%)
RN 3 (0.5%) it S 1 (0.2%)
Bl 3 (0.5%) JilipE 5 1 (0.2%)
LRI 3 (0.5%) Jii= 1 (0.2%)
PR G 2 (0.3%) HEIF 1 (0.2%)
SUE R 2 (0.3%) 5 VEIE I PR 1 (0.2%)
B R G 2 (0.3%) IREE 15 (2.5%)
G 2 (0.3%) [REACS 4 (0.7%)
JRSE I BB 2 (0.3%) MR 5 /) PR 2 e 3 (0.5%)
R 2 (0.3%) FEIRHN 2 (0.3%)
R 2 (0.3%) T 2 (0.3%)
e o 2 hE 1 (0.2%) AR 1 (0.2%)
Jifi g 1 (0.2%) AR e 1. 1 (0.2%)
S 1 (0.2%) Jee i 1 (0.2%)
YA 2% 1 (0.2%) N A PE AR S 1 (0.2%)
mpe==o3 1 (0.2%) s 1 (0.2%)
B ifn e 1 (0.2%) AW 1 (0.2%)
EEPS 1 (0.2%) mEES 10 (1.6%)
:;;~%°/;<7’“x-4’uf\“7’“fr 1 0.2%) WL 4 (0.7%)
filige ETH 1 (0.2%)
Sk 1 (0.2%) & 1L E 1 (0.2%)
e 1 (0.2%) {lictiiES 1 (0.2%)
A ROE R 1 (0.2%) Jikzg T 1 (0.2%)
ISR 1 (0.2%) R B RE R 1 (0.2%)
HTR% 1 (0.2%) TR IR MARSE 1 (0.2%)
ELE Y 1 (0.2%) RBHEE 15 (2.5%)
ELE M 1 (0.2%) RIRE 12 (2.0%)
SEES 1 (0.2%) R 1 (0.2%)
fis s 1 (0.2%) Sy il 1 (0.2%)
ITLIZS 1 (0.2%) PEELINGE 1 (0.2%)
FIRER. BERE & UHthRIES 70 (11.5%) R b EE 22 (3.6%)
K 23 (3.8%) FRIRBEAE (IR TE 15 (2.5%)
I [ 19 (3.1%) DR BRFERE TT 5 (0.8%)
Hg sk 7 (1.1%) IS 1 (0.2%)
Jitiligi e 5 (0.8%) NS 1 (0.2%)
1 PENREE 3 (0.5%) oy WBE 1 (0.2%)
s HH i, 3 (0.5%) RIS HRER A 1 (0.2%)
W& I, 3 (0.5%) BE. PESLUVNESHHE 7 (1.1%)
TR K 3 (0.5%) FEANCHE D s 5 (0.8%)
KRR RIE 3 (0.5%) AV K B B 1 (0.2%)
T 75 B 2 (0.3%) TR RRAE il % 1 (0.2%)
R % R 2 (0.3%) DigEE 7 (1.1%
L1l 1 (0.2%) iE 2 (0.3%)
£ 1 (0.2%) 5 o MR A 2 (0.3%)
WHSE oD S8 57 1 (0.2%)




0AKEHER OAKERER
BlfER&* AFKIEE ElER&™ AFKIEE
(n=609) (n=609)
IR 1 (0.2%) FiF 4% 2 (0.3%)
D RS —F 1 (0.2%) S £ 1 (0.2%)
FEAEMEHEIR 1 (0.2%) AR 1 (0.2%)
BIR 1 (0.2%) SEWVERT IR 1 (0.2%)
RERBE 5 (0.8%) ERLURBEE 3 (0.5%)
MO 4 (0.7%) IR F 1 (0.2%)
ENE A2 1 (0.2%) HET 1 (0.2%)
BERLURBES 4 (0.7%) P 1 (0.2%)
Ak 2 (0.3%) ARSI VIEEE 4 (0.7%)
N IRy 2= T A SR 1 (0.2%) AL 2 (0.3%)
FPETE RS 1 (0.2%)
EHR 1 (0.2%) FLBRIBIE AL 1 (0.2%)
AL PR 1 (0.2%) * 1 AA & OREBIRNEE T E RO FEL
BEEARE 8 0.3 AIEA A RO B #9441 JE5% . MedDRA ver.19.0 T
T A e S 3 (0.5%) —F LI LTND,
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E R EE MAEFEREEER (IMpower 110 EXER)

IMpower 1105 E&% IMpower 11058 E&
ElER%&™ AEIRE BlERSL™ AFIRE
(n=286) (n=286)
TOTAL 171 (59. 8%) eIV i 1 (0.3%)
—fE - £ HEES L UBRSERELO 64 (22 4%) EEEE 1 (0.3%)
K A8 HLRERR B2 1 (0.3%)
95 57 22 (7.7%) i B2 R %6 1 (0.3%)
4T3 21 (7.3%) B &I 1 (0.3%)
TEEL 14 (4.9%) R FEiE 1 (0.3%)
RN M 4 (1.4%) mEH LT VIR EE 16 (5. 6%)
HEFE 4 (1.4%) 21 10 (3.5%)
VAT 4 (1.4%) 1IN i 3 (1.0%)
A TN RRIR R 2 (0.7%) U 2 RERE 3 (1.0%)
REIED Jehie 2 (0.7%) HF P ERID S 2 (0.7%)
Jiiagr 2 (0.7%) M BRI i 2 (0.7%)
VT v 1 (0.3%) T BAREREE INAE 2 (0.7%)
FaER A s 1 (0.3%) PLIM BR el i 1 (0.3%)
HLE 1 (0.3%) HRRES 28 (9.8%)
rEd 1 (0.3%) SEITE 7 (2.4%)
AP 1 (0.3%) I S 6 (2.1%)
BHEE 51 (17.8%) SEIN 5 (1.7%)
JEL 20 (7.0%) KM= 2 — o F— 5 (1.7%)
THI 17 (5.9%) FEED W 2 (0.7%)
Y 10 (3.5%) TR B R 2 (0.7%)
F N R 7 (2.4%) R 2 (0.7%)
am% 6 (2.1%) EHR 1 (0.3%)
g 4 (1.4%) HEE 1 (0.3%)
JiE 3 (1.0%) R 1 (0.3%)
KR 2 (0.7%) R#BLUEEEE 36 (12.6%)
NG 1 (0.3%) A RRIEGE 20 (7.0%)
HE B R 1 (0.3%) e AN T 6 (2.1%)
H O SEERIBR 1 (0.3%) f&F R YU A dLE 5 (1.7%)
115 £ 1. 1 (0.3%) &7 VT 2 fE 3 (1.0%)
B3 1 (0.3%) 18 U % A 1 (0.3%)
TRE 1 (0.3%) B~ 7 %3 A 1 (0.3%)
BEHFUR THEES 53 (18.5h) e U 1 (0.3%)
B 19 (6.6%) 1%V Rl e 1 (0.3%)
9 PESE 14 (4.9%) QTR FR I 1 (0.3%)
iR INR SN 6 (2.1%) 17 o — L IfSE 1 (0.83%)
i LA 3 (1.0%) 1 1 (0.3%)
SIERRBLE S 2 (0.7%) BERITES R TV R— 2 1 (0.3%)
ALEE 2 (0.7%) HERES S URAREES 22 (1.7%)
LA 2 (0.7%) RAE 10 (3.5%)
i EAE 2 (0.7%) ftesh e 6 (2.1%)
HLBEE 2 (0.7%) BHHIETF 3 (1.0%)
ZERIS 1 (0.3%) MY v~F 2 (0.7%)
9 FEMERE 1 (0.3%) e 1 (0.83%)
T2 1 (0.3%) A 1 (0.3%)
B R % 1 (0.3%) Du R 1 (0.3%)
ZIALBE 1 (0.3%) BH &% 1 (0.3%)
ZITHE 1 (0.3%) R 1 (0.3%)
BER R 5 1 (0.3%) 2 1 (0.3%)
F LSk B 2% 1 (0.3%) * o KKl ORBEBRENTE CTERNWES
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IMpower 1105 E& IMpower 11058 6%
ElER&* AFIEE ElERE* AFIEE
(n=286) (n=286)
B O B 1 (0.3%) JiliEEE 1 (0.3%)
A HER 1 (0.3%) IREE 1 (0.3%)
BRERRE 34 (11.9%) B 1 (0.3%)
TI7=vTI ) NTUAT = mEES 6 (2.1%)
- 18 (6.3%) —
7 —EHm i I 4 (1.4%)
72/\"? %/&7 VA N 14 (4.9%) & % _ 1 (0.3%)
A7 =7 —EHYN U o oSyEhE 1 (0.3%)
R E 4 (1.4%) BaEE 4 (1.4%)
M~ R o 4 (1.4%) TRIRAE 2 (0.7%)
fH TN YRAT 74— 3 (1.0%) A% 2 (0.7%)
s RS IEE 31 (10.8%)
FIUATIF—PER 3 (1.0%) R IRESRE IR T 19 (6.6%)
1 H RS L E ) 3 (1.0%) R b R T g 11 (3.8%)
3 i BR Bk A 2 (0.7%) TR ISR T 2 (0.7%)
y =T NEINET AT = 9 (0.7%) iR 1 (0.3%)
Edcti: BE. PESSUREAGHE 5 (1.7%)
M e Y e 2 (0.7%) BEATEE S K 4 (1.4%)
A e YL e 2 (0.7%) HORR T 25 1 (0.3%)
27 V7 F =80 1 (0.3%) D= 2 (0. 7%
i LR DK SR SR N 1 (0.3%) SR 1 (0.3%)
JFmEE L5 1 (0.3%) B C st O i % 1 (0.3%)
ITHRERR A R 1 (0.3%) AEREE 5 (1. 7%)
i3 A B U L e 1 (0.3%) O 2 (0.7%)
REES S UVFERE 7 (2.4%) TFT 4 TF G 1 (0.3%)
il g 2 (0.7%) LER AR U o SHE kR 1 (0.3%)
LB 1 (0.3%) Sl b 1 (0.3%)
-nRgES 1 (0.3%) =28 L UREBEE 5 (1.7%)
TRGE RS 1 (0.3%) B e 2 (0.7%)
ALY A L R 1 (0.3%) E R 1 (0.3%)
7 A L AMENHEE S 1 (0.3%) SR 1 (0.3%)
MFREE. BEE & UifREES 23 (8.0%) RS 1 (0.3%)
fififigi 9 (3.1%) SR TE 1 (0.3%)
IR, R i 4 (1.4%) FFIEEREE 2 (0.7%
N 3 (1.0%) FTRg e g 1 (0.3%)
W i 1 (0.3%) RS RT I — P 1 (0.3%)
GP 1 (0.3%) EWRBLVAEES 2 (0.7%)
i 1 (0.3%) A b 1 (0.3%)
B 1 (0.3%) ELPERI AR A 1 (0.3%)
LRI 1 (0.3%) * L A L DR RBIR S E T X AR
1A% SEEEh M ¢ 1 (0.3%) BHWEAA IXEMOMEFERLITHESEZ, MedDRA ver. 22.0 T
LREDRE 1 (0.3%) =T AT LTS,
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E R EE MAEEEREEER (IMpower 150 EXER)

IMpower 15052 B& IMpower 15052 B&
IR AFHi+CP+BEVEE BtERA* AFHi+CP+BEVEE
(n=393) (n=393)
TOTAL 286 (72.8%) JEES 1 (0.3%)
—f - 2BBERSLTERESED 141 (35.9%) BEH LUK THREES 129 (32.8%)
KR W5 50 (12.7%)
%l 64 (16.3%) 5 FEE 35 (8.9%)
18 )9 38 (9.7%) Joi i 20 (5.1%)
FEEL 18 (4.6%) B2 R 14 (3.6%)
AR 17 (4.3%) RN N 12 (3.1%)
FENE D I NE 11 (2.8%) HLBE 6 (1.5%)
AR PR 4 (1.0%) g4 5 (1.3%)
I 4 (1.0%) HIFD 4 (1.0%)
AV TN VR R 3 (0.8%) SRR S R 3 (0.8%)
E3ii 3 (0.8%) Z 9 RN 3 (0.8%)
Moy 3 (0.8%) BT 2 (0.5%)
WA 2 (0.5%) FLBEM: 95 2 (0.5%)
FE Ol M 2 (0.5%) T2 2 (0.5%)
B 1 (0.3%) BEIR 95 2 (0.5%)
PR SRy P VR e 1 (0.3%) R &R 2 (0.5%)
Ly PRSI UG G 1 (0.3%) T o R EIE MR TE R A R 2 (0.5%)
B 1 (0.3%) MofEE 2 (0.5%)
TESHBATE IR 1 (0.3%) FBiE TS 2 (0.5%)
G- 1 (0.3%) iy 3 1 (0.3%)
BEEE 141 (35.9%) S IGALEE 1 (0.3%)
T 65 (16.5%) FRERERE 1 (0.3%)
Gl 53 (13.5%) F o R 1 (0.3%)
[ 28 (7.1%) LT 1 (0.3%)
Mt 26 (6.6%) Ry 1 (0.3%)
HA% 21 (5.3%) SHVERE 1 (0.3%)
KR 9 (2.3%) IR 1 (0.8%)
JER 8 (2.0%) R g 1 (0.3%)
A RS 5 (1.3%) FES 1 (0.3%)
e T s 3 (0.8%) B Otk g &k 1 (0.3%)
L AEE R 2 (0.5%) LR 1 (0.3%)
HE%BH*E?{?E 2 (0.5%) E[:I%Ariﬂi,}zj 1 (0.3%)
HERR 1 (0.3%) TV S BEAE 1 (0.3%)
WP 1 (0.3%) e R 1 (0.3%)
H 4% 1 (0.3%) B2 R (0 SR8 1 (0.3%)
JRCEZRI 1 (0.3%) d it 1 (0.3%)
R R 1 (0.3%) F7 1 (0.3%)
EEEE] 1 (0.3%) IR JE BRI 1 (0.3%)
B PR 1 (0.3%) mEe LU VARES 57 (14.5%)
H ORI 1 (0.3%) 2 1. 34 (8.7%)
RIER 1 (0.3%) MR E 14 (3.6%)
HPR T 1 (0.3%) FePEAT BRI 11 (2.8%)
i 1 1 (0.3%) 5 BRI 8 (2.0%)
1L 1 1 (0.3%) £ BRI 1 (0.3%)
B ES 1 (0.3%) U SEREAE 1 (0.3%)
HLFA 2 9 e 1 (0.3%) IR AR 1 (0.3%)
LRI DI 1 (0.3%) SRR ERHE AN 1 (0.3%)
TP )i B 1 (0.3%) B BRI 4 1 (0.3%)
JILFH H 1. 1 (0.3%) * . KH L DR BEUG AT E TX 2\ HS
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IMpower 1505 E& IMpower 1505 E&
B3R AFHi|+CP+BEVEE ElEmA* ANF+CP-+BEVEE
(n=393) (n=393)
PLin B 1 (0.3%) S 1 (0.3%)
HREREE 59 (15.0%) I 1 (0.3%)
SER 14 (3.6%) B O sa e B o 1 (0.3%)
KM= 2 — B NF— 10 (2.5%) 2HMEZY T~ h—T A 1 (0.3%)
RRPERR R = 22— 1 3 F— 8 (2.0%) s 1 (0.3%)
TR R 7 (1.8%) FEERRE 73 (18.6%)
B 7 (1.8%) TIG=VT I FFRT =T
I E LS 5 (1.5%) — 20 (5.1%)
T BHURR 2 (0.5%) TARTXUBT I ) b TR 18 (4.6%)
E R 2 (0.5%) 7 = T — PN '
ZHE = 2 — T — 2 (0.5%) i/ SRR E 18 (4.6%)
fEIR 1 (0.3%) i R ERER 12 (3.1%)
Bk L~V O 1 (0.3%) R 11 (2.8%)
Pk 1 (0.3%) M7 /LI Y RAT 7 Z—F
N 7 (1.8%)
SRR 1 (0.3%) Hhn
K 1 (0.3%) A Bk S 7 (1.8%)
R s 1 (0.3%) NIRRT IS—E R 5 (1.3%)
AR I 1A A A E 1 (0.3%) ifn. FR LR D K SR SR N 5 (1.3%)
A 1 (0.3%) 1A BRI AR LE L HE 0 4 (1.0%)
T & 31 1 (0.3%) U 2 RERERD 3 (0.8%)
s 1 (0.3%) s L7 =8N 3 (0.8%)
AR A A 1 (0.3%) M e YLy 8 3 (0.8%)
R#BLUVEBEREE 70 (17.8%) I R L R 3 (0.8%)
RAKBOR 41 (10.4%) y =T NEINVKNFLRAT =T
- R 2 (0.5%)
&~ 2 % w7 A LE 13 (3.3%) —En
ik 8 (2.0%) C —RISYEE M 1 (0.3%)
& b U v A iE 7 (1.8%) Y SR 1 (0.3%)
KA Y 7 L 6 (1.5%) My 1 (0.3%)
K77 2 v ME 3 (0.8%) 73T —PHM 1 (0.3%)
e I 2 (0.5%) VT — VD 1 (0.3%)
& V3 7 I LE 2 (0.5%) ST RER A 5 1 (0.3%)
i PR L gE 2 (0.5%) iR 5. 1 (0.3%)
G 1 2 (0.5%) BEES & VHFERE 27 (6.9%)
&Y LR LR 1 (0.3%) ERERR G 4 (1.0%)
Eh U Y A E 1 (0.3%) R 4 (1.0%)
ERY 7R Y RfE 1 (0.3%) Jifi e 3 (0.8%)
B 7R ALSE 1 (0.3%) R R 3 (0.8%)
&N 1 (0.3%) BHEEJR 3 (0.8%)
FH IR ERD 1 (0.3%) O 2 (0.5%)
&Y LT F = U E 1 (0.3%) LaRES 2 (0.5%)
kb 1 (0.3%) RIEIR 1 (0.3%)
BHERRE L URAMBRES 69 (17.6%) KBRS 1 (0.3%)
BAEA 41 (10.4%) NEFE R 15 1 (0.3%)
15 P9 14 (3.6%) el v BHE 1 (0.3%)
U 8 (2.0%) JijRe 1 (0.3%)
RS 6 (1.5%) BSOS 1 (0.3%)
LRI 4 (1.0%) L Y 1 (0.3%)
A 3 (0.8%) LTS 1 (0.3%)
A iR 2 (0.5%) JEYE K2 1 (0.3%)
FHEB 1 (0.3%) R 1 (0.3%)
IS 1 (0.3%)

* A & ORRBERPEE TERNVFR
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IMpower 1505 E& IMpower 1505 E&
ElfEm%* ANFIH-CP-+BEVEE BlfER%&* ANFIH-CP-+BEVEE
(n=393) (n=393)
MRS, MERE & UHiRIES 51 (13.0%) RRE Sy 1 (0.3%)
JitifigZ¢ 11 (2.8%) = 1 (0.3%)
s HH i, 11 (2.8%) N5 BEE 56 (14.2%)
I [ 7 (1.8%) FRIRBEAE (R TE 39 (9.9%)
ISR 6 (1.5%) R AR AE TUHENE 16 (4.1%)
1 PENREE 4 (1.0%) i ELS 3 (0.8%)
F e P 4 (1.0%) A O Ve IR IR S 2 (0.5%)
W& ifi. 3 (0.8%) R AR 26 1 (0.3%)
Loo< D 3 (0.8%) BB e R & 1 (0.3%)
YR PR R 2 (0.5%) PERREEREIR T 1 (0.3%)
Sl 2 (0.5%) BE. PEELUVLBEESHE 8 (2.0%)
LA 2 (0.5%) HEASHE D U 7 (1.8%)
g 7k 1 (0.3%) FZF ifn il 1 (0.3%)
L1l 1 (0.3%) DREE 2 (0.5%)
WEEH 0D i 1 (0.3%) DR EIE 1 (0.3%)
i) 1 (0.3%) Wz e 1 (0.3%)
FEREPE Bt 1 (0.3%) REREE 6 (1.5%)
R S W 1 (0.3%) WU 5 (1.3%)
JifiZE IR R 1 (0.3%) PR EOE 1 (0.3%)
BEA 1 (0.3%) EHLURBES 16 (4.1%)
18 1 PR ZEME i £R 1 (0.3%) SN 4 (1.0%)
i . 1 (0.3%) B4 4 (1.0%)
IRfEE 9 (2.3%) AR P 2 (0.5%)
TR 3 (0.8%) DRME EVEPE B & 2 (0.5%)
RN 2 (0.5%) BB 1 (0.3%)
HENFE 1 (0.3%) SRERIRE 2% 1 (0.3%)
IR 1 (0.3%) JRREE 1 (0.3%)
AR AR 1 (0.3%) A I ER R 1 (0.3%)
AR B 77 1 (0.3%) FRRERES 6 (1.5%)
[l 1 (0.3%) S 2 (0.5%)
AL 1 (0.3%) i EEME 2 (0.5%)
mEESE 15 (3.8%) RS 1 (0.3%)
e I 4 (1.0%) hEPET 1 (0.3%)
{E ifn JE 4 (1.0%) EB L URKESE 2 (0.5%)
AL 3 (0.8%) Rl 6D F 2 (0.5%)
Mg &R EY a v 7 1 (0.3%) HBERELVEEREE 1 (0. 3%)
miEs U —+t8 1 (0.3%) SRR O FENE 1 (0.3%)
Hilk% 1 (0.3%) .
FET— L (0.5%) * X%’Jk@ﬁ‘%@%ﬁiﬁif?@b‘f?%
BIEAA IXERMOREREG4I12HSZX, MedDRA ver.20.1 T2
RHES 6 (1.5%) —F 4 LTS,
ARMRAE 4 (1.0%)
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ER 5 MARERREAER (IMpower 132 ERER)

IMpower 1325 B&% IMpower 13252 B&%
ElERL* AFK|+PPRE BIVERSZ™ AFKI+PPEE
(n=291) (n=291)
TOTAL 214 (73.5%) & 9 FEIE 15 (5.2%)
—f - 2 BEES LUEREEELO 115 (39.5%) INIRZAINGA 9 (3.1%)
KEE B2 R 8 (2.7%)
& 779 47 (16.2%) HLBE 4 (1.4%)
W97 30 (10.3%) EA 3 (1.0%)
TEEL 23 (7.9%) B 3 (1.0%)
RERE D JAE 11 (3.8%) D ek 2 (0.7%)
AN 10 (3.4%) 2 &4 2 (0.7%)
F A B 8 (2.7%) SRR S R 1 (0.3%)
TN 6 (2.1%) LR 1 (0.3%)
Pliapeain 4 (1.4%) HLBENE f2 5 1 (0.3%)
A VTV PR R 2 (0.7%) 1z 1 (0.3%)
e 2 (0.7%) ZIHLBE 1 (0.3%)
RIS 2 (0.7%) LIFAE 1 (0.3%)
YR 1 (0.3%) S 1 (0.3%)
TR A Rk 1 (0.3%) B 5 1 (0.3%)
EHEREREIKT 1 (0.3%) =M A BT 1 (0.3%)
L 1 (0.3%) Tt - RIEFRE AR A4 L 0.3%)
R 1 (0.3%) JEAGERE
(F/) 1 (0.3%) WAL 1 (0.3%)
= 1 (0.3%) B 1 (0.3%)
REAHE 7R P 1 (0.3%) IR A E 1 (0.3%)
BiIalES 94 (32.3%) F &R 1 (0.3%)
HEL 39 (13.4%) mEE LU UNREE 61 (21.0%)
T 32 (11.0%) =il 43 (14.8%)
{55 24 (8.2%) 1/ NI E 13 (4.5%)
IR 14 (4.8%) T BRI 11 (3.8%)
LN ZE 13 (4.5%) H BRI i 5 (1.7%)
PN DS 4 (1.4%) BT BRI E 2 (0.7%)
1PN 78 3 (1.0%) U RERIDE 1 (0.3%)
i3 3 (1.0%) BRI RE AN 4 1 (0.3%)
I 3 (1.0%) YL BRI 1 (0.3%)
1 TS T A 3 (1.0%) FH i PR 1 (0.3%)
H 4% 2 (0.7%) BRI AR 1 (0.3%)
Mg 2 (0.7%) HRRES 29 (10.0%)
e 1 (0.3%) SE 9 (8.1%)
NGB REATS 1 (0.3%) Ik L 9 (3.1%)
155 B ZE 1 (0.3%) RIS F U 3 (1.0%)
e R 1 (0.3%) KM= 2 — a8 F— 3 (1.0%)
EIEEIEE N DS 1 (0.3%) RS = 2 — 1 8T — 3 (1.0%)
ik 1 (0.3%) TR 2 (0.7%)
LRAL 1 (0.3%) SRR 1 (0.3%)
B Hi i 1 (0.3%) R Bl R 1 (0.3%)
3, 1 (0.3%) R RGE 1 (0.3%)
[ RE 1 (0.3%) JEE ST 1 (0.3%)
P 3B 1 (0.3%) TR LA REREfERE 1 (0.3%)
B VEE G 1 (0.3%) LB KA 1 (0.3%)
e TR 1 (0.3%) 5 0D JFRIE 1 (0.3%)
BRESXUR THEES 72 (24.7%) ML 1 (0.3%)
b 26 (8.9%) o RAIE ORRBRMBTEE TERNVER
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IMpower 1325E& IMpower 1325E&
BIfERB* AF|+PPEE BlfEma* AF|+PPEE
(n=291) (n=291)
REAE TR 1 (0.3%) BOVTF=r eI UT TR 1 (©.5%)
R#B L UVRBES 46 (15.8%) o '
ARG 26 (8.9%) U BRI 1 (0.3%)
e~ 7" %3 A 7 (2.4%) M= L AT a— LN 1 (0.3%)
KT U U A E 4 (1.4%) W N Y 33— RF o= P8 1 (0.3%)
ik 4 (1.4%) BES K UHFERE 32 (11.0%)
&7 7 2 i 3 (1.0%) LS 7 (2.4%)
1K ) 7 A e 3 (1.0%) fifig& 4 (1.4%)
i I 2 (0.7%) B RR Y 4 (1.4%)
& v I IE 2 (0.7%) PR IEG 2 (0.7%)
&Y B ifE 1 (0.3%) SR 2 (0.7%)
RN R 1 (0.3%) A O gk 2 (0.7%)
AR PR 5 1 (0.3%) P i i 2 (0.7%)
R B 1 (0.3%) NHEE 2 2 (0.7%)
TAhR— A 1 (0.3%) RIS 1 (0.3%)
&7 v — L IfE 1 (0.3%) R IR 1 (0.3%)
AL AT o — VILE 1 (0.3%) G 1 (0.3%)
i Jal 1 (0.3%) Rt 1 (0.3%)
BERRBSLUHESHERES 26 (8.9%) EES 1 (0.3%)
B A 9 (3.1%) IEES 1 (0.3%)
7 AR 5 (1.7%) FRIEREY 1 (0.3%)
A 4 (1.4%) Ay TNz UW 1 (0.8%)
DU e e 2 (0.7%) B R 1 (0.3%)
BRI 2 (0.7%) RER 1 (0.3%)
WA 1 (0.3%) EHIESR MRS 1 (0.3%)
KT 1 (0.3%) FHoE 1 (0.3%)
v — 7 LR 1 (0.3%) S R R R 1 (0.3%)
A B [ 1 (0.3%) SBRIIESR 1 (0.3%)
05 s R 1 (0.3%) IEIR S, MOERE & UHtiRIEE 40 (13.7%)
IR 1 (0.3%) lEZS 14 (4.8%)
ERERIRE 65 (22.3%) I K] 7 (2.4%)
TI=UT I NI AT 53 (11.3%) Leo< b 5 (1.7%)
7 —E RN K 3 (1.0%)
TX/\?#*{?F@Ti/ [N 59 (11.0%) 2R 3 (1.0%)
A7 =7 —BHN S . 2 (0.7%)
hif HPERE R 11 (3.8%) T 2 (0.7%)
RN e 9 (3.1%) PN SRR 1 (0.3%)
L 7 L7 F = 9 (3.1%) TPk 1 (0.3%)
IR E R 7 (2.4%) [VETPE il FR 1 (0.3%)
M7V HIYEAT 7 4 —F =L 1 (0.8%)
6 (2.1%)
sn 55 VEVERFR R 1 (0.3%)
H ifn ERE R > 5 (1.7%) 1Bt PR IEE il 2R 1 (0.3%)
U o RERE I 4 (1.4%) RN A< 4 1 (0.3%)
Z*%w¢iwhiyx7: 4 (1.4%) Z2 H, 1 (0.3%)
Z—F RN Jiti FEAR S 1 (0.3%)
o FRRARR AR LV L HE N 2 (0.7%) RfE= 14 (4.8%)
~ETRE RS 2 (0.7%) IR 4 (1.4%)
1 H RIS L E ) 2 (0.7%) {REA 3 (1.0%)
1fn. H LR M K SR SR 00 1 (0.3%) MR I AE 2 (0.7%)
1o H R SE AN 1 (0.3%) MR v e 2 (0.7%)
U X—E R 1 (0.3%) MRS 2 (0.7%)
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IMpower 1325 E& IMpower 1325 E&
ElER&* AHI+PPEE BlfER%&* AFK|+PPRE
(n=291) (n=291)
AR FE 1. 1 (0.3%) R b 2 (0.7%)
L] 1 (0.3%) AL 2 (0.7%)
il TR 1 (0.3%) DRME EVEPE B & 2 (0.7%)
T LL R —PERE IR 1 (0.3%) T LXK 1 (0.3%)
R 5y 1 (0.3%) i bR 1 (0.3%)
mERES 7 (2.4%) e 1 (0.3%)
e I 2 (0.7%) FFREE REEE 12 (4.1%)
FrR% 2 (0.7%) JiFEE 3 (1.0%)
RS FRAIR AR AE 1 (0.3%) S 2 (0.7%)
E ST AR I 1 (0.3%) SRR E 2 (0.7%)
JIIREE 1 (0.3%) H Coe eI & 2 (0.7%)
RmHEE 4 (1.4%) IRETEES 1 (0.3%)
RRSE 2 (0.7%) JHFAfaE S 1 (0.3%)
NS 1 (0.3%) AR 1 (0.3%)
SEELIRAE 1 (0.3%) EH L UREEE 4 (1.4%)
N5 BEE 21 (1.2%) [AIfEIED F U 1 (0.3%)
FDR R RE(R T 15 (5.2%) T 1 (0.3%)
FDR BB RE TT I 4 (1.4%) Hug 1 (0.3%)
DEELTS 1 (0.3%) JT B 1 (0.3%)
oy AR 1 (0.3%) HBERELVEEREE 2 (0.7%
FF PR A R I E R 1 (0.3%) LA 1 (0.3%)
RIS BRI AR Ve o RARUE 1 (0.3%) 2 H i, 1 (0.3%)
FE. FERLUVLESHE 6 (2.1%) B, BHES LUHETHO
FEANZRE S B 6 (2.1%) FEY ERBLURY—-T 1 (0.3%)
DIEEE 4 (1.4%) EE8T)
% 2 (0.7%) FELRRERVESESENE U VB 1 (0.3%)
INIES 1 (0.3%) * L RHE ORREBURS T E TERVES
e 1 (0.3%) BIME A4 ERTO WA R4 355 | MedDRA ver.21.0 T=
REREE 1 (0.3%) —F 4T LTND,
YA NI A R 1 (0.3%)
BELURKES 9 (3.1%)
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E R R MAAEEREEER (IMpower 130 5XER)

IMpower 1305 &% IMpower 1305 B&
BB AHEI+CnPEE BlVERE™ ZAFH+CnPEE
(n=473) (n=473)
TOTAL 354 (74.8%) 3] 1 (0.2%)
fﬂia-ﬁsfﬂﬁﬁﬁotlﬁ$af}%ﬁ1ﬁw 191 (40, 4%) 7 7 X VRS 1 (0.2%)
KEE B . 1 (0.2%)
it 117 (24.7%) H PR 1 (0.2%)
) iE 47 (9.9%) F PR IEAL BE 1 (0.2%)
e 19 (4.0%) R 1 (0.2%)
RV 18 (3.8%) AR 1 (0.2%)
B N 6 (1.3%) + e RS 1 (0.2%)
A TN PRER R 5 (1.1%) TR 1 (0.2%)
HEIE D G IiE 5 (1.1%) JE R 2% 1 (0.2%)
A B 4 (0.8%) RER LUK THERES 123 (26.0%)
FER 4 (0.8%) ReP5 37 (7.8%)
FE O M 4 (0.8%) 9 FEIE 33 (7.0%)
EE 3 (0.6%) Jii i 30 (6.3%)
s 3 (0.6%) B & W% 15 (3.2%)
JENR 3 (0.6%) BEIR B2 14 (3.0%)
FaER A PR 2 (0.4%) HALEBE 5 (1.1%)
IHERIRABIR T 2 (0.4%) ZITIE 4 (0.8%)
TR 1 (0.2%) SYERE & 5 3 (0.6%)
PEliapeain 1 (0.2%) LT D FEIE 3 (0.6%)
RIS 1 (0.2%) R 2 (0.4%)
bl 1 (0.2%) iz 2 (0.4%)
e T R 1 (0.2%) FLBEMER B 2 (0.4%)
A By VIR 1 (0.2%) B & SR | 2 (0.4%)
b e 1 (0.2%) JTVE 5 2 (0.4%)
N 1 (0.2%) R R I 2% 2 (0.4%)
BT E 1 (0.2%) BT 1 (0.2%)
ESEdhil 1 (0.2%) i 1 (0.2%)
BEREE 191 (40.4%) B 1 (0.2%)
T 108 (22.8%) LIALEE 1 (0.2%)
i) 80 (16.9%) VRS 1 (0.2%)
IR 49 (10.4%) B 5 1 (0.2%)
Y 33 (7.0%) TR E 1 (0.2%)
JE 9 16 (3.4%) Ea7S 1 (0.2%)
awZ% 11 (2.3%) R 1 (0.2%)
A RS 9 (1.9%) S 1 (0.2%)
e T B 7 (1.5%) HhEEE R 1 (0.2%)
L AEE R 6 (1.3%) JTCHR S ERE 1 (0.2%)
HILRE 5 (1.1%) R k= 1 (0.2%)
H R TR R 3 (0.6%) RS sE 1 (0.2%)
N 2 (0.4%) MR JE B iV 1 (0.2%)
NN s 2 (0.4%) PRI EIR 1 (0.2%)
O OEERUE 2 (0.4%) B E 1 (0.2%)
H C St KR 2 (0.4%) T LR R 1 (0.2%)
PR 1 (0.2%) IS 1 (0.2%)
(RN RS 1 (0.2%) 2 PNEE 1 (0.2%)
(EEAS 1 (0.2%) B L B 1 (0.2%)
ATFH i 1 (0.2%) \EE 1 (0.2%)
B S 1 (0.2%) 28 1 (0.2%)
JIP R 1 (0.2%) * KAl L ORBEBMRNTE TERNWES
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IMpower 1305 5& IMpower 1305 E&
ElER&* AHI+CnPEE BlfER%&* AHKI+CnPEE
(n=473) (n=473)
F2 & R 1 (0.2%) KR A e 1 (0.2%)
EELEG 1 (0.2%) BERRE L UHREHERBES 75 (15.9%)
mMEH LV DNRREE 100 (21.1%) ki 28 (5.9%)
2 1M 65 (13.7%) B 25 (5.3%)
S P BRI iE 36 (7.6%) IR 9 (1.9%)
i/ MR E 29 (6.1%) A IR 8 (1.7%)
1 if BRI 15 (3.2%) NERGSL] 6 (1.3%)
FEENME LT BRI iE 2 (0.4%) ik 4 (0.8%)
U SR E 1 (0.2%) AR 4 (0.8%)
A i BRI 1 (0.2%) B 3 (0.6%)
EMEETOA M 1 (0.2%) B 2 (0.4%)
VA I PR B SE R 1 (0.2%) 0B ¥ S MR 1 (0.2%)
HREREE 77 (16.3%) U v~ FHELHEE 1 (0.2%)
FEED F 0 21 (4.4%) RIRE A 1 (0.2%)
BEL] 17 (3.6%) S 1 (0.2%)
FAY = 2 —m RF— 15 (3.2%) B O sa e B o 1 (0.2%)
R = 22— /3 F— 13 (2.7%) EERTTEN 1 (0.2%)
TR SR 11 (2.3%) A RF— 1 (0.2%)
BT 9 (1.9%) Bt 1 (0.2%)
JAT R DR RE 3 (0.6%) FEERRE 100 (21.1%)
ZHE = 2 — T — 2 (0.4%) 1/ SRR E 41 (8.7%)
ST B BR 1 (0.2%) I ER AR 29 (6.1%)
IR 1 (0.2%) (R 15 (3.2%)
BGISTS 1 (0.2%) TI7=0T I ) RN TUART 2T 13 27%)
EH) 1 (0.2%) —-BHEN
ALlEREE 1 (0.2%) i ERER 11 (2.3%)
08 R b e 1 (0.2%) M7 IV EAT 7 2—1
- 10 (2.1%)
B oS = o — 1 S F— 1 (0.2%) B
iR EEE 1 (0.2%) TANRTX BT I RT A
- s 8 (1.7%)
PRI 1 (0.2%) 7 =7 LR
IROEPED F 1 (0.2%) i R A L E Pk 7 (1.5%)
TRA T RREE 1 (0.2%) Mz L7 F = #n 6 (1.3%)
A 1 (0.2%) U U NEREED 5 (1.1%)
REFELUVEEREE 93 (19.7%) A RIS L E BN 5 (1.1%)
RAKBOR 55 (11.6%) y =T NEINVKNTU AT =T
. 4 (0.8%)
&~ 2 % w7 A LE 24 (5.1%) —
1% ) %7 A fE 16 (3.4%) ~ET BT 2 (0.4%)
Bk 10 (2.1%) i re AL L7 2 (0.4%)
& U v A fE 8 (1.7%) 7 VT FURARET = 5 (0.4%)
25 U 4 (0.8%) Ham
{1 BRI IE 4 (0.8%) 1H =~ R o BN 2 (0.4%)
&A1 ™ AU 3 (0.6%) &R A 1 (0.2%)
&7 7 2 e 2 (0.4%) 7o AT IF—F LR 1 (0.2%)
VY Y ALE 2 (0.4%) 1 FR LR K SR EE SR BN 1 (0.2%)
*E)j{flﬁ 2 (0.4%) Jﬂltpﬁyﬁ'éf%bﬂ 1 (0.2%)
B U Y A E 1 (0.2%) C — RO PR A BN 1 (0.2%)
QIR PR 1 (0.2%) fTFEE LA 1 (0.2%)
B 7R ME 1 (0.2%) LGy R RNy 1 (0.2%)
) S — P e 1 (0.2%) R E5H 1 (0.2%)
REHET & F—3 2 1 (0.2%) R A 0 % S B 1 (0.2%)
* KA E DREBIRNTETE R HS LFE B 5 1 (0.2%)
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IMpower 1305 5& IMpower 1305 E&
ElER&* AHI+CnPEE BlfER%&* AHKI+CnPEE
(n=473) (n=473)
ML 7 o — L 1 (0.2%) Vb P M i 25 £ 1 (0.2%)
=7 R o e 1 (0.2%) it 8 1 (0.2%)
i, P PLEE A K SRR R 1 (0.2%) IR MR 7 & 1 (0.2%)
e FirlEA 1 (0.2%) SR 1 (0.2%)
RSB 1 (0.2%) Bl G e 1 (0.2%)
SRHE 7 b ARG 1 (0.2%) REE 12 (2.5%)
maEr YL e s 1 (0.2%) H 8 (1.7%)
PERIER AR A 1 (0.2%) AR iz A 3 (0.6%)
BEPES L UHERAE 35 (7.4%) IR 2 FENE 1 (0.2%)
Jiti g% 6 (1.3%) P PN B 1 (0.2%)
PR G 6 (1.3%) RA&E 9 FEAE 1 (0.2%)
fili e 5 (1.1%) mEEE 13 (2.7%
A TN B 3 (0.6%) B 8 (1.7%)
A KR 3 (0.6%) 75 Ifn 4 (0.8%)
S 2 (0.4%) FTY 1 (0.2%)
RUER 2 (0.4%) RBHEE 9 (1.9%)
W 2 (0.4%) AHRAE 4 (0.8%)
e 2 (0.4%) PEELIRTE 2 (0.4%)
_HREE % 2 (0.4%) Rz 1 (0.2%)
HIRIEE 1 (0.2%) 5 ¥ 1 (0.2%)
Rl 1 (0.2%) S 1 (0.2%)
JRSE I BB 1 (0.2%) N5 BEE 60 (12.7%)
8% 1 (0.2%) FRIRBEAE (R TE 48 (10.1%)
Afed o Z%E 1 (0.2%) FOIR BB RE TUAEE 14 (3.0%)
S 1 (0.2%) BB e R & 5 (1.1%)
i e 1 (0.2%) IS 2 (0.4%)
EEPS 1 (0.2%) R AR 2 1 (0.2%)
J Y 1 (0.2%) B C s R 1 (0.2%)
oA LAY 1 (0.2%) BE. PEELUVLBEESHE 11 (2.3%)
IR RA T A LAY 1 (0.2%) HEALLE D BSOS 8 (1.7%)
IR 1 (0.2%) P15 2 (0.4%)
Mkl o2 HE 1 (0.2%) FEIERIG 1 (0.2%)
IKIGHERITIS 7 A L A SR Y 1 (0.2%) DEEE 14 (3.0%)
NGRS 1 (0.2%) SRR 6 (1.3%)
B LR Y 1 (0.2%) DEURF—F 2 (0.4%)
ElEES 1 (0.2%) ElES 1 (0.2%)
Bl e 1 (0.2%) DI 1 (0.2%)
ERaR. MoEBd & UiiRiES 68 (14.4%) I RS 1 (0.2%)
I [ 26 (5.5%) DA 1 (0.2%)
Jitiligi e 22 (4.7%) MR 1 (0.2%)
S 11 (2.3%) NGl 1 (0.2%)
K 8 (1.7%) REERR 1 (0.2%)
TR 4 (0.8%) REREE 1 (0.2%)
I 1fl. 2 (0.4%) IR EUE 1 (0.2%)
HERE 2 (0.4%) BB L URBES 29 (6.1%)
FHEARATZE 1 (0.2%) i fR 5 (1.1%)
R SGEYE AR 1 (0.2%) VB 4 (0.8%)
55 VEVEIT IR 3 1 (0.2%) BEAR 4 (0.8%)
Loo< D 1 (0.2%) BER IR 5 4 (0.8%)
XA 1 (0.2%) AL 2 (0.4%)

* KA E ORRBIEAEE TE RV ER
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IMpower 130z &% IMpower 1305 E&
BlfER&* AFI|+CnPEE ElERE* AFI|+CnPEE
(n=473) (n=473)
PRANE BN 2 (0.4%) TR 1 (0.2%)
B 2 (0.4%) ES S URREE 5 (1.1%)
BEIR 2 (0.4%) ELREREIR 3 (0.6%)
12 14 B s 1 (0.2%) Hi 1 (0.2%)
B LB AL 1 (0.2%) R R 1 (0.2%)
REEME R 7 m Ry — 1 (0.2%) HBERELVEEREE 4 (0. 8%)
JREYIE 1 (0.2%) L 1 (0.2%)
SR 1 (0.2%) BRI 1 (0.2%)
12 14 B s 1 (0.2%) [t 1 (0.2%)
A& [EHEIR 1 (0.2%) i 7 % 1 (0.2%)
FFEERES 5 (1.1%) * o RH L DR EBURAEE TEARVEHS
H CARAAEITR 2 (0.4%) B LRI s 44 J5% | MedDRA ver.21.0 T=
T4 1 (0.2%) —F T LTNB,
SRR 1 (0.2%)
AvEiRgEs 1 (0.2%)
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PD-L1 [54m IE/NARE ISR (2 & |1 5 fliT k48 Bh i &
E R E 5 MAEERREER (IMpower010 FXER)

IMpower 010z &R IMpower 0105 B&

Bl{EFAB* AFIRE Bl AFEIEE
(n=495) (n=495)

TOTAL 335 (67.7%) BI§ R 5 (1.0%)
fﬁg-éﬁﬂ‘a‘%ﬁxcﬁ?QE}%B{ﬁw 87 (17.6%) %’L#ﬁ 4 (0.8%)
K A& 1% 4 (0.8%)
L 27 (5.5%) E 3 (0.6%)
% 23 (4.6%) EAiR 3 (0.6%)
)0 23 (4.6%) D MRS 2 (0.4%)
RIS 7 (1.4%) FLBENE R 5 2 (0.4%)
A I P I 6 (1.2%) B2 V& B 2 (0.4%)
Ji AR e 3 (0.6%) iR 1 (0.2%)
A VTV U FREIR R 2 (0.4%) iR 3 1 (0.2%)
VIR 2 (0.4%) LETE 1 (0.2%)
RIE 1 (0.2%) FE « RERIREE A RREGERE 1 (0.2%)
7RI 1 (0.2%) TR g R 1 (0.2%)
Ji e 1 (0.2%) BT 1 (0.2%)
U A 1 (0.2%) = A BT 1 (0.2%)
R 1 (0.2%) RS 1 (0.2%)
LN RE A MR 1 (0.2%) SHESHESES 1 (0.2%)
TN BRI SRR H 1 (0.2%) BT 1B 1 (0.2%)
HERRE D JAE 1 (0.2%) R &SR 1 (0.2%)
AT 1 (0.2%) SRR 1 (0.2%)
RIHMENR 1 (0.2%) FES 1 (0.2%)
BHEE 63 (12.7%) mMEH LV VR REE 38 (1.7%)
T 20 (4.0%) A 1. 24 (4.8%)
G 11 (2.2%) B BRI iE 13 (2.6%)
1R 11 (2.2%) /MRS E 6 (1.2%)
N RLI 8 (1.6%) U BRI E 2 (0.4%)
M i 8 (1.6%) i BRI S 2 (0.4%)
HN% 6 (1.2%) U 2o NEE 1 (0.2%)
HE R 5 (1.0%) L B B M INSE 1 (0.2%)
ENES 4 (0.8%) HIRRES 58 (11.7%)
GES 1 (0.2%) KA = 2 — 1 T — 13 (2.6%)
FREE 1 (0.2%) I 10 (2.0%)
B3 1 (0.2%) K= 2 —m 5 — 9 (1.8%)
M4 ER 1 (0.2%) BERCH 6 (1.2%)
H EEPNTEES I Ak 1 (0.2%) ZF = a—m T — 5 (1.0%)
I 7 1 (0.2%) FEMED E WV 4 (0.8%)
HIE B 1 (0.2%) LR R4 2 (0.4%)
LR R 1 (0.2%) N 1 (0.2%)
ELSD 1 (0.2%) R EE 1 (0.2%)
M 1fn. 1 (0.2%) R SRR 1 (0.2%)
e R 1 (0.2%) fEAR 1 (0.2%)
W T 1 (0.2%) Al e 1 (0.2%)
BEEHSLUE THBES 113 (22.8%) H LSRN 2 1 (0.2%)
% ) FENE 43 (8.7%) A = 2 — 1 T — 1 (0.2%)
Bl 40 (8.1%) IFEAE 1 (0.2%)
BEIR BRI 8 (1.6%) PN 1 (0.2%)
SIERRER 2% 7 (1.4%) JRBEYEZHE = 2 — X F— 1 (0.2%)
HTBE 7 (1.4%) JEESR 1 (0.2%)
i LA 7 (1.4%) TEHR 1 (0.2%)

* L ORHI L ORRBIRA G E T E2RNER
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IMpower 0105 B& IMpower 0105 E&
BlVEFAB* AHIEE BlVEAL* AFRE
(n=495) (n=495)
KREBLURERE 30 (6.1%) M7 L7 FrRRARFF— 3 (0.6%)
BAIHGER 9 (1.8%) M
&7 VT fdE 4 (0.8%) U 2 RERERD 2 (0.4%)
K~ 7 %0 AMUE 4 (0.8%) ST RER A 5 2 (0.4%)
NI 2 (0.4%) Mg =g a ba e g 2 (0.4%)
# Y7 V'Y RiLfE 2 (0.4%) my ~Y 7 U'Y REN 2 (0.4%)
ik 2 (0.4%) M E UL e 2 (0.4%)
s R I 2 (0.4%) I A ) 2 (0.4%)
MK 2 (0.4%) 1fn. HR R 2 (0.4%)
AV O ILSE 1 (0.2%) MmFERE e U e 2 (0.4%)
w7 LT F = U E 1 (0.2%) RS el 2 (0.4%)
L AT B — LILfE 1 (0.2%) (RE N 2 (0.4%)
KA Y © AiffE 1 (0.2%) YA a 1 (0.2%)
EA > AiffE 1 (0.2%) U g —FRKFr=d 1 (0.2%)
& b U T AfE 1 (0.2%) FY 3 — RF o= 1 (0.2%)
B IR 1 (0.2%) U R—E N 1 (0.2%)
BERRELUHESHERES 53 (10.7%) fTlEsE 5 1 (0.2%)
BAEA 26 (5.3%) Mmp 77 3 o 1 (0.2%)
s P 14 (2.8%) B vy AEb 1 (0.2%)
DU FE 5 (1.0%) 7 v F o8 1 (0.2%)
B 4 (0.8%) M= L AT m— L 1 (0.2%)
A 4 (0.8%) A7 Ko fERE 1 (0.2%)
BRI 3 (0.6%) ) 1 (0.2%)
B 3 (0.6%) AT AR AR LT L HN 1 (0.2%)
R A 1 (0.2%) RSN 1 (0.2%)
7R 1 (0.2%) 1 H SRR AL A v N 1 (0.2%)
[RERiEE] 1 (0.2%) PUHIRIRBUAR R 1 (0.2%)
R ENYE 1 (0.2%) ] AR ¥4 b 1 (0.2%)
5 9 57 1 (0.2%) AR 5 1 (0.2%)
KT 1 (0.2%) RE 1 (0.2%)
FHEB 1 (0.2%) JRFPE Y L N 1 (0.2%)
HE R AR 1 (0.2%) WelfE Y A v 2 v i 1 (0.2%)
IS M 1 (0.2%) WelEs o o 2 2 1 (0.2%)
g 1 (0.2%) SERIER S D 1 (0.2%)
BRERRE 101 (20.4%) BEES S UHFERE 21 (4.2%)
TANGHX T I ) hTF R 57 (7.5%) B R 6 (1.2%)
7 =7 —EHN JHi% 3 (0.6%)
TI=VTI ) NTUARAT 2T o FEE S 2 (0.4%)
T %6 @) B 2 (04%)
ifn HFR BRI R L E N 13 (2.6%) 7 A L AV J% 1 (0.2%)
M7 V7S =88 11 (2.2%) H VB Y 1 (0.2%)
i R AR s L ) 10 (2.0%) HlEh o O A0 1 (0.2%)
B R BRI (1.4%) o PR 1 (0.2%)
iR (1.2%) _IHEA % 1 (0.2%)
M7 7Y RAT 7 54— A Y 1 (0.2%)
6 (1.2%) N
o TR I 1 (0.2%)
[ i ER SR> 6 (1.2%) fiu s 1 (0.2%)
ifn H LR I K SR SR N 5 (1.0%) BMENES 2 v 7 1 (0.2%)
y—INEINET R T 2T PR, MEE & UHtRE 41 (8.3%)
N 4 (0.8%)
— 2 il 10 (2.0%)
N7 AT I )—E LA 3 (0.6%) JRPEN 8 (1.6%)
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IMpower 0105 5& IMpower 0105 E&

B3R AHIEE BlVEAL* ANERE
(n=495) (n=495)
gk 7 (1.4%) BE. PEELUVLBEESHE 8 (1.6%)
R e € 6 (1.2%) HEAZLE S KOG 7 (1.4%)
IR K] B 5 (1.0%) RHER 1 (0.2%)
1 N SE R 2 (0.4%) DEEE 11 (2.2%)
I FEE 2 (0.4%) Wz e 2 (0.4%)
55 VEVEIT IR 3 2 (0.4%) TR IR 2 (0.4%)
ftith =g R— 2 1 (0.2%) MM 1 (0.2%)
Jiti b 1 (0.2%) INES 1 (0.2%)
F e P 1 (0.2%) D E MM 1 (0.2%)
£ 1 (0.2%) MR 1 (0.2%)
ARES 1 (0.2%) REENR 1 (0.2%)
S 1 (0.2%) e A= 1 (0.2%)
il 1 (0.2%) Fa ML 2% 1 (0.2%)
PEVEREIR A 4 1 (0.2%) REREE 8 (1.6%)
RES 8 (1.6%) RHUE 4 (0.8%)
T LIV X —PERE R S 1 (0.2%) Praf R—T A 3 (0.6%)
RIA4T7A4 1 (0.2%) SeIEEMERIVEA 1 (0.2%)
AREB A PR 1 (0.2%) BB LURBES 7 (1.4%)
ARG 2% 1 (0.2%) RAR 3 (0.6%)
AR B v e 1 (0.2%) JIIN 2 (0.4%)
ERRLSEd L) 1 (0.2%) H Ot 1 (0.2%)
AL 1 (0.2%) R4 1 (0.2%)
P 1 (0.2%) FRRERES 11 (2.2%)
AR B 1 (0.2%) SR RE S 4 (0.8%)
Nl 1 (0.2%) JIFR 2 (0.4%)
mERES 12 (2.4%) SRR 2 (0.4%)
e I 7 (1.4%) N T AT I —PIE 1 (0.2%)
[HiNER 4 (0.8%) EE UL E MGE 1 (0.2%)
FTY 1 (0.2%) FREEIEIT 2% 1 (0.2%)
RHES 2 (0.4%) EB L URKESE 3 (0.6%)
Rz 1 (0.2%) Hug 3 (0.6%)
AHRSE 1 (0.2%) [EIHAE D F 1 (0.2%)
RN EE 88 (17.8%) HERPLVIEEE 5 (1.0%)
IR IR B REAR T e 53 (10.7%) FHLHIA & 2 (0.4%)
FDR BB RE TT I 29 (5.9%) LA HLE 1 (0.2%)
BB RE R 4 5 (1.0%) PRI Z 1 (0.2%)
B O AR IR S 4 (0.8%) AN 1 (0.2%)
RS 1 (0.2%) Bff. BES L UHETRAOHE 3 (0.6%)
JRFEE R RS AR T 1 (0.2%) W (BRBLUVR)—TE2EE) '
BLRIPR AR V€ A A4y Wb 1 (0.2%) S BT iR 1 (0.2%)
NETN 1 (0.2%) MR L 1 (0.2%)
N 1 (0.2%) FELR BRI 1 (0.2%)
H S stk R RE IR T 1 (0.2%) e A R e
s % M [ BER Ry IS S A A o, : RN
;Zi‘:: ;;;*’%”Ji : Eozj ; ITEI (IR B 9IS 465 MedDRA ver 2.1 7=
—T 4T L TWD,
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HE B BN RE e
EfE R FE IMAAERREER (IMpower133 Hi5&)

IMpower 13355 E&% IMpower 13355 E&%
ElER4* AFKI+CERE ElEm%* AFKI|+CERE
(n=198) (n=198)
TOTAL 128 (64.6%) FE BT BRI iE 2 (1.0%)
—f% - 2BBEEL L UER BRI 2 o1 HRRES 20 (10.1%)
MDIKEE ) KM= 2 —m X F— 4 (2.0%)
%1 24 (12.1%) R R = 22— /XF— 4 (2.0%)
e JE 9 (4.5%) GIEbE 3 (1.5%)
A 4 (2.0%) MR L E 3 (1.5%)
FEEN 2 (1.0%) FEED F W 3 (1.5%)
e 2 (1.0%) SEIE 2 (1.0%)
PSR 2 (1.0%) X7 - NLU—JEERE 1 (0.5%)
KREPETRIE 1 (0.5%) fER 1 (0.5%)
FERE D JAE 1 (0.5%) BElR 1 (0.5%)
PRI VT 1 (0.5%) Lt 1 (0.5%)
BET- 1 (0.5%) = XA 1 (0.5%)
BIEES 49 (24.7%) RAEIE 1 (0.5%)
L 18 (9.1%) REBLUFEREE 25 (12.6%)
T 12 (6.1%) BAEEE 22 (11.1%)
K 12 (6.1%) &~ 7" %27 AJE 3 (1.5%)
e 8 (4.0%) 1&AH Y © A fiE 2 (1.0%)
N2 5 (2.5%) fii Ak 2 (1.0%)
IR 1 (0.5%) 1K) N U 7 A e 1 (0.5%)
KG9 1 (0.5%) &7 V7 2 v e 1 (0.5%)
JE R 1 (0.5%) B IR 955 1 (0.5%)
R A P 1 (0.5%) BERRE L VREEHEBES 11 (5. 6%)
RERAE 1 (0.5%) 105 AR 3 (1.5%)
A O M E R 1 (0.5%) BE v 2 (1.0%)
ATFH i 1 (0.5%) BRI 2 (1.0%)
AL TR 1 (0.5%) i KT 2 (1.0%)
APERER 1 (0.5%) Rk 1 (0.5%)
FASRZRTL 1 (0.5%) DU R 1 (0.5%)
RS 1 (0.5%) LIPS 1 (0.5%)
[EN RS 1 (0.5%) TS AR SE 1 (0.5%)
IS 1 (0.5%) FRREE 28 (14.1%)
BEEH L UVE THEES 47 (23.7%) 1/ MRS 11 (5.6%)
B 12 (6.1%) i R ERER 10 (5.1%)
WiZEAE 11 (5.6%) A i Bk 6 (3.0%)
% 9 FENE 8 (4.0%) KB 4 (2.0%)
BER SR 5 6 (3.0%) TI5=vTI) TR T 4 (2.0%)
F i 3 (1.5%) Z —P N )
SYERR R G 2% 2 (1.0%) M 7BV RRT 75— 4 (2.0%)
FLEE 2 (1.0%) 0 ’
EAR 2 (1.0%) TANRTXUWET ) bT 9 (1.0%)
9 FE B 1 (0.5%) A7 =7 —EHM )
A 1 (0.5%) U o SERE 1 (0.5%)
FCBEME R B 1 (0.5%) 7 vy F =8 1 (0.5%)
M D FEIE 1 (0.5%) y = NVEINVRT AT = 1 (0.5%)
R4 1 (0.5%) 77— i
S ME BT 1 (0.5%) 7o AT I F—P LR 1 (0.5%)
GRS 1 (0.5%) HTHRERR A B3 1 (0.5%)
1k 1 (0.5%) S 1 (0.5%)
HARMBEE S 1 (0.5%) BIVTF=2 7077 1 (0.5%)
TS 1 (0.5%) AP '
R 1 (0.5%) WD A 1 33 HN 1 (0.5%)
AR 1 (0.5%) W R Y F— RF =40 1 (0.5%)
M&ES &V L REE 30 (15. 2%) IAERE F 5 1 (0.5%)
2, 17 (8.6%) BEAE S K UFERAE 10 (5.1%)
AT R 13 (6.6%) e 2 (1.0%)
/R 9 (4.5%) i %% 1 (0.5%)
A i Bk D 4 (2.0%) SUH R 1 (0.5%)
R R 1 (0.5%)
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IMpower 13358 B&

ElER4* AFH|+-CERE
(n=198)

fiti R 1 (0.5%)
O NER 1 (0.5%)
_NHEA S 1 (0.5%)
A NATaTA ) AEY 1 (0.5%)
NHEE 1 (0.5%)
TR G 1 (0.5%)
FERES. MR8 & UHitiRiES 8 (4.0%)
fitilig e 3 (1.5%)
Lxo<Y 2 (1.0%)
I ] 1 (0.5%)
fg sk 1 (0.5%)
T b 1 (0.5%)
SUE S 1 (0.5%)
IRfEE 2 (1.0%
F 1 (0.5%)
ARSI 1 (0.5%)
il 7RI 1 (0.5%)
mEREE 5 (2.5%
e I 3 (1.5%)
fE 1 2 (1.0%)
R bEE 25 (12.6%)
BRI REIR T 18 (9.1%)
R R RE TT RS 10 (5.1%)
H O R AR 2% 3 (1.5%)
ORI 1 (0.5%)
5E. PESLUVNESHHE 10 (5.1%)
NS Kt 10 (5.1%)
DEBES 2 (1.0%
ElES 1 (0.5%)
SERFET T YT 1 (0.5%)
REREE 1 (0.5%)
TFT 4T X~ 1 (0.5%)
EBLURBES 5 (2.5%)
SRR 2 (1.0%)
SRS VBB R 1 (0.5%)
bR 1 (0.5%)
JREA 1 (0.5%)
FIRERES 1 (0.5%)
B 1 (0.5%)
HB L UPRBEES 1 (0. 5%)
[EIEEPE D F 1 (0.5%)
Hig 1 (0.5%)

* o RAIE ORRBEURNEE TE IV ES
FWEH A IXERMOMEFERAICHE-SE, MedDRA ver.21.0 T
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IR AR BFARRERE  [1200mg 5]
EIfR[F 55 MAAERRERER (IMbrave150 EXER)
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IMbrave 1503 E& IMbrave 1503 E&
E R RPN X TR E R REANS I TR
(n=329) (n=329)
TOTAL 276 (83.9%) HEREL 1 (0.3%)
BEHLUETHBIES 85 (25.8%) FRREE 111 (33.7%)
& 9 FEIE 43 (13.1%) TANRGE VBT I ) NTF AT
%% 29 (8.8%) = 5 — B 46 (14.0%)
R INTR IS 8 (2.4%) TI=YT I NI AT 2T — 0
e B 5 (1.5%) BRI 34 (10.3%)
JiESthd 3 (0.9%) i MR 27 (8.2%)
SUERRBE R 3 (0.9%) MHE UL e N 27 (8.2%)
HLBE 3 (0.9%) RED 13 (4.0%)
EAiS 3 (0.9%) i ERER 12 (3.6%)
FEE - RO IRN A EAE R 2 (0.6%) M7l ) ARR7 7 & —BHhn 12 (3.6%)
LR 2 (0.6%) T ERE D 12 (3.6%)
& D e IB 2 (0.6%) U o SERERIR D 8 (2.4%)
R4S 2 (0.6%) 1 R AR AR A L L HE N 7 (2.1%)
ERALAEL 2 (0.6%) y—IAEINETUAT =T~ 6 (1.8%)
KIE 1 (0.3%) 1 8%
SR HH i 1 (0.3%) e U e 5 (1.5%)
KLBEME F 5 1 (0.3%) NF AT I )—¥ LF 5 (1.5%)
LBV D FEIE 1 (0.3%) 7 vy F =8 5 (1.5%)
BIREE 97 (29.5%) SR E AR 4 (1.2%)
Tl 34 (10.3%) M7 L7 3 e 4 (1.2%)
LD 21 (6.4%) 7 7 —EHI 3 (0.9%)
M - 13 (4.0%) U —EHN 3 (0.9%)
fHAK 8 (2.4%) i E -5 3 (0.9%)
P 8 (2.4%) M FEE E UL e N 3 (0.9%)
A% 7 (2.1%) I HEREEE N 3 (0.9%)
| REE R 6 (1.8%) SRR M ERBS 3 (0.9%)
NG R 6 (1.8%) 7'a be B URHER 2 (0.6%)
B =gaahiin 4 (1.2%) TEMEEE D b o BT T AT Ry 2 (0.6%)
NS 4 (1.2%) IS & o
18 5% 3 (0.9%) R vaEl ,—47 8 2 (0.6%)
B AE R 3 (0.9%) JR P 2 (0.6%)
11 PN 5 e 3 (0.9%) M) b U o A 1 (0.3%)
15 HE I, 3 (0.9%) 1 FP LR K SEEE S N 1 (0.3%)
H§7J< 3 (0.9%) M~ 730 Kb 1 (0.3%)
BB 2 (0.6%) FRNE- RSN 1 (0.3%)
ﬂ‘“x 2 (0.6%) DR PR I 1 (0.3%)
+ AR 2 (0.6%) QR Sl 1 (0.3%)
£ H I 2 (0.6%) FeR=2 1 H00 1 (0.3%)
[INGISEE 2 (0.6%) IR AR A R 1 (0.3%)
7 7 A 1 (0.3%) A ) o L) 1 (0.3%)
S 1 (0.3%) 1= R SN 1 (0.3%)
B 1 (0.3%) JRF T R o BERG 1 (0.3%)
OB AMER% 1 (0.3%) FLf ERESE 1 (0.3%)
LL TR 1 (0.3%) W o o 8 1 (0.3%)
R 2 1 (0.3%) Wl b ) 23— RF o= 8 1 (0.3%)
B HE 1 (0.3%) TR BRSO D 1 (0.3%)
O g% 1 (0.3%) —f% - 2BEES L UESEMLOKE 97 (29.5%)
R 1 (0.3%) T 50 (15.2%)
% 1 (0.3%) I 30 (9.1%)
5 H 1 (0.3%) I E 11 (3.3%)
i SR H 1 (0.3%) G A 7 (2.1%)
F2i 1 (0.3%) AR I 6 (1.8%)
B 1 (0.3%) e 4 (1.2%)
ERiRa=hizy ) 1 (0.3%) FEIE D SAE 3 (0.9%)
J [N R A i 1 (0.3%) 30 2 (0.6%)
[TIES 1 (0.3%) Y8 1 (0.3%)
B 15 of, 1 (0.3%) A NENR 1 (0.3%)
KK TR X2 T L R BEBGENEE TE RV ES




IMbrave1505KE& IMbrave1505KE&

BIfEF%R AR NS X TR BIfEF%R AR NS X TR

(n=329) (n=329)

A VTN YRR 1 (0.3%) BARA 1 (0.3%)
RIE 1 (0.3%) R 1 (0.3%)
G A 1 (0.3%) MEE SV VRREE 43 (13.1%)
TEIE 1 (0.3%) 1/ NR IS E 16 (4.9%)
meEEE 84 (25.5%) M BRI i 16 (4.9%)
e I 78 (23.7%) 1 BRI iE 13 (4.0%)
FERRSE 2 (0.6%) 1. 9 (2.7%)
H . 2 (0.6%) 1 i EREE AN 4 (1.2%)
A5 fJE 2 (0.6%) eI B 3 (0.9%)
FTY 1 (0.3%) U U REE 1 (0.3%)
RS 1 (0.3%) U i 1 (0.3%)
HH A R AR 1 (0.3%) M NS INEE 1 (0.3%)
FRIRIERRE 1 (0.3%) B S SeE MR M M 1 (0.3%)
REBELUERBREE 63 (19.1%) JIEHE 1 (0.3%)
RARIEE 33 (10.0%) I i 5 1 (0.3%)
72 I 9 (2.7%) BERRELUHEESHRBES 30 (9.1%)
7 7 X o mdE 8 (2.4%) RAEIR 16 (4.9%)
&)~ U 7 A E 5 (1.5%) 7 P 8 (2.4%)
1KY i 3 (0.9%) iNEkaL] 3 (0.9%)
KR 1 I E 3 (0.9%) A 3 (0.9%)
&3 L AT a— LIE 2 (0.6%) U A 1 (0.3%)
&2 o — L idE 2 (0.6%) IR 1 (0.3%)
Fh Y U A IGE 2 (0.6%) RAfiZ¢ 1 (0.3%)
w7 U® Y RiffE 2 (0.6%) BE i NR 1 (0.3%)
&~ 7R AE 2 (0.6%) (paliiy 1 (0.3%)
B IR 995 2 (0.6%) U fide A PR 1 (0.3%)
1A ) 7 A e 1 (0.3%) H C s R EI R 1 (0.3%)
{&H v E 1 (0.3%) MR 1 (0.3%)
K~ 27 %3 7 ALJE 1 (0.3%) [ 1 (0.3%)
U R ME 1 (0.3%) HERES 28 (8. 5%)
e i e 1 (0.3%) IEE 15 (4.6%)
7R DR I 1 1 (0.3%) TR R 2 (0.6%)
@Fm%ﬁﬁﬁ 1 (0.3%) FEIMED E N 2 (0.6%)
AR R 1 (0.3%) PR 2 (0.6%)
ENERR wﬂa;umﬁ 65 (19.8%) b FEZE 2 (0.6%)
S H I 24 (7.3%) JFFEIE 1 (0.3%)
X R 22 (6.7%) KRR = 2 —n g — 1 (0.3%)
- ) 10 (3.0%) W i 1 (0.3%)
ALK 5 (1.5%) < BHIEF 1 (0.3%)
1 JE R SE 5 3 (0.9%) ESil 1 (0.3%)
Ji 7k 3 (0.9%) 5 6 b 1 (0.3%)
Jili FEASE 2 (0.6%) fibd i A 1 (0.3%)
Jififig 2 2 (0.6%) K= 2 — /S F— 1 (0.3%)
WE 1. 1 (0.3%) AN bEE 36 (10.9%)
T L —PERY 1 (0.3%) R R RE AR T 26 (7.9%)
A % 1 (0.3%) R RS RE TS 14 (4.3%)
MHEE D J i 1 (0.3%) T AR TAE 1 (0.3%)
R P i 6 1 (0.3%) BB HRER S 1 (0.3%)
JRAPELIK 1 (0.3%) BE. PESLVUBEHE 37 (11.2%)
Jili & 1 (0.3%) HEAIZLE D KOS 36 (10.9%)
Jifi £ 1fn. 1 (0.3%) J B T 1 (0.3%)
SR 1 (0.3%) R g B 1 (0.3%)
A 1 (0.3%) R EREE 15 (4. 6%)
BB L URBESE 69 (21.0%) AR HE S, 5 (1.5%)
EA=lR 62 (18.8%) & e UL E 2 (0.6%)
[N 5 (1.5%) IRz 2 (0.6%)
TINT IR 1 (0.3%) B ST 2 (0.6%)
R 1 (0.3%) JF g 1 (0.3%)
X7 v — PR 1 (0.3%) et 1 (0.3%)
S 1 (0.3%) JHREE R 1 (0.3%)
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IMbrave1505KE& IMbrave1505KE&
BIfEF%R AR NS X TR BIfEF%R AR NS X TR
(n=329) (n=329)
SR PERT A 1 (0.3%) NS 1 (0.3%)
BEEAE B K UFE RAE 22 (6. 7%) HAR IR 1 (0.3%)
W2 3 (0.9%) LI 1 (0.3%)
AGE 3 (0.9%) AHLEIA 2 1 (0.3%)
IR i e 2 (0.6%) A4 1 (0.3%)
fitig% 2 (0.6%) iz Hi i 1 (0.3%)
R AN AE Y Y T — 1 (0.3%) DRES 4 (1.2%)
OfEd v BE 1 (0.3%) LT FESE 2 (0.6%)
1 Ve B i e g 1 (0.3%) Ak gE 1 (0.3%)
P 1 (0.3%) 7 ay s 1 (0.3%)
o JE 2% 1 (0.3%) SN 1 (0.3%)
LS 1 (0.3%) R s 1 (0.3%)
LA MR TR R 1 (0.3%) TAPEER AR 1 (0.3%)
RS AE 1 (0.3%) B, BB LUHMATBEOHLEY 2 (0. 6%)
BOIENE S = > 27 1 (0.3%) (BEBLUHRY—TEED) o
Jili e 1 (0.3%) JiEEIEE HH i 1 (0.3%)
F i e 1 (0.3%) =g il =M 1 (0.3%)
LTS 1 (0.3%) RfEE 3 (0.9%)
HHEE o P 1 (0.3%) AR v R 1 (0.3%)
ESEES 1 (0.3%) TR AR 1 (0.3%)
J 2% 1 (0.3%) VIR N 1 (0.3%)
EHEE 8 (2.4%) RERES 2 (0.6%)
RHRSE 5 (1.5%) YA NI A HIEERE 1 (0.3%)
Y v R—fEE 1 (0.3%) IR BEUE 1 (0.3%)
BEELIRRE 1 (0.3%) NE B L UARNE 1 (0.3%)
REERR P 55 1 (0.3%) A R JE e B 1 (0.3%)
Eyfgﬁ e L Ez.%) BRI K L ORI 7
FE ST M5 1 (0.3%) BIVERL IXER OREHG4I12FESEX, MedDRA ver.22.0 T=

—F 4T LTWD,
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PD-L1 B D RILE > SRUKIEMEA D HER2 Rt D E M FEE X (Z B R ILE
EffEFFE MEREKAE (IMpassion130 XEx)

IMpassion1305%E&
(PD-L1F51H5ER)

IMpassion1305%E&
(PD-L1FE1H5ER)

BiteR&* FEtnabs <5 1) A IR BitER&* A nab—/<5 1) A L
(n=185) (n=185)
TOTAL 180 (97.3%) 7T — T VR B R 1 (0.5%)
EEH L UVE THEBIES 137 (74.1%) R 1 (0.5%)
B 109 (58.9%) BIREE 114 (61.6%)
B 24 (13.0%) L 83 (44.9%)
& 5 FERE 19 (10.3%) T 41 (22.2%)
JNVAE D 16 (8.6%) 5 31 (16.8%)
LA 9 (4.9%) Mgt 27 (14.6%)
RN I 8 (4.3%) ERAPS 17 (9.2%)
FLBF 8 (4.3%) N R 8 (4.3%)
JT\ER SIS 6 (3.2%) icE 7 (3.8%)
SRR SR 5 (2.7%) LA R 7 (3.8%)
INZ) = 4 (2.2%) - E R 5 (2.7%)
JTHRIR s i 3 (1.6%) B RE R R 4 (2.2%)
JINEis 3 (1.6%) PN TS 2 (1.1%)
=Y 3 (1.6%) R 2 (1.1%)
B 3 (1.6%) Gk 2 (1.1%)
F &R 3 (1.6%) AR 2 (1.1%)
JNEEE 2 (1.1%) S 1 (0.5%)
A 2 (1.1%) iRl 1 (0.5%)
K 2 (1.1%) 7 7 X VRS 1 (0.5%)
TV 2 (1.1%) EES 1 (0.5%)
A AEES S 2 (1.1%) JHE A PR 1 (0.5%)
D MR 1 (0.5%) P 1 (0.5%)
JTCFR B 1 (0.5%) Fikz 1 (0.5%)
ERINIAZS 1 (0.5%) JILF D S NiE 1 (0.5%)
2H M ) T 1 (0.5%) TR 1 (0.5%)
15 1 (0.5%) R 1 (0.5%)
BT 1 (0.5%) EREES 1 (0.5%)
G 1 (0.5%) LI 1 (0.5%)
JINZRER ] 1 (0.5%) ARG 1 (0.5%)
T 1 (0.5%) Lt % 1 (0.5%)
7 he—MERER 1 (0.5%) JIT & PR 1 (0.5%)
T UL — MRS 1 (0.5%) HRRES 108 (58.4%)
FBEME R B 1 (0.5%) KM= 2 —a F— 39 (21.1%)
&R 1 (0.5%) KRR = 2 —a X — 31 (16.8%)
A EEIVES 1 (0.5%) LR L H 24 (13.0%)
At 1 (0.5%) IEp 20 (10.8%)
— - 2BEERS L UREEHLD . SR 14 (7.6%)
$®iE 125 (67.6b) ERTEDE 11 (5.9%)
g 85 (45.9%) FoiEkEE 7 (3.8%)
FEEN 23 (12.4%) LR = 0 — N F— 5 (2.7%)
Fiiabia 19 (10.3%) R SRR 5 (2.7%)
A PR 16 (8.6%) B[R 3 (1.6%)
LT D I HiE 13 (7.0%) Rt 3 (1.6%)
M 10 (5.4%) KPEER) = = — 1 T — 2 (1.1%)
A 6 (3.2%) AR 1 (0.5%)
e 5 (2.7%) T I AR BEE R RE 1 (0.5%)
A TN PRRR R 4 (2.2%) TR 1 (0.5%)
e 4 (2.2%) -l 1 (0.5%)
30 3 (1.6%) ESi 1 (0.5%)
KRNER 2 (1.1%) SR 1 (0.5%)
PRI I 2 (1.1%) WEL T 3 1 (0.5%)
MR 2 (1.1%) SE B AN PR 1 (0.5%)
B AR g 1 (0.5%) LR AR 1 (0.5%)
FE Ll g 1 (0.5%) G AEES 1 (0.5%)
[ Syt e 1 (0.5%) MEE SV VRREE 81 (43.8%)
TSRO SO 1 (0.5%) 21 49 (26.5%)
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IMpassion1305£5&
(PD-L1F5 15 R)

IMpassion1305X5&
(PD-L1F5 £ R)

LECE AR a5 ) AU | | Ra R a1 1) 8 S LIVE
(n=185) (n=185)
I BRI E 41 (22.2%) KA ) 7 A fE 4 (2.2%)
[ 1 ER s JiE 7 (3.8%) i I 3 (1.6%)
i/ MR E 5 (2.7%) &7 b U U A ffE 2 (1.1%)
U 2 RERJE 4 (2.2%) v A IAUE 2 (1.1%)
FEEMAEAT H BRI E 2 (1.1%) JiiK 2 (1.1%)
U o i 1 (0.5%) 1Y) BRI AE 1 (0.5%)
FRIRAZ BRI AE 1 (0.5%) IEIRES. MERE & UHithRES 37 (20.0%)
AR E 51 (27.6%) NIk 16 (8.6%)
hif HPERE R 21 (11.4%) W% PR 10 (5.4%)
1 i ER i b 9 (4.9%) S I 6 (3.2%)
TARGEXURET I ) hT 8 (4.3%) Jilifigi 2¢ 4 (2.2%)
A7 =7 —EHM ) 2 3 (1.6%)
TI7=vT /) T AT x 7 (3.8%) S5 VR IR DR 2 (1.1%)
7 — B ’ EE 2 (1.1%)
Y L SERKRD 5 (2.7%) [ e A E 1 (0.5%)
A7) RmRAT 7 =% 3 (1.6%) sy 1 (0.5%)
s ' WHEE D %S 1 (0.5%)
7o AT IF—¥ LR 3 (1.6%) SR 1 (0.5%)
IRE R 2 (1.1%) 1 PEMRBE A e 1 (0.5%)
I ELDR R A L L HE 2 (1.1%) WEGE T IE 1 (0.5%)
QRN e el 2 (1.1%) R AE M 1 (0.5%)
RE A 2 (1.1%) BOKIE 1 (0.5%)
yINMIINRT AT = 1 (0.5%) BRES & UBERE 30 (16.2%)
7 — 24 o7 TR 8 (4.3%)
frh 7 V75 = 1 (0.5%) HWED ~ D F%E 4 (2.2%)
It SR SR 1 (0.5%) TFAZ% 3 (1.6%)
TREHIIN 1 (0.5%) SEm 3 (1.6%)
1 LR R A SR SR HE N 1 (0.5%) TR 2 (1.1%)
7R if BRER D 1 (0.5%) RgE S 2 (1.1%)
~EZ T 1 (0.5%) B 2 (1.1%)
DN, 0 1 (0.5%) Pl 2 (1.1%)
77 —VRY 1 (0.5%) B 1 (0.5%)
77 —EHm 1 (0.5%) EARS 1 (0.5%)
ANT S I ABD 1 (0.5%) OB Y 1 (0.5%)
~~ 27Uy MED 1 (0.5%) WEEZ 1 (0.5%)
U = HN 1 (0.5%) TR R 1 (0.5%)
M= v v e — & B iR 0 A~ LR 1 (0.5%)
o 1 (0.5%)
L ISP 1 (0.5%)
eV 1 (0.5%) AR 1 (0.5%)
1fn A 1 (0.5%) WEEE S 1 (0.5%)
LI Gl 1 (0.5%) RMENES =~ 7 1 (0.5%)
HERRE S VHESHEBES 52 (28.1%) B — LB R 1 (0.5%)
P i 23 (12.4%) AV A VARG 1 (0.5%)
5 PG 23 (12.4%) BB RBA 1 (0.5%)
et 8 (4.3%) R 1 (0.5%)
R)53] 6 (3.2%) 0 P e 1 (0.5%)
i 6 (3.2%) A TE T 508 1 (0.5%)
Lekiiifi] 3 (1.6%) AR 1 (0.5%)
MR 2 (1.1%) ENEYS 1 (0.5%)
s i/ 1 (0.5%) RS 23 (12.4%)
Hi 1 (0.5%) IR 9 _(4.9%)
PR 1 (0.5%) Rl 7 (3.8%)
WiBRaR 1 (0.5%) Fil 14 (2.2%)
(R ES 1 (0.5%) IR IR 3 (1.6%)
5K SR Mg 1 (0.5%) SERRE 2 (1.1%)
BE B2 1 (0.5%) ZERA 2 (1.1%)
1t§§?3’53:05§§|}$§ 40 (21.6%) EEE@;@_{E 1 (0.5%)
BRI 27 (14.6%) T 1 (0.5%)
EA NG b 7_(3.8%) R 5 1 1 (0.5%)
K~ 7" 37 AMIE 5 (2.7%) T 1 (0.5%)
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IMpassion1305£5&
(PD-L1F5 15 R)

IMpassion1305X5&
(PD-L1F5 £ R)
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AlfeR R nab o) hrwoE | |BfFRET a0 ) B EILE
(n=185) (n=185)
R e it 1 (0.5%) 1 ] % 1 (0.5%)
N EE 36 (19.5%) Y\ B g 1 (0.5%)
IR IR R T 29 (15.7%) INBEREZ D FEAE 1 (0.5%)
R IR RE TUEEE 6 (3.2%) BE,. hEPLUVLESHHE 5 (2.7%
B L e IR IR S 2 (1.1%) HEAICEES K 3 (1.6%)
RIS RE AR 4 2 (1.1%) el 1 (0.5%)
BRI RV E Rt A4y Wk 1 (0.5%) AR5 Wb 1 (0.5%)
SERIR R ERSRE AR A 1 (0.5%) FFREEREE 5 (2.7%
FEIR I 1 (0.5%) e 2 (1.1%)
mEREE 15 (8.1%) 4 1 (0.5%)
ETH 5 (2.7%) ZPENEgER 1 (0.5%)
K i 3 (1.6%) S MERT 2 1 (0.5%)
e I JE 2 (1.1%) HEH L URBEES 2 (1.1%)
U SR 2 (1.1%) [ElfEE D F 1 (0.5%)
R R IR Y 2 (1.1%) FEET 1 (0.5%)
DU B 3E 1 (0.5%) Hi 1 (0.5%)
BaEE 8 (4 3% GERBE 2 (1.1%
RERE 7 (3.8%) IEROE 1 (0.5%)
3 % 1 (0.5%) BB R 1 (0.5%)
DIBEE 8 (4.3% B, BB LUEATHD
BNk 3 (1.6%) HEY (BREIURY—F 2 (1.1%)
TR AR 3 (1.6%) =E)
B 1 (0.5%) FErEY o 1 (0.5%)
TN = N 1 (0.5%) FROIR R e 1 (0.5%)
B & URBEES 6 (3.2% 82 ORE 1 (0. 5%)
JREYIE 2 (1.1%) B & R O A A 1 (0.5%)
BUR L (0.5%) *AAIE 1L nab/3 2 U 5 % L ORRBRAEET X
IR 1 (0.5%) PN
FEX A o
e LG B RO 9% (25% . MedDRA ver21.0 T
ﬁ(ﬁ’gﬁﬁ_ 1 (0.5%) a—F 47 L TW5,
EBRBEVABHE 3_(1.6%




LIRRA AR 73 e AR ERER A

ESVE T AEERARARER (ML39345 FHER)
AlfE e ISR AitEma” MRS
TOTAL 47 (95.9%) KA Y U AiffE 2 (4.1%)
ERERRE 32 (65.3%) 1KY > e 1 (2.0%)
U 2 SEREOR 10 (20.4%) SV RNk 1 (2.0%)
H i sk Egsd 9 (18.4%) Jiisk 1 (2.0%)
MFT NIRRT 72— 9 (18.4%) U o E 1 (2.0%)
Hm ) IRz, MERE & UHithRES 12 (24.5%)
TARTEVBT I ) T 5 (10.2%) A 2 (4.1%)
27 = F—B N ) ISP R 3 (6.1%)
ifn. H LR MK SRIE SR N 2 (4.1%) T LA — RS 3 (6.1%)
IR D 4 (8.2%) 1 PENR B 2 (4.1%)
i ER AR s L BN 5 (10.2%) KA FRIE 2 (4.1%)
RSN 1 (2.0%) Wit ES 1 (2.0%)
TI5=UTI) N TUAT . Wil 2 3 (6.1%)
5 —EHIN 5 (10.2%) WS L 1 (2.0%)
i/ MRS 4 (8.2%) HEBRRE L VA HBES 12 (24.5%)
A ER S 4 (8.2%) B 7 (14.3%)
M e YL e 8 4 (8.2%) 4 e 3 (6.1%)
7 L7 F =8 2 (4.1%) e 1 (2.0%)
i ER ARSI A L R 3 (6.1%) W P9 5 (10.2%)
7 o —E 2 (4.1%) BEES L UETHEES 21 (42.9%)
I )VF Y — )LD 2 (4.1%) W35 10 (20.4%)
V=% | 1 (2.0%) FERE R 1 (2.0%)
hY 3—RFa=H0 1 (2.0%) YA ES 5 (10.2%)
~F S0 B 1 (2.0%) 9 FEIE 6 (12.2%)
U —B N 1 (2.0%) BRI R 5 5 (10.2%)
U oo Eifian 1 (2.0%) 2T 3 (6.1%)
MAFT7 LT R 1 (2.0%) BT 2 (4.1%)
Mz Fa ke e 1 (2.0%) FLBE 1 (2.0%)
M ~Y 7 VY RN 1 (2.0%) = PEEEE 1 (2.0%)
I NN 2 1 (2.0%) Pl R 2% 1 (2.0%)
L E U R s 1 (2.0%) Jii B 1 (2.0%)
IRECER D AR N 1 (2.0%) 7 &1 0 1 (2.0%)
R A & 2 v R 1 (2.0%) BREES L UVFERE 4 (8.2%)
—fE - 2BEES L CREE 24 (49.0% R R Y 1 (2.0%)
DIREE ) fiftids 1 (2.0%)
P 18 (36.7%) NGRS 1 (2.0%)
Bickis 6_(12.2%) BT H R 1 (2.0%)
A VTN PRER R 3 (6.1%) R 1 (2.0%)
M 2 (4.1%) HRRES 6 (12.2%)
FE O M 2 (4.1%) HEYE 4 (8.2%)
KRNEIR 1 (2.0%) FEIMED E W 3 (6.1%)
PEFR AR TR 58 1 (2.0%) meEE= 4 (8.2%)
BEES 18 (36.7%) FTH 4 (8.2%)
L 8 (16.3%) EmEE 2 (4.1%)
M - 2 (4.1%) RIRSE 2 (4.1%)
{5 2 (41%) miEs LUV VANREE 10 (20.4%)
T 6 (12.2%) 2 1. 8 (16.3%)
JE 2 (4.1%) T B Bl HE hNSE 1 (2.0%)
NG 1 (2.0%) U L oREiRE 1 (2.0%)
12N TR 1 (2.0%) R Z MR 1 (2.0%)
1PNz 1 (2.0%) DISEE 1 (2.0%)
e i 1 (2.0%) TRPEAE R 1 (2.0%)
T AiE W TR A 1 (2.0%) SR 1 (2.0%)
ki 1 (2.0%) RfEE 3 (6.1%)
0% 1 (2.0%) Ft 1 (2.0%)
B ES 1 (2.0%) SE 1 (2.0%)
REFE L UVREREE 13 (26.5%) IS B IR 1 (2.0%)
e A 4 (8.2%) S IMPEE 10 (20. 4%)
K b U o A ffE 5 (10.2%) R RS BE O E 6 (12.2%)
BAEGR 5 (10.2%)
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RIS ML393_455K.§§ Si4E & * ML393_455KE§
n=49 n=49
RO IR RE AR T 3 (6.1%) i 1 (2.0%)
NS 1 (2.0%) R R 1 (2.0%)
FROIR B 5 1 (2.0%) HBERELVIEREE 1 (2.0%)
B RE AR 4 1 (2.0%) BT 1 (2.0%)
BE. PESLUVLNBESHHE 1 (2.0%) REREE 1 (2.0%)
B BT 1 (2.0%) A NI AV RHEERE 1 (2.0%)
HH L URBES 4 (8.2%)
[l D F 2 (4.1%) * o RHKIE ORFEENTE CTE RN FES
g 1 (2.0%) BHWERAIXEMOMEFERAITHE S Z | MedDRA ver.24.0 T=
—T AT LTS,
E RN O +EERREXER (ALBERT 5A5R)
. ALBEﬁTaﬁsﬁ Al 4 ALBEﬁTEftn%ﬁ
n=20 n=20
TOTAL 16 (80.0%) 1 AR 1 (5.0%)
EERIRE 10 (50. 0%) BHEE 2 (10.0%)
FTANRSGEUBT I ) T . L 1 (5.0%)
L AT 25— BHI 5 (25.0%) IENE 1 (5.0%)
752732 RTFURT 4 (20.0%) REE L UEREREE 2 (10.0%)
= 7 — M ) 5 PR ML 1 (5.0%)
U BRSO 4 (20.0%) KAV v AiffiE 1 (5.0%)
L BB 4 (20.0%) BEERRE KU EHEBME 9 (10. 0%)
MR > 3 (15.0%) =
i BR A s 3 (15.0%) 77 A 2 (10.0%)
Mz L7 F ok AsFH 1 (5.0%) R 1 (5.0%)
—BHm ) DIEEE 1 (5.0%
A R AR 3B AN L R 1 (5.0%) TRPEARAR 1 (5.0%)
il ) FFEEEREE 1 (5.0%
SNTF Y D 1 (5.0%) ke 1 (5.0%)
BEEH LUK THEES 4 (20.0%) RLE S & US4 RE 1 (5.0%)
% 1 (5.0%) HFHg 1 (5.0%)
T 5 FFAE 1 (5.0%) BRRES 1 (5. 0%)
KI5 1 (5.0%) GER 1 (5.0%)
PR LB 1 (5.0%) BB URBEE 1 (5.0%
MAEL LV DIREE 3 (15.0%)
2. 3 (15.0%) R 1 (5.0%)
HN5 BEE 3 (15.0%) EER 1 (5.0%)
A RO 1 (5.0%) IR, W3E L UHEES 1 (5.0%
RO IR RE T 1 (5.0%) Wil 1 (5.0%)
RO IR RE AR T 1 (5.0%) e BB 1 (5.0%)
R RS 1 (5.0%) . s .
1B 2BRER L UBEE 3 5. 00 D ARH & DR EBRNEE TE RN EHESR
BLDIKEE ) BIWERA IXEROREERL 1S E . MedDRA ver.25.1 ©
FHE 3 (15.0%) aA—=F 4T LTND,
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BREXXITHATEOESMENK/T M) 2/ E -

ENEE O tAERRAER (ATTACK 5XER%)

S

e & * ATTA(_:Kﬁt%ﬁ
n=14
TOTAL 11| (78.6%)
MiEH LV VNREE 2| (14.3%)
=il 2| (14.3%)
R iEE 1 (7.1%
RIE A2 1| (7.1%)
BIaES 2| (14.3%)
CETI 11 (7.1%)
mIRPS 1| (7.1%)
—f% - 2BEEL L UEREERML
O EE 8| (57.1%)
VAT 1| (7.1%)
FEEL 8| (57.1%)
FFEEREE 2| (14.3%)
Sy PRI 2% 2| (14.3%)
REEL L UVFERAE 1 (7.1%
S 1| (7.1%)
BE. PESLUVLEEHE 1 (7.1%)
HEALE S KOG 1| (7.1%)
ERERIRE 10{ (71.4%)
Z;:_;i;m‘/ b7 2| (14.3%)
TANRTRUBMT I/ bT
VAT =T — BRI 4| (28.6%)
L7 V7 F = Hn 2| (14.3%)
U L SERER D 1| (7.1%)
B v ER Bk ) 5| (35.7%)
i/ NRER D 2| (14.3%)

VIR TR RE 72 AR SE

ERNE I EEEREER (Marble HER)

Marb | ez B&

ElfERE* AFEI4-CPEE
(n=48)
TOTAL 48| (100%)
mMEH LV DNRREE 39| (81.3%)
E=inl 26| (54.2%)
FEENPE L BRI 11| (22.9%)
I i BRI i 3| (6.3%)
I TP BRI E 19| (39.6%)
i/ NI 3| (6.3%)
DEEE 1] (2.1%)
DBARE) 1] (2.1%)
R EE 7| (14.6%)
BB RE R 4 2| (4.2%)
R REAR NIE 4| (8.3%)
Er Il P ST FAA A 1] (2.1%)
BEES 41| (85. 4%)
HE 1| (2.1%)
g 2| (4.2%)
(EX A 26| (54.2%)
I 8| (16.7%)
1PN 78 1] (2.1%)
FRELPEA L A 1] (2.1%)
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SRR ATTAE)KaK%ﬁ
n=14
(R 1| (7.1%)
M ifn ER S 4| (28.6%)
=T 7 s X NTaTA .
B 1| (7.1%)
REBELURBREE 3| (21.4%)
&7 VT 2 e 21 (14.3%)
1&H Vv AfE 17 (7.1%)
) b U 7 A e 1| (7.1%)
HEBRRELUVHEEHBES 2| (14.3%)
RAfiZ¢ 1| (7.1%)
KT 1| (7.1%)
Bk, BES & UEHMATHOH
EM(ERBLIUR)—TEE 1 (7.1%)
)
G 1| (7.1%)
IRz, MERE & UHithRES 1 (7.1%)
SUE SRS 1| (7.1%)
BEES L UETHERES 5| (35.7%)
SYERRLE 2% 1| (7.1%)
9 FEE 1| (7.1%)
i 3| (21.4%)
SRR B 2% 1| (7.1%)

* o AH & DREBIRNEE TERNESR
FWER £ IXEMOWEFESEL I HS% . MedDRA ver.25.1 T

a—F 47 LTWA,

Marb | ez E&
EltEmE* AH|+CPEE
(n=48)
TN 20| (41.7%)
AN 13| (27.1%)
M i 4| (8.3%)
P H 1 1| (2.1%)
— . n% s N g fi_
a):};%égﬂﬂ B L VTR 5 A 30| (62. 5%)
% 6| (12.5%)
AR 15| (31.3%)
A I P I 6| (12.5%)
FEEL 10| (20.8%)
RO H 1| (2.1%)
TSR RO 5y I 1| (2.1%)
FFREE RFEE 1] (2.1%)
JHF B 1| (2.1%)
REREE 1] (2.1%)
IWEUE 1| (2.1%)
BEES L UVHFERE 5| (10. 4%)
Bk 1] (2.1%)
AWEd P HiE 1| (2.1%)
MER iR 2% 1] (2.1%)




Marb | ez B&

BlERE* AFI+-CPEE
(n=48)

PR G 1] (2.1%)
ShREEB K 1| (2.1%)
COVID-19 1] (2.1%)
BE. PEELUVLEEHHAE 4| (8.3%)
EANIZEE D KOG 4| (8.3%)
ERRRE 38| (79.2%)
TI7=VT R RN TUAT 2
5 Ry 13| (27.1%)
7 27— 3| (6.3%)

TANTGX VBT I NT v
A7 =7 —EHE

11| (22.9%)

M e VL e 8 3| (6.3%)
me 7 L7 F ok ARFF—

e 4| (8.3%)
M7 vy =880 5 (10.4%)
y=-INVHEINVNT AT = 6l (12.5%)
5 —B N ]

U o SERE D 8| (16.7%)

A EREED 18| (37.5%)
1/ MR FEGR D 12| (25.0%)
JREE 2| (4.2%)
IR E R 2| (4.2%)
[ i Bk Ak > 22| (45.8%)
M 7/vh YRR T 72 —F 3| (6.5%)
I '
KB LUXRERE 25| (52.1%)
Jii Kk 1] (2.1%)
e I 1| (2.1%)
&) U A E 1| (2.1%)
&7 7 3 e 5| (10.4%)
&AL I fLfE 1| (2.1%)
& U o M 4| (8.3%)
K U U AfufiE 5| (10.4%)
AR 18| (37.5%)

BERRE L UHEHBBIES

17] (35.4%)

BeI i

13| (27.1%)

5 1 T 2| (4.2%)
777 PO 7| (14.6%)
% 2| (4.2%)
B, BHS & UHEFHOHE o
b (ERE LUK —TESD)
| e 1] 2.1%)
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Marb | esER
ElERE* AFKI+-CPEE
(n=48)
HRRES 42| (87.5%)
FEMED E WV 2| (4.2%)
LR R4 2| (4.2%)
E 1] (2.1%)
KPR = 2 —a 85— 42| (87.5%)
TR R 4| (8.3%)
RBHEE 1] (2.1%)
R E 1] (2.1%)
BB LURBES 4] (8.3%)
B EAR 3| (6.3%)
PRAMAE VM 2% 1| (2.1%)
FREE. WSS UTHIRES 16| (33.3%)
K 1] (2.1%)
I ] 1] (2.1%)
S 1| (2.1%)
Leo< b 9| (18.8%)
Jg 7k 2| (4.2%)
Hififig 2 5| (10.4%)
EEHLUR THBES 42| (87.5%)
Jii i 40| (83.3%)
SRR S R 3| (6.3%)
B2 R 1| (2.1%)
ZIALBE 5| (10.4%)
T - SRR AR AR A
. 3| (6.3%)
B
9 FERE 2| (4.2%)
5 3| (6.3%)
FLBEME R B 1| (2.1%)
RN INE 19| (39.6%)
BEREE 1] (2.1%)
iy ] 1] (2.1%)
AT 4 =T A g 1l @10
SEERE
HhEE RS 1| (2.1%)
mEES 31 (6. 3%)
FriRE 1] (2.1%)
155 2¢ 1| (2.1%)
FERRIE 1| (2.1%)

TR ANRTTTF IR ) 2R EDRIR

B EE TE SR

BIER 4 X ERT O REFR A 12HE-S3& . MedDRA ver.27.0 T

a—F 47 LTWA,




. BRERRERRICRETZE
RE STV

. BEERS

BREIN TR

. BRAEDFEE

14, ERALOIEE

14.1 EHFRAHNBFOEE

14.1.1 FRSIRFIZIX, B RABRIERUAMNIEA Lianz &,

14.1. 2 FRSIER I ER D ICHRAER I+ 5 2 &,

14.1.3 HEFRRL L, R ITECHICHERT L &, o, FRRIIFEET LI L,

14.1. 4 B HRFICIIAAZFERNE CHERY ., HREABRESERICEML, R&KIREL 3.2~

16.8mg/mL & L 7= b CAMFHET 5,

14.2 EXREBREHFOIE

14.2.1 0.2 X% 0.22um DA > FGA T 4 NE—ZFHTH L,

14.2.2 & ORFEZ LN &,

<R

14.1.1~14.1.2
OAK #BR SEfiF DFRBR T IEICHE L CTRRE LT,
HRABEBERUIMNI O TIE, DT — 2 2 TG L T Zen =i Ly
Z &, BRlOZEME, BEM, ZetEoBlal Y, BT L,

14.1.3 ARNIERANTH D720, LEVEM OBEEMEDOHER OBLE D | IR% OFRIRITREEE
L, BEASHRFAZI LN &

14.1. 4 AHOFHESF T OAK i Bk, IMbravel50 ik, IMpassion130 ik, JO28944 7k &
U PCD4989g ikl 2 S 1Tak i L 72,

14.2.1 KHENIE D FOFERRIAITH D | IWMRIFICI L < BT 25 L EEERNP AR LIk 234
BT ARBEMERH D Z et BERICA L TA L T AN E—FEHT A &,

14.2.2 KA L AAl & OIRIEICE 27 — 213720,

12. Z0fDEE
(1) ERERERICE D LHER

15.1 BERERERIZE D <1

EINA DGR IZB W T, AFNZKT 2 PURDEADFE SN TV 5D,
<fian>

OAK ., IMpower010 i, IMpowerl10 a5, IMpowerl30 ik, IMpowerl32 i,
IMpower133 iz, IMpowerl50 &R, IMbravel50 ik & O IMpassion130 Bk IZI 1T 5 HL
7TV VAT THROEERIUL, TROLEY THol,

FERRABROINT TV Y X THRARELEIKR

OAK IMpower010 | IMpower110 | IMpower130 | IMpower132 | IMpower133 | IMpower150 | IMbravel50 [[Mpassion130]

(172/565 1) | (152/487 1)) | (65/267 %) | (100/446 5) | (96/271 ) | (35/188 ) | (132/363 #i)* (88/315 i) | (57/434 f)

30.4% 31.2% 24.3% 22.4% 35.4% 18.6% 36.4% 27.9% 13.1%
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*4+ CP+BEV ##
7TV ) A= THURGMERES L 517 T ) A~ T HURRRMIER] & ik L7k, i 7

A= THURDPEAT D 2 LT K 23 WEhRE. AL LB 5 BRRI R BT H
TW7puy,

(2) FERGEREABRICE D 1E#R
15.2 FERGPREABRICE D < 1F#R
B =7 A PIVIZAFK] 50mg/kg % 1 ], 26 BEIKERS LRz, MEw
(I H BB E 2B 5N & OWMEND D,
N
FERE IR R AR (IS W TR E LTz, YRRV L 72 =7 A YILICAR] 50mg/kg %38 1 (9], 26 ¥
M Gt 27 [) KEFIRNEES L2 b =27 1 YL 26 BRBEIRNE G538 2BV ¢ B T
HIRR o AR EE (HREB O IR 25 SR ARk s & —2) 28, 8~14 M ORIZIE
EF2m (54 ICEEINnT,
Z OB LT, WG TRHCERR Lz 3 BIoIRERTTIE, HRREHI O KN A Kk LT
FAEFEPRBD DN o7, Lol R TRICHRKR L7250 © 2 Filik, RSEHIM HICIE
W72 A RRJE N U, S5 RRIRE 0 JP B oD BRAR RS = T FLI ok FREE & bhii U C2EIdER D b v e
MmolzZ Lt AFIBEGIC L2 AREICRHT 2 ERIXEEEEZ G T 260 EE 2 61T,
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X. JEEGPRERERICBA9 HIER

1. ZEIBAAER
(1) EMFEEAER

(VI 3EZhSEBLICRHIHE | OB
(2) REeMEEAR

(3)

T =7 A Vv 8 EMERAIRN, B T 855888 ) [ O 26 3 B E RN B 538088 Y 123 T, Hiss
R, DL R S ORI g R kT 2 5B 2 5l L 72, AFED 50mg/kg £ TOMHEIZIIT 5
11l Gt 9 B DOFRNRN SUTE T GAIZBW T, —BRIEIR, R, MRATEIFHI ST A —2 | K&
DEMPEICKIT DK NT A =5 M, FERECKR OV H e 55 A3 B2 12 B 138 H i 7ens
72, 50mglkg OFFARNEL G2 OWTHERIT 727 L A MU —JIEIZBWN T, LERISRT A —
A SEREIRIE ., DB ORIRIC R IIRD b oo, FIZ, AFED 50mg/kg £ TOH
EICB 58 18], 5 27 EOEIRNE G280V T, —IER, R, RRITEIFR /8T A — 4
RFRLEXBEICHBT DEM ST A—F TR ORI 358D oo 7z,

Z Dt DEFEEHER °

U U SERVEARASBEIE R & A L A (LCMV) JE&GE7T L% T, ¥ A J 5K PRO314483*D in
vivo 3EHWEH 23 L7, LCMV CL-13 #Ri&%1% 14 A H»5, PRO314483 (10mg/kg, 1 3
[IX1~2 HE) Z&532 &, md, g, i, Big&O T A 2 miased Uiz, Mg TIE,
LCMV Hi2k gp33 <7 F RIZUi~T 5 CD107a #ELH 5\ ik IFN-y FEA CDS 5% T fll i &
AL TE Y, LCMV #52A97: CD8 Byt T Hifa OMERER TR HESZR S vz,

AT MUERHRO 7 L — AT = ESE AT S0, v U A& W in vivo FEELERER T
X, PUEEMUREAIC L 2RI R 5 Z LA HME LT, AROFEKTHLE b~
TAXATHMEREER LT,

2. HHEER

(1)

(2)
1)

2)

3)

BEE 5 HRR
AREEOMIL LT AERHERBR AN L T2, w9 2% O =2 A P 990 5 flV I
HPEEBRERBRO BB G510, W15 7R BT LI Hh A T2,

REHRSHHHR

~ 7 AR 2 TR E AR 5505 5

A# % C5TBL/6 KON CD-1 it~ 7 2|2 50mg/kg £ TOHET 2 M GF3 ) &5 L&
ORI RIFCTH 72, RO~ AD 50mglkg #5128 W T, &k&k&KE5%2H (17 H
H) i & & OV, I E RO DT 7R mENFRO b, Rk 5% 4 HE ORI
WIS TR (43 HH) T iREE & i U T B 21X el o 7z, £72, C5TBL/I6 ~ T A D
10 & O 50mg/kg 512386\ T, B AL B PIRIR A D338 BTz 2y, CD-1 v 7 A TIIARSEE
FAZ X DA F IR IR b o T,

B =27 A Vv 8 TR EHRN K O T $ -3k °Y

K¥ A 50mglkg FTOHBTH =2 AW 8 HM GF9 ) KEHIRNUILE TS L= &
TOBRFMIIRFTh o7z, RTFHEGO 15 O 50mg/kg, M NZERNPES- 0 50mglkg (233
W, 5% 3 HE (60 HE) ICASEG(CREE L 728~ th a5 o @ihfJR 2 BhiR)E PE %
ISR GOE, FENE. FTORE. MR R OV B L R) ORVEL. B IA . MEMEAE Al B 4% el
T ORI PR O IR Bz, L L, 25 O 12 8 ORIEHIRFEHE T (141
HEH) IZEBoonznol,

T =7 A YL 26 B EARR 5505 5V
AH A 50mglkg £ TOHRETH =27 A Yz 26 B GF 27 [B]) KIEFIRNIEG Lz & & 2R
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(8) &

(4)

(5)

(6)

(7)
1)

it\

PEIZRAFCoh o7z, 50mglkg FEOMETH G- IR H I H BRI BB 237 5 4,
T B TR (186 H H) 1k L7z 3 BIDINELTIZ, %ﬁiﬁﬁ%m@%hﬁfpot (H
ﬂﬁ;ﬁ@ﬁ(ﬁﬂé’:ﬁﬂﬂi)

. B (274 B B) OIREOJFELFRKR RO RIS PREE & g Lf%;ﬁx

156 2 OY 50mg/kg BEDS 1/6 i (Wb &G WK TR (186 HH)
B BRI EhIRSE P 2% A3
THERR, BB

—7J. 50mg/kg HEDOMD 2 X, IRFEHIFH HIZ

B, MEEH, BRI D >N, HGE

K OMEPEAGERR) |

Z OEAIZ B

7R A SR [RIE
WD BRI T2,
k] T R~

bt e GONE, W, B, et fRZE, TR, SRS
ZBWTRB LN, Z0

ZACITARERBIMRE THE (274 B H) SRBICIEERD Lo 7z,
REHRS SR
B () By 5 X§§§§% B (mgfke) SRR
. . e i £ B e i
<A 2, 1A% S | 0,10,50 (C57BL/6)
e R . . ) AR D25,
(C57BL/6 K. (*CD-1) (43 E1E118) 0. 50 (CD-1) (C5TBL/6D 7)
. . 0 (E#IRIN, % T)
. Q SR, W1EE S ) MR
=0 AP RN L OV T X . 5. 15, 50 (E&HRAN) N
(127 ME11E) 15. 50 (%) 5mg/kg/il (FRARM)
_ . . 2618 M. HE1E AR
A=7 AT AP 5 (gmmmEg) | O 5 15 50 ——
BizEHRER
ICH S6(R1) (NNA AT 7 /7 uP—SHESNOIEEIRICI T D22 2VERHME) &K OVICH S9 4 A

R A > (PUEEREZE R O R AR FHIL) (2
fcﬁ I/ \O

T ARIED BB K O AJRMERBRI X I L T

MNA RS ER

ICH S6(R1) (S A7 7 7 v o—IGHEREOIEHRICERIT 2 Z2MERME) & OV ICH S9 A
K7 A 2 (FUEMEEEIEO IERR M) (296, ZIK%ODJJKEJ: P R ONAS A SRR BR 1 50 LT
AN

HENERE SR

PD-L1/PD-1 & OEIZ LY, BESEZETe e MEEBAEICKIFTEEMNEY 27 BNFET D

ZEMINETOLHE TRINTEY | REITIIRICERZEZ KT rRERE W & B %

SND T, ARIIZBT 2 AR AETERBR I L TV 720, I =7 A P 26 B REE RN

ﬁﬁ%w IZBWT, ETIIAERGIC L 2ZBLITRD o7 b O D, HETIX 50mg/kg £
5T H R JE ) F 5 K OSWREE OJ AR AR A L 03 iRsD BTz,

R R ER Y
ARIEDJGFTRITEIEL, =27 A Vv 8 WHEGHABRIZI T 2 GO RIIRE) K& O BEA R
BRI X 0 EHI L7z, 15 & UF 50mglkg DR T #G-Tik, HGWIMK T (60 HH) OfFHf5l]

OB RO B FALRIC | R 1 B R DR 00 BB A R BT, LA L, S 0PI
RHLS <0 2 B T LT B —IRIZ R0 S 5 I — B LT Y . 12 RO AR

KTHEF (141 HH) 2RO BN Enn, AERFA TR ARAVWEEZ BT,

Z D% EHE

In vitro %A s 1A > 50

In vitro \ZHB T, AIEMED D W EFI L L2 ASRG/E T MR MM (PBMC) %1
VxR 2= kL, AREIEFEDOY A NI A IR OW TR LTz, £ 05 R, mﬁ%mﬁ%f
MEESNEAED v MTETIRE O (0.25~250pg/mL) ([ZBWTH A b A o HiEER

LIV o T,
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In vitro 4 bhA Ui ER

EURZLE

551914

LB (ng/mL)

TR

t PBMC

24, A8IKH]

0.25-250

PA NIA DR L

2) Ak
AL, RBRFRE R IR TH D 126mg/mL 1B W T, b MO =27 A YILARIMER I L
WIER 2R S Teino Tz,

75 M 1R ER
BT 15390 JLEREE (mg/mL) FRER AR
B RRO =2 v
S NA 0. 125 IR A

NA : not applicable

3) HRE A ZE OG5
b MEFRICB W T, B4 F ARSI R R e e a3 e, U L NH Rk O ARIZ BT
RO BNz, W=7 A VIR TIE, BT UEBRASKICRF R0 ) B HRTRED
bz,

MR E RIS ER
T ST AR (pg/ml) B
T U~ <E. L.
b RRUH =2 Wl (e ) . U S
L NA 0.25, 1.25 (h=2 4 FL) (oA
P

NA : not applicable
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ZhEE I3 2h 3 1.1 Non-Small Cell Lung Cancer

- TECENTRIQ, as a single-agent, is indicated as adjuvant treatment following
resection and platinum-based chemotherapy for adult patients with stage II to IMA
[see Clinical Studies(14.1)/non-small cell lung cancer (NSCLC) whose tumors have
PD-L1 expression on > 1% of tumor cells, as determined by an FDA-approved test
[see Dosage and Administration (2.1)].

- TECENTRIQ, as a single agent, is indicated for the first-line treatment of adult
patients with metastatic non-small cell lung cancer (NSCLC) whose tumors have
high PD-L1 expression (PD-L1 stained > 50% of tumor cells [TC > 50%] or PD-L1
stained tumor-infiltrating immune cells [IC] covering > 10% of the tumor area [IC >
10%)), as determined by an FDAapproved test, with no EGFR or ALK genomic tumor
aberrations /see Dosage and Administration (2.1)].

+ TECENTRIQ, in combination with bevacizumab, paclitaxel, and carboplatin, is
indicated for the first-line treatment of adult patients with metastatic non-squamous
NSCLC with no EGFR or ALK genomic tumor aberrations.

+ TECENTRIQ, in combination with paclitaxel protein-bound and carboplatin, is
indicated for the first-line treatment of adult patients with metastatic non-squamous
NSCLC with no EGFR or ALK genomic tumor aberrations.

- TECENTRIQ, as a single-agent, is indicated for the treatment of adult patients with
metastatic NSCLC who have disease progression during or following platinum-
containing chemotherapy. Patients with EGFR or ALK genomic tumor aberrations
should have disease progression on FDA-approved therapy for NSCLC harboring
these aberrations prior to receiving TECENTRIQ.

1.2 Small Cell Lung Cancer
+ TECENTRIQ, in combination with carboplatin and etoposide, is indicated for the first-
line treatment of adult patients with extensive-stage small cell lung cancer (ES-SCLC).
+ TECENTRIQ, in combination with lurbinectedin, is indicated for the maintenance
treatment of adult patients with ES-SCLC whose disease has not progressed after first-
line induction therapy with TECENTRIQ or atezolizumab and hyaluronidase-tqjs,
carboplatin and etoposide.
1.3 Hepatocellular Carcinoma
TECENTRIQ, in combination with bevacizumab, is indicated for the treatment of adult
patients with unresectable or metastatic hepatocellular carcinoma (HCC) who have not
received prior systemic therapy.

1.4 Melanoma

TECENTRIQ, in combination with cobimetinib and vemurafenib, is indicated for the
treatment of adult patients with BRAF V600 mutation-positive unresectable or
metastatic melanoma /see Dosage and Administration (2.1)].

1.5 Alveolar Soft Part Sarcoma

TECENTRIQ, as a single agent, is indicated for the treatment of adult and pediatric
patients 2 years of age and older with unresectable or metastatic alveolar soft part
sarcoma (ASPS).

FELR O & 2.2 Recommended Dosage

The recommended dosages of TECENTRIQ are presented in Table 1. Administer
TECENTRIQ as an intravenous infusion over 60 minutes. If the first infusion is
tolerated, all subsequent infusions may be delivered over 30 minutes.
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Table 1: Recommended Dosage of TECENTRIQ as a Single Agent
Indication Recommended Dosage of Duration of Therapy
TECENTRIQ
+ 840mg every 2 weeks or Until disease progression
Metastatic NSCLC + 1200mg every 3 weeks or or unacceptable toxicity
- 1680mg every 4 weeks
Adjuvant Treatment + 840mg every 2 weeks or Up to one year, unless
of NSCLC + 1200mg every 3 weeks or there is disease recurrence
- 1680mg every 4 weeks or unacceptable toxicity
ASPS (adult) + 840 mg every 2 weeks or Until disease progression
+ 1200 mg every 3 weeks or or unacceptable toxicity
+ 1680 mg every 4 weeks
ASPS (pediatric, 2 15 mg/kg (up to a maximum
years of age and older) | 1200 mg) every 3 weeks

The recommended intravenous dosages of TECENTRIQ in combination with other
therapeutic agents are presented in Table 2. Refer to the respective Prescribing
Information for each therapeutic agent administered in combination with TECENTRIQ
for the recommended dosage information, as appropriate.

Table 2: Recommended Dosage of TECENTRIQ in Combination with Other Therapeutic

Agents
Indication Recommended Dosage of TECENTRIQ Duration of Therapy
NSCLC -+ 840mg every 2 weeks or Until disease progression
+ 1200mg every 3 weeks or or unacceptable toxicity

- 1680mg every 4 weeks

Administer TECENTRIQ prior to
chemotherapy and bevacizumab when
given on the same day.

SCLC - 840mg every 2 weeks or

+ 1200mg every 3 weeks or

- 1680mg every 4 weeks

Administer TECENTRIQ prior to
chemotherapy when given on the same
day.

HCC - 840mg every 2 weeks or

+ 1200mg every 3 weeks or

- 1680mg every 4 weeks

Administer TECENTRIQ prior to
bevacizumab when given on the same
day. Bevacizumab is administered at
15mg/kg every 3 weeks.

Melanoma + 840mg every 2 weeks or

+ 1200mg every 3 weeks or

- 1680mg every 4 weeks

Administer TECENTRIQ with
cobimetinib 60 mg orally once daily (21
days on and 7 days off) and vemurafenib
720 mg orally twice daily.

Prior to initiating TECENTRIQ, patients
should receive a 28 day treatment cycle of
cobimetinib 60mg orally once daily (21
days on and 7 days off) and vemurafenib
960 mg orally twice daily from Days 1-21
and vemurafenib 720 mg orally twice
daily from Days 22-28.
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4.1 Therapeutic indications
Urothelial carcinoma (UC)
Tecentriq as monotherapy is indicated for the treatment of adult patients with locally
advanced or metastatic UC:
« after prior platinum-containing chemotherapy, or
+ who are considered cisplatin ineligible, and whose tumours have a PD-L1 expression
> 5% (see section 5.1).

Early-stage non-small cell lung cancer NSCLC)

Tecentriq as monotherapy is indicated as adjuvant treatment following complete
resection and platinum-based chemotherapy for adult patients with NSCLC with a
high risk of recurrence whose tumours have PD-L1 expression on > 50% of tumour cells
(TC) and who do not have EGFR-mutant or ALK-positive NSCLC (see section 5.1 for
selection criteria).

Advanced NSCLC

Tecentriq, in combination with bevacizumab, paclitaxel and carboplatin, is indicated for
the first-line treatment of adult patients with metastatic non-squamous NSCLC. In
patients with EGFR-mutant or ALK-positive NSCLC, Tecentriq, in combination with
bevacizumab, paclitaxel and carboplatin, is indicated only after failure of appropriate
targeted therapies (see section 5.1).

Tecentriq, in combination with nab-paclitaxel and carboplatin, is indicated for the first-
line treatment of adult patients with metastatic non-squamous NSCLC who do not have
EGFR-mutant or ALK-positive NSCLC (see section 5.1).

Tecentriq as monotherapy is indicated for the first-line treatment of adult patients with
metastatic NSCLC whose tumours have a PD-L1 expression > 50% TC or > 10% tumour-
infiltrating immune cells (IC) and who do not have EGFR-mutant or ALK-positive
NSCLC (see section 5.1).

Tecentriq as monotherapy is indicated for the first-line treatment of adult patients with
advanced NSCLC who are ineligible for platinum-based therapy (see section 5.1 for
selection criteria).

Tecentriq as monotherapy is indicated for the treatment of adult patients with locally
advanced or metastatic NSCLC after prior chemotherapy. Patients with EGFR-mutant
or ALK-positive NSCLC should also have received targeted therapies before receiving
Tecentriq (see section 5.1).

Small cell lung cancer (SCLC)
Tecentriq, in combination with carboplatin and etoposide, is indicated for the first-line

treatment of adult patients with extensive-stage small cell lung cancer (ES-SCLC) (see
section 5.1).

Triple-negative breast cancer (TNBC)

Tecentriq in combination with nab-paclitaxel is indicated for the treatment of adult
patients with unresectable locally advanced or metastatic TNBC whose tumours have
PD-L1 expression > 1% and who have not received prior chemotherapy for metastatic
disease.

Hepatocellular carcinoma (HCO)

Tecentriq, in combination with bevacizumab, is indicated for the treatment of adult
patients with advanced or unresectable HCC who have not received prior systemic
therapy (see section 5.1).
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4.2 Posology and method of administration

Posology

The recommended dose of Tecentriq is either 840 mg administered intravenously every
two weeks, or 1 200 mg administered intravenously every three weeks, or 1 680 mg
administered intravenously every four weeks, as presented in Table 1.

When Tecentriq is administered in combination therapy please also refer to the full
prescribing information for the combination products (see also section 5.1).

Table 1: Recommended dose for Tecentriq by intravenous administration

Indication

Recommended dose and
schedule

Duration of treatment

Tecentrig monotherapy

1L UC

- 840 mg every 2 weeks or

1L metastatic NSCLC

+ 1200 mg every 3 weeks or

1L platinum-ineligible
NSCLC

+ 1 680 mg every 4 weeks

Until disease progression
or unmanageable toxicity

Early-stage NSCLC

+ 840 mg every 2 weeks or
+ 1200 mg every 3 weeks or
+ 1680 mg every 4 weeks

For 1 year unless disease
recurrence or
unacceptable toxicity.
Treatment duration for
more than 1 year was not
studied.

2L UC

- 840 mg every 2 weeks or

2L NSCLC

+ 1200 mg every 3 weeks or
+ 1 680 mg every 4 weeks

Until loss of clinical
benefit or unmanageable
toxicity

Tecentrig combination the

rapy

1L non-squamous
NSCLC with
bevacizumab, paclitaxel,
and carboplatin

Induction and maintenance
phases:

+ 840 mg every 2 weeks or

+ 1200 mg every 3 weeks or
+ 1 680 mg every 4 weeks

Tecentriq should be
administered first when
given on the same day.

Induction phase for
combination partners (four
or six cycles):
Bevacizumab, paclitaxel,
and then carboplatin are
administered every three
weeks.

Maintenance phase
(without chemotherapy):
Bevacizumab every 3

Until disease progression
or unmanageable toxicity.
Atypical responses (.e.,
an initial disease
progression followed by
tumour shrinkage) have
been observed with
continued Tecentriq
treatment after disease
progression. Treatment
beyond disease
progression may be
considered at the
discretion of the
physician.

+ 1680 mg every 4 weeks

Tecentriq should be
administered first when
given on the same day.

Induction phase for
combination partners (four
or six cycles):Nab-
paclitaxel, and carboplatin

weeks.
1L non-squamous Induction and maintenance | Until disease progression
NSCLC with nab- phases: or unmanageable toxicity.
paclitaxel and + 840 mg every 2 weeks or Atypical responses (i.e.,
carboplatin + 1200 mg every 3 weeks or | an initial disease

progression followed by
tumour shrinkage) have
been observed with
continued Tecentriq
treatment after disease
progression.

Treatment beyond disease
progression may be
considered at the
discretion of the
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are administered on day 1;
in addition, nab-paclitaxel
is administered on days 8
and 15 of each 3-weekly

physician.

etoposide

cycle.
1L ES-SCLC with Induction and maintenance | Until disease progression
carboplatin and phases: or unmanageable toxicity.

+ 840 mg every 2 weeks or
+ 1200 mg every 3 weeks or
+ 1680 mg every 4 weeks

Tecentriq should be
administered first when
given on the same day.

Induction phase for
combination partners (four
cycles):Carboplatin, and
then etoposide are
administered on day 1;
etoposide is also
administered on days 2 and
3 of each 3-weekly cycle.

Atypical responses (.e.,
an initial disease
progression followed by
tumour shrinkage) have
been observed with
continued Tecentriq
treatment after disease
progression.

Treatment beyond disease
progression may be
considered at the
discretion of the
physician.

1L unresectable locally
advanced or metastatic
TNBC with nab-
paclitaxel

+ 840mg every 2 weeks or
+ 1200 mg every 3 weeks or
+ 1680 mg every 4 weeks

Tecentriq should be
administered prior to nab-
paclitaxel when given on
the same day. Nab-
paclitaxel should be
administered at 100mg/m?
on days 1, 8, and 15 of each
28-day cycle.

Until disease progression
or unmanageable toxicity.

Advanced or
unresectable HCC with
bevacizumab

+ 840mg every 2 weeks or
+ 1200 mg every 3 weeks or
+ 1680 mg every 4 weeks

Tecentriq should be
administered prior to
bevacizumab when given on
the same day. Bevacizumab
is administered at 15mg/kg
body weight (bw) every 3
weeks.

Until loss of clinical
benefit or unmanageable
toxicity.

Method of administration

Tecentriq intravenous formulation is not intended for subcutaneous administration and
should be administered via an intravenous infusion only. The infusions must not be
administered as an intravenous push or bolus.
The initial dose of Tecentriq must be administered over 60 minutes. If the first infusion
is well tolerated, all subsequent infusions may be administered over 30 minutes.

(it
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8.1 Pregnancy

Risk Summary

Based on its mechanism of action /[see Clinical Pharmacology (12.1)[, TECENTRIQ can cause fetal harm
when administered to a pregnant woman. There are no available data on the use of TECENTRIQ in
pregnant women.

Animal studies have demonstrated that inhibition of the PD-L1/PD-1 pathway can lead to increased risk of
immune-related rejection of the developing fetus resulting in fetal death (see Data). Advise females of
reproductive potential of the potential risk to a fetus.

In the U.S. general population, the estimated background risk of major birth defects and miscarriage in
clinically recognized pregnancies is 2% to 4% and 15% to 20%, respectively.

Data

Animal Data

Animal reproduction studies have not been conducted with TECENTRIQ to evaluate its effect on
reproduction and fetal development. A literature-based assessment of the effects on reproduction
demonstrated that a central function of the PD-L1/PD-1 pathway is to preserve pregnancy by maintaining
maternal immune tolerance to a fetus. Blockage of PD-L1 signaling has been shown in murine models of
pregnancy to disrupt tolerance to a fetus and to result in an increase in fetal loss; therefore, potential risks
of administering TECENTRIQ during pregnancy include increased rates of abortion or stillbirth. As
reported in the literature, there were no malformations related to the blockade of PD-L1/PD-1 signaling in
the offspring of these animals; however, immune-mediated disorders occurred in PD-1 and PD-L1 knockout
mice. Based on its mechanism of action, fetal exposure to atezolizumab may increase the risk of developing
immune-mediated disorders or altering the normal immune response.

8.2 Lactation

Risk Summary

There is no information regarding the presence of atezolizumab in human milk, the effects on the breastfed
infant, or the effects on milk production. As human IgG is excreted in human milk, the potential for
absorption and harm to the infant is unknown. Because of the potential for serious adverse reactions in
breastfed infants from TECENTRIQ, advise women not to breastfeed during treatment and for at least 5
months after the last dose.

8.3 Females and Males of Reproductive Potential

Pregnancy Testing
Verify pregnancy status in females of reproductive potential prior to initiating TECENTRIQ /see Use in
Specific Populations (8.1)].
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Contraception
Females

Based on its mechanism of action, TECENTRIQ can cause fetal harm when administered to a pregnant
woman [see Use in Specific Populations (8.1)]. Advise females of reproductive potential to use effective
contraception during treatment with TECENTRIQ and for at least 5 months following the last dose.

Infertility

Females

Based on animal studies, TECENTRIQ may impair fertility in females of reproductive potential while
receiving treatment /see Nonclinical Toxicology (13.1)].

A—REZ )T D57%E : Australian categorisation system for prescribing medicines in
pregnancy>
D (202549 H)

D : Drugs which have caused, are suspected to have caused or may be expected to cause, an increased
incidence of human fetal malformations or irreversible damage. These drugs may also have adverse
pharmacological effects. Accompanying texts should be consulted for further details.

INRFEA~DOFGIZET D F
KEVRM SCEEONEU O SPCIZBIT A58 IILL T LB Th 5,

NREFICEET HE5MER
M FRENA
8.4 Pediatric Use
Alveolar Soft Part Sarcoma
The safety and effectiveness of TECENTRIQ for unresectable or
metastatic ASPS have been established in pediatric patients aged 2
years and older. Use of TECENTRIQ for this indication is supported by
evidence from an adequate and well controlled study of TECENTRIQ in
adults and 2 adolescent pediatric patients (>12 years of age) with ASPS
with additional pharmacokinetic and safety data in pediatric patients 2
years to <17 years. These data suggest that atezolizumab exposure in
pediatric patients aged 2 years and older is comparable with that of
adults and is expected to result in similar safety and efficacy to that of
adults [see Adverse Reactions (6.1), Pharmacokinetics (12.3), Clinical
Studies (14.5)] The course of unresectable or metastatic ASPS is
S [ R o 2 sufficiently similar between pediatric patients 2 to 11 years old and that
REIRACE (20255-114) of adults and adolescent patients to allow extrapolation of efficacy and
safety to pediatric patients 2 years and older.
The safety and effectiveness of TECENTRIQ for ASPS have not been
established in pediatric patients younger than 2 years of age.

Solid Tumors and Lymphomas

The safety and effectiveness of TECENTRIQ in pediatric patients have
not been established in non-small cell lung cancer, small-cell lung
cancer, hepatocellular carcinoma, or melanoma.

The safety and effectiveness of TECENTRIQ were assessed, but not
established in a single-arm, multi-center, multi-cohort trial
(NCT02541604) in 60 pediatric patients aged 7 months to <17 years with
relapsed or progressive solid tumors and lymphomas. No new safety
signals were observed in pediatric patients in this study.

4.2 Posology and method of administration

Special populations

Paediatric population

EU®DSPC (20254-11H) The safety and efficacy of Tecentriq in children and adolescents aged
below 18 years have not been established. Currently available data are
described in sections 4.8, 5.1 and 5.2 but no recommendation on a
posology can be made.
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